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Presidential Documents

Title 3—

The President

Memorandum of July 30, 2009

Guidelines for Human Stem Cell Research

Memorandum for the Heads of Executive Departments and Agencies

As outlined in Executive Order 13505 of March 9, 2009, my Administration
is committed to supporting and conducting ethically responsible, scientif-
ically worthy human stem cell research, including human embryonic stem
cell research, to the extent permitted by law. Pursuant to that order, the
National Institutes of Health (NIH) published final ‘“National Institutes of
Health Guidelines for Human Stem Cell Research” (Guidelines), effective
July 7, 2009. These Guidelines apply to the expenditure of NIH funds
for research using human embryonic stem cells and certain uses of human
induced pluripotent stem cells. The Guidelines are based on the principles
that responsible research with human embryonic stem cells has the potential
to improve our understanding of human biology and aid in the discovery
of new ways to prevent and treat illness, and that individuals donating
embryos for research purposes should do so freely, with voluntary and
informed consent. These Guidelines will ensure that NIH-funded research
adheres to the highest ethical standards.

In order to ensure that all federally funded human stem cell research is
conducted according to these same principles and to promote a uniform
Federal policy across the executive branch, I hereby direct the heads of
executive departments and agencies that support and conduct stem cell
research to adopt these Guidelines, to the fullest extent practicable in light
of legal authorities and obligations. I also direct those departments and
agencies to submit to the Director of the Office of Management and Budget
(OMB), within 90 days, proposed additions or revisions to any other guid-
ance, policies, or procedures related to human stem cell research, consistent
with Executive Order 13505 and this memorandum. The Director of the
OMB shall, in coordination with the Director of NIH, review these proposals
to ensure consistent implementation of Executive Order 13505 and this
memorandum.

This memorandum is not intended to, and does not, create any right or
benefit, substantive or procedural, enforceable at law or in equity by any
party against the United States, its departments, agencies, or entities, its
officers, employees, or agents, or any other person. Executive departments
and agencies shall carry out the provisions of this memorandum to the
extent permitted by law and consistent with their statutory and regulatory
authorities and their enforcement mechanisms.
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The Director of the OMB is hereby authorized and directed to publish
this memorandum in the Federal Register.

[FR Doc. E9—18834
Filed 8-4—-09; 8:45 am]
Billing code 3110-01-P
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DEPARTMENT OF HOMELAND
SECURITY

Office of the Secretary

6 CFR Part 5
[Docket No. DHS—2008-0169]

Privacy Act of 1974: Implementation of
Exemptions; U.S. Immigration and
Customs Enforcement-005 Trade
Transparency Analysis and Research
(TTAR) System

AGENCY: Privacy Office, DHS.
ACTION: Final rule.

SUMMARY: The Department of Homeland
Security is issuing a final rule to amend
its regulations to exempt portions of a
new U.S. Immigration and Customs
Enforcement system of records entitled
the “U.S. ICE-005 Trade Transparency
Analysis and Research (TTAR)” system
from certain provisions of the Privacy
Act. Specifically, the Department
exempts portions of the TTAR system
from one or more provisions of the
Privacy Act because of criminal, civil,
and administrative enforcement
requirements.

DATES: Effective Date: This final rule is
effective August 5, 2009.

FOR FURTHER INFORMATION CONTACT: Lyn
Rahilly (202-732-3300), Privacy Officer,
U.S. Immigration and Customs
Enforcement, 500 12th Street, SW.,
Washington, DC 20024, e-mail:
ICEPrivacy@dhs.gov, or Mary Ellen
Callahan (703-235-0780), Chief Privacy
Officer, Privacy Office, U.S. Department
of Homeland Security, Washington, DC
20528.

SUPPLEMENTARY INFORMATION:
Background

The Department of Homeland
Security (DHS) published a notice of
proposed rulemaking in the Federal
Register, 73 FR 64890, Oct. 31, 2008

proposing to exempt portions of the U.S.

ICE-005 Trade Transparency Analysis
and Research (TTAR) system of records
from one or more provisions of the
Privacy Act because of criminal, civil,
and administrative enforcement
requirements. The TTAR system of
records notice (SORN) was published
concurrently in the Federal Register, 73
FR 64967, Oct. 31, 2008. and comments
were invited on both the proposed rule
and SORN. No comments were received
from the public regarding either the
SORN or the proposed rule. Therefore,
no changes have been made to the rule
or the SORN, and DHS is implementing
the final rule as published.

In this rule, DHS is claiming
exemption from certain requirements of
the Privacy Act for TTAR because
certain information in the system may
contain information about ongoing law
enforcement investigations. The TTAR
system of records is maintained for the
purpose of enforcing criminal laws
pertaining to trade by examining U.S.
and foreign trade data to identify
anomalies in patterns of trade that may
indicate trade-based money laundering
or other import-export crimes that ICE is
responsible for investigating. TTAR
contains trade data collected by other
Federal agencies and foreign
governments, and financial data
collected by U.S. Customs and Border
Protection (CBP) and the U.S.
Department of the Treasury Financial
Crimes Enforcement Network (FinCEN).

These exemptions are needed to
protect information relating to DHS
activities from disclosure to subjects or
others related to these activities.
Specifically, the exemptions are
required to preclude subjects of these
activities from frustrating these
processes; to avoid disclosure of activity
techniques; to protect the identities and
physical safety of confidential
informants and of border management
and law enforcement personnel; to
ensure DHS’s ability to obtain
information from third parties and other
sources; to protect the privacy of third
parties; and to safeguard classified
information. Disclosure of information
to the subject of the inquiry could also
permit the subject to avoid detection or
apprehension.

The exemptions published here are
standard law enforcement and national
security exemptions exercised by a large
number of Federal law enforcement and

intelligence agencies. The exemptions
do not necessarily apply to all records
described in the TTAR SORN. In
appropriate circumstances, where
compliance would not appear to
interfere with or adversely affect the law
enforcement purposes of this system
and the overall law enforcement
process, the applicable exemptions may
be waived on a case by case basis.

Regulatory Requirements
A. Regulatory Impact Analyses

Changes to Federal regulations must
undergo several analyses. In conducting
these analyses, DHS has determined:

1. Executive Order 12866 Assessment

This rule is not a significant
regulatory action under Executive Order
12866, ‘‘Regulatory Planning and
Review” (as amended). Accordingly,
this rule has not been reviewed by the
Office of Management and Budget
(OMB). Nevertheless, DHS has reviewed
this rulemaking, and concluded that
there will not be any significant
economic impact.

2. Regulatory Flexibility Act Assessment

Pursuant to section 605 of the
Regulatory Flexibility Act (RFA), 5
U.S.C. 605(b), as amended by the Small
Business Regulatory Enforcement and
Fairness Act of 1996 (SBREFA), DHS
certifies that this rule will not have a
significant impact on a substantial
number of small entities. The rule
would impose no duties or obligations
on small entities. Further, the
exemptions to the Privacy Act apply to
individuals, and individuals are not
covered entities under the RFA.

3. International Trade Impact
Assessment

This rulemaking will not constitute a
barrier to international trade. The
exemptions relate to civil or criminal
investigations and agency
documentation and, therefore, do not
create any new costs or barriers to trade.

4. Unfunded Mandates Assessment

Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA), (Pub. L.
104-4, 109 Stat. 48), requires Federal
agencies to assess the effects of certain
regulatory actions on State, local, and
tribal governments, and the private
sector. This rulemaking will not impose
an unfunded mandate on State, local, or
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tribal governments, or on the private
sector.

B. Paperwork Reduction Act

The Paperwork Reduction Act of 1995
(PRA) (44 U.S.C. 3501 et seq.) requires
that DHS consider the impact of
paperwork and other information
collection burdens imposed on the
public and, under the provisions of PRA
section 3507(d), obtain approval from
the Office of Management and Budget
(OMB) for each collection of
information it conducts, sponsors, or
requires through regulations. DHS has
determined that there are no current or
new information collection
requirements associated with this rule.

C. Executive Order 13132, Federalism

This action will not have a substantial
direct effect on the States, on the
relationship between the national
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, and therefore will
not have federalism implications.

D. Environmental Analysis

DHS has reviewed this action for
purposes of the National Environmental
Policy Act of 1969 (NEPA) (42 U.S.C.
4321-4347) and has determined that
this action will not have a significant
effect on the human environment.

E. Energy Impact

The energy impact of this action has
been assessed in accordance with the
Energy Policy and Conservation Act
(EPCA) Public Law 94—163, as amended
(42 U.S.C. 6362). This rulemaking is not
a major regulatory action under the
provisions of the EPCA.

List of Subjects in 6 CFR part 5
Freedom of information; Privacy.
m For the reasons stated in the preamble,

DHS amends Chapter I of Title 6, Code
of Federal Regulations, as follows:

PART 5—DISCLOSURE OF RECORDS
AND INFORMATION

m 1. The authority citation for part 5
continues to read as follows:

Authority: Pub. L. 107-296, 116 Stat.
2135, 6 U.S.C. 101 et seq.; 5 U.S.C. 301,
subpart A also issued under 5 U.S.C. 552.
m 2. At the end of appendix C to part 5,
add the following new paragraph 14 to
read as follows:

Appendix C to Part 5—DHS Systems of
Records Exempt From the Privacy Act

* * * * *

14. The U.S. ICE-005 Trade Transparency
Analysis and Research (TTAR) System

consists of electronic and paper records and
will be used by the Department of Homeland
Security (DHS). TTAR is a repository of
information held by DHS in connection with
its several and varied missions and functions,
including, but not limited to: The
enforcement of civil and criminal laws;
investigations, inquiries, and proceedings
there under; and national security and
intelligence activities. TTAR contains
information that is collected by other federal
and foreign government agencies and may
contain personally identifiable information.
Pursuant to exemption 5 U.S.C. 552a(j)(2) of
the Privacy Act, portions of this system are
exempt from 5 U.S.C. 552a(c)(3) and (4); (d);
(e)(1), (e)(2), (e)(3), (e)(4)(G), (e)(4)(H), (e)(5)
and (e)(8); (f), and (g). Pursuant to 5 U.S.C.
552a(k)(2), this system is exempt from the
following provisions of the Privacy Act,
subject to the limitations set forth in those
subsections: 5 U.S.C. 552a(c)(3), (d), (e)(1),
(e)(4)(G), (e)(4)(H), and (). Exemptions from
these particular subsections are justified, on
a case-by-case basis to be determined at the
time a request is made, for the following
reasons:

(a) From subsection (c)(3) and (4)
(Accounting for Disclosures) because release
of the accounting of disclosures could alert
the subject of an investigation of an actual or
potential criminal, civil, or regulatory
violation to the existence of the investigation,
and reveal investigative interest on the part
of DHS as well as the recipient agency.
Disclosure of the accounting would therefore
present a serious impediment to law
enforcement efforts and/or efforts to preserve
national security. Disclosure of the
accounting would also permit the individual
who is the subject of a record to impede the
investigation, to tamper with witnesses or
evidence, and to avoid detection or
apprehension, which would undermine the
entire investigative process.

(b) From subsection (d) (Access to Records)
because access to the records contained in
this system of records could inform the
subject of an investigation of an actual or
potential criminal, civil, or regulatory
violation, to the existence of the
investigation, and reveal investigative
interest on the part of DHS or another agency.
Access to the records could permit the
individual who is the subject of a record to
impede the investigation, to tamper with
witnesses or evidence, and to avoid detection
or apprehension. Amendment of the records
could interfere with ongoing investigations
and law enforcement activities and would
impose an impossible administrative burden
by requiring investigations to be
continuously reinvestigated. In addition,
permitting access and amendment to such
information could disclose security-sensitive
information that could be detrimental to
homeland security.

(c) From subsection (e)(1) (Relevancy and
Necessity of Information) because in the
course of investigations into potential
violations of Federal law, the accuracy of
information obtained or introduced
occasionally may be unclear or the
information may not be strictly relevant or
necessary to a specific investigation. In the
interests of effective law enforcement, it is

appropriate to retain all information that may
aid in establishing patterns of unlawful
activity.

(d) From subsection (e)(2) (Collection of
Information from Individuals) because
requiring that information be collected from
the subject of an investigation would alert the
subject to the nature or existence of an
investigation, thereby interfering with the
related investigation and law enforcement
activities.

(e) From subsection (e)(3) (Notice to
Subjects) because providing such detailed
information would impede law enforcement
in that it could compromise investigations
by: Revealing the existence of an otherwise
confidential investigation and thereby
provide an opportunity for the subject of an
investigation to conceal evidence, alter
patterns of behavior, or take other actions
that could thwart investigative efforts; reveal
the identity of witnesses in investigations,
thereby providing an opportunity for the
subjects of the investigations or others to
harass, intimidate, or otherwise interfere
with the collection of evidence or other
information from such witnesses; or reveal
the identity of confidential informants,
which would negatively affect the
informant’s usefulness in any ongoing or
future investigations and discourage
members of the public from cooperating as
confidential informants in any future
investigations.

(f) From subsections (e)(4)(G) and (H)
(Agency Requirements), and (f) (Agency
Rules) because portions of this system are
exempt from the individual access provisions
of subsection (d) for the reasons noted above,
and therefore DHS is not required to establish
requirements, rules, or procedures with
respect to such access. Providing notice to
individuals with respect to existence of
records pertaining to them in the system of
records or otherwise setting up procedures
pursuant to which individuals may access
and view records pertaining to themselves in
the system would undermine investigative
efforts and reveal the identities of witnesses,
potential witnesses, and confidential
informants.

(g) From subsection (e)(5) (Collection of
Information) because in the collection of
information for law enforcement purposes it
is impossible to determine in advance what
information is accurate, relevant, timely, and
complete. Compliance with (e)(5) would
preclude DHS agents from using their
investigative training and exercise of good
judgment to both conduct and report on
investigations.

(h) From subsection (e)(8) (Notice on
Individuals) because compliance would
interfere with DHS’s ability to obtain, serve,
and issue subpoenas, warrants, and other law
enforcement mechanisms that may be filed
under seal, and could result in disclosure of
investigative techniques, procedures, and
evidence.

(i) From subsection (g) to the extent that
the system is exempt from other specific
subsections of the Privacy Act relating to
individuals’ rights to access and amend their
records contained in the system. Therefore
DHS is not required to establish rules or
procedures pursuant to which individuals
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may seek a civil remedy for the agency’s:
Refusal to amend a record; refusal to comply
with a request for access to records; failure
to maintain accurate, relevant, timely and
complete records; or failure to otherwise
comply with an individual’s right to access
or amend records.

Dated: July 30, 2009.
Mary Ellen Callahan,

Chief Privacy Officer, Department of
Homeland Security.

[FR Doc. E9—18620 Filed 8—4—09; 8:45 am]
BILLING CODE 9111-28-P

DEPARTMENT OF AGRICULTURE

Food and Nutrition Service

7 CFR Part 210

[FNS—2005-0009]

RIN 0584—-AD83

Marketing and Sale of Fluid Milk in
Schools

AGENCY: Food and Nutrition Service,
USDA.

ACTION: Final Rule.

SUMMARY: This rule finalizes the interim
rule that implemented the statutory
provision to prohibit direct or indirect
restrictions on the sale or marketing of
fluid milk on school premises or at
school-sponsored events, at any time or
in any place, in schools participating in
the National School Lunch Program.
This rule ensures that there are no
policies or procedures in place that have
the effect of restricting the sale or
marketing of fluid milk.

DATES: Effective Date: This action is
effective September 4, 2009.

FOR FURTHER INFORMATION CONTACT:
Melissa Rothstein, Chief, Policy and
Program Development Branch, Child
Nutrition Division, Food and Nutrition
Service, U.S. Department of Agriculture,
3101 Park Center Drive, Room 640,
Alexandria, Virginia 22302-1594; or
(703) 305-2590; or
CNDINTERNET@fns.usda.gov.

SUPPLEMENTARY INFORMATION:

I. Background

Section 102 of the Child Nutrition and
WIC Reauthorization Act of 2004 (Pub.
L. 108-265) amended section 9(a)(2) of
the Richard B. Russell National School
Lunch Act, 42 U.S.C. 1758, by adding a
provision that prohibits schools
participating in the National School
Lunch Program (NSLP), or any person
approved by a school participating in
the NSLP, from directly or indirectly
restricting the sale or marketing of fluid
milk products at any time or in any

place on school premises or at school-
sponsored events. The Food and
Nutrition Service (FNS) published an
interim rule on November 21, 2005 (70
FR 70031) to prohibit school food
authorities (SFAs) from entering into
contracts that restrict the sale or
marketing of fluid milk.

Contracts between SFAs and vendors
can be structured to restrict the variety
or types of food choices a school may
offer outside of the school meal
programs. Prior to implementation of
the interim rule, some exclusive
vending contracts were found to have
the potential to limit a school’s ability
to sell or market fluid milk on school
premises outside of the school meal
programs; however, very few if any were
found to actually limit the sale or
marketing of fluid milk.

The intent of this rule is to ensure no
vending contract restricts a school’s
ability or discretion to provide children
access to fluid milk outside of the
school meal programs. This rule does
not require that participating schools
sell or market fluid milk outside of the
NSLP, or make fluid milk available at
school-sponsored events. Furthermore,
this rule does not affect the
requirements for offering fluid milk as
part of a reimbursable lunch in the
NSLP as described in 7 CFR 210.10(m).

For additional background
information, please refer to the interim
rule.

I1. Discussion of Public Comments and
FNS Response

FNS received a total of eight
comments during the 180-day comment
period that ended on May 22, 2006. The
commenters included representatives
from dairy industry trade associations
(3), a school food authority (1), a State
agency (1), and individuals (3).

Of the eight comments received, six of
the commenters, including one
individual and the representatives from
a school food authority, a State agency,
and the trade associations, were in
support of finalizing the requirements as
established by the interim rule to
prohibit any restriction of the sale or
marketing of fluid milk in participating
schools.

One commenter in support of the
provision also felt that the Department
should extend the rulemaking to
prohibit or restrict all exclusive
beverage contracts in participating
schools.

Under existing NSLP regulations at 7
CFR 210.21, SFAs must comply with
requirements intended to ensure the
integrity of procurement practices for
the purchase of goods and services with
funds from the nonprofit school

foodservice account. Furthermore, NSLP
regulations provide SFAs with the
flexibility to enter into vending
contracts that best meet their needs for
foods and beverages sold outside of the
school meal programs. This rulemaking
is intended to ensure vending contracts
do not directly or indirectly restrict the
sale or marketing of fluid milk at any
time or in any place on school premises
or at school-sponsored events. Other
procurement issues regarding vending
contracts and agreements are outside the
scope of this rulemaking.

Two of the individual commenters
expressed opposition to implementing
the rule as final because of concern that
it favors dairy industry interests and
inhibits schools’ ability to choose
whether to sell or market fluid milk.
One commenter also disapproved of
conventional dairy production
practices.

This rulemaking does not require or
promote the sale or marketing of fluid
milk outside the school meal programs.
SFAs retain the authority to establish
procurement contracts in accordance
with Program regulations for foods sold
outside of the school meal programs that
best meet the nutritional and
operational needs of their students and
schools.

Finally, discussion of conventional
dairy production practices is outside the
scope of this rulemaking.

FNS considered all comments
received and determined that these
comments did not warrant any changes
to the requirements established by the
interim rule, or were outside the scope
of the interim rule. FNS is issuing the
interim rule as final without revision.

III. Procedural Matters
Executive Order 12866

This rule has been determined to be
non-significant and is not subject to
review by the Office of Management and
Budget under Executive Order 12866.

Regulatory Flexibility Act

This rule has been reviewed with
regard to the requirements of the
Regulatory Flexibility Act (5 U.S.C.
601—-612). Implementation of this rule is
not expected to impose a significant
economic impact on a substantial
number of small entities. No later than
the beginning of School Year 2006—
2007, SFAs were required by section
102 of Public Law 108-265 to ensure
that any existing or new vending
contracts did not include provisions
that restrict the sale or marketing of
fluid milk. Therefore, the number of
SFAs expected to be impacted by this
rule is minimal.
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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,
the Department generally must prepare
a written statement, including a cost/
benefit analysis, for proposed and final
rules with Federal mandates that may
result in expenditures to State, local, or
tribal governments in the aggregate, or
to the private sector, of $100 million or
more in any one year. When such a
statement is needed for a rule, section
205 of the UMRA generally requires the
Department to identify and consider a
reasonable number of regulatory
alternatives and adopt the least costly,
more cost-effective or least burdensome
alternative that achieves the objectives
of the rule.

This rule contains no Federal
mandates (under the regulatory
provisions of Title IT of the UMRA) that
impose costs on State, local, or tribal
governments or to the private sector of
$100 million or more in any one year.
This rule is, therefore, not subject to the
requirements of sections 202 and 205 of
the UMRA.

Executive Order 12372

The National School Lunch Program
is listed in the Catalog of Federal
Domestic Assistance under No. 10.555.
For the reasons set forth in the final rule
in 7 CFR part 3015, Subpart V and
related Notice [48 FR 29115, June 24,
1983], this program is included in the
scope of Executive Order 12372, which
requires intergovernmental consultation
with State and local officials.

Since the NSLP is a State-
administered, federally funded program,
FNS headquarters and regional office
staff have ongoing formal and informal
discussions with State and local
officials regarding program
implementation and policy issues. This
arrangement allows State and local
agencies to provide feedback that
contributes to any discretionary
decisions made in establishing
requirements for rules that govern the
NSLP.

Executive Order 13132

Executive Order 13132 requires
Federal agencies to consider the impact
of their regulatory actions on State and
local governments. Where such actions
have federalism implications, agencies
are directed to provide a statement for
inclusion in the preamble to the
regulations describing the agency’s

considerations in terms of the three
categories called for under section
(6)(b)(2)(B) of Executive Order 13132.
FNS has considered the impact of this
rule on State and local governments and
has determined that this rule does not
have federalism implications. This rule
does not impose substantial or direct
compliance costs on State and local
governments. Therefore, under section
6(b) of the Executive Order, a federalism
summary impact statement is not
required.

Executive Order 12988

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. This rule is intended to have
preemptive effect with respect to any
State or local laws, regulations, or
policies which conflict with its
provisions or which would otherwise
impede its full implementation. This
rule is not intended to have retroactive
effect. Prior to any judicial challenge to
the provisions of this rule or the
application of its provisions, all
applicable administrative procedures
under § 210.18(q) or § 235.11(f) must be
exhausted.

Civil Rights Impact Analysis

Under USDA Regulation 43004,
“Civil Rights Impact Analysis,” FNS has
reviewed this final rule to identify and
address any major civil rights impacts
the rule might have on children on the
basis of age, race, color, national origin,
sex or disability. After a careful review
of the rule’s intent and provisions, FNS
has determined that this rule does not
affect the participation of protected
individuals in the Child Nutrition
Programs. FNS found no factors that
would negatively and
disproportionately affect any group of
individuals.

Paperwork Reduction Act

The Paperwork Reduction Act of 1995
(44 U.S.C. Chap. 35; see 5 CFR 1320)
requires that the Office of Management
and Budget (OMB) approve all
collections of information by a Federal
agency from the public before they can
be implemented. Respondents are not
required to respond to any collection of
information unless it displays a current
valid OMB control number. This rule
does not contain any information
collection requirements subject to
approval by OMB under the Paperwork
Reduction Act of 1995.

E-Government Act Compliance

The FNS is committed to complying
with the E-Government Act of 2002, to
promote the use of the Internet and
other information technologies to

provide increased opportunities for
citizen access to Government
information and services, and for other
purposes.

List of Subjects in 7 CFR Part 210

Grant programs—education, Grant
programs—health, Infants and children,
Nutrition, Penalties, Reporting and
recordkeeping requirements, School
breakfast and lunch programs, Surplus
agricultural commodities.

PART 210—NATIONAL SCHOOL
LUNCH PROGRAM

m Accordingly, the interim rule
amending 7 CFR Part 210 which was
published at 70 FR 70031 on November
21, 2005, is adopted as a final rule
without change.

Dated: July 29, 2009.
Julia Paradis,
Administrator, Food and Nutrition Service.
[FR Doc. E9-18690 Filed 8—4—-09; 8:45 am]
BILLING CODE 3410-30-P

NUCLEAR REGULATORY
COMMISSION

10 CFR Part 50
[NRC-2008-0663]

RIN 3150-AI53

Industry Codes and Standards;
Amended Requirements

AGENCY: Nuclear Regulatory
Commission (NRC).

ACTION: Direct final rule.

SUMMARY: The NRC is amending its
regulations governing vessel head
inspection requirements. This
amendment revises the upper range of
the percentage of axial flaws permitted
in a specimen set used for the
qualification of nondestructive
examination systems (procedures,
personnel and equipment), which are
used in the performance of inservice
inspection (ISI) of pressurized water
reactor (PWR) upper vessel head
penetrations. This amendment is being
made as a result of the withdrawal of a
stakeholder’s recommendation
necessitated by a typographical error in
the original recommendation with
respect to the maximum percentage of
flaws that should be oriented axially.
DATES: Effective Date: The final rule will
become effective October 19, 2009,
unless significant adverse comments are
received by September 4, 2009. A
significant adverse comment is a
comment where the commenter
explains why the rule would be
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inappropriate, including challenges to
the rule’s underlying premise or
approach, or would be ineffective or
unacceptable without a change (refer to
“Direct Final Rulemaking Process” in
the Section III of this document for
further details). If the rule is withdrawn,
timely notice will be published in the
Federal Register. Submit comments by
September 4, 2009. Comments received
after this date will be considered if it is
practical to do so, but the NRC is able
to ensure only that comments received
on or before this date will be
considered.

ADDRESSES: You can access publicly
available documents related to this
document by using the following
methods.

Federal e Rulemaking Web site: Go to
http://www.regulations.gov and search
for documents filed under Docket ID
NRC-2008-0663. Address questions
about NRC dockets to Carol Gallagher
301 492-3668; e-mail
Carol.Gallagher@nrc.gov.

NRC’s Public Document (PDR): The
public may examine and have copied
for a fee publicly available documents at
the NRC’s PDR, Public File Area O1
F21, One White Flint North, 11555
Rockville Pike, Rockville, Maryland
20852.

NRC’s Agency wide Documents
Access and Management System
(ADAMS): Publicly available documents
created or received at the NRC are
available electronically at the NRC’s
Electronic Reading Room at http://
www.nre.gov/reading-rm/adams.html.
From this site, the public can gain entry
into ADAMS, which provides text and
image files of NRC’s public documents.
If you do not have access to ADAMS or
if there are problems in accessing the
documents in ADAMS, contact the PDR
Reference staff at 1-800-397-4209, 301-
415-4737 or by e-mail to
pdr.resource@nrc.gov.

FOR FURTHER INFORMATION CONTACT:
Manash K. Bagchi, Project Manager,
Office of Nuclear Reactor Regulation,
U.S. Nuclear Regulatory Commission,
Washington, DC 20555-0001, telephone
301 415-2905, e-mail
manash.bagchi@nrc.gov.

SUPPLEMENTARY INFORMATION:

1. Background

II. Discussion

III. Direct Final Rulemaking Process

IV. Voluntary Consensus Standards

V. Plain language

VI. Finding of No Significant Environmental
Impact: Environment Assessment

VII. Paperwork Reduction Act Statement

VIIIL Regulatory Analysis

IX. Regulatory Flexible Certification

X. Backfit Analysis

XI. Congressional Review Act

I. Background

The NRC published a proposed rule
on April 5, 2007 (72 FR 16731), to
incorporate by reference the 2004
Edition of Section III, Division 1, of the
American Society of Mechanical
Engineers (ASME) Boiler Pressure
Vessel (BPV) Code, and the 2004 Edition
of the ASME Operation and
Maintenance (OM) Code to provide
updated rules for constructing and
inspecting components and testing of
pumps, valves, and dynamic snubbers
in light water nuclear power plants. The
proposed rule, among other things, also
incorporated by reference augmented
examination requirements of PWR
reactor vessel head penetration nozzles
of ASME Code Case N-729-1,
“Alternative Examinations
Requirements for PWR Vessel Upper
Heads with Nozzles Having Pressure
Retaining Partial Penetration Welds,
Section XI, Division I as conditioned
by the NRC. As part of these conditions,
the NRC imposed a qualification
program for volumetric inspections to
ensure examinations were effective in
identifying axial and circumferential
stress corrosion cracking in the
penetration nozzles. The NRC
qualification program included a
requirement for the distribution of
cracks within a qualification specimen
set. Essentially a qualification specimen
set is a group of nozzle mockup flaws
which are used as part of a test to
qualify inspectors, procedures and
equipment. The NRC qualification
program, as stated in the proposed rule,
required, “at least 30 percent, but no
more than 60 percent of the flaws must
be oriented axially,” with the remaining
flaws oriented circumferentially by
default.

During the public comment period of
the proposed rule, Mr. Jack Spanner of
the Electric Power Research Institute
(EPRI), program manager of the industry
generic qualification program for
volumetric inspection of vessel head
penetration nozzles, submitted a
comment dated June 19, 2007
(ML071710637). Mr. Spanner requested
that the proposed rule’s flaw
distribution percentages be changed to
be at least 20 percent, but no more than
40 percent of the flaws to be oriented
axially. Mr. Spanner’s basis for this
change, as well as other
recommendations, was that the
requirements of the proposed rule
would require the construction of
additional mockups.

The NRC reviewed the requested
change to ensure that if implemented,
the qualification process would remain

effective. The NRC concluded that the
specific required number of axial flaws
in a specimen set may have some
variation so long as a range was defined
to ensure both axial and circumferential
flaws in a specimen set, and a specific
set value was not assigned that would
limit the effectiveness of a blind
qualification program. The NRC found
that Mr. Spanner’s request met these
criteria. Therefore, given the reduced
burden by allowing the use of current or
planned mockups, the NRC included
the proposed change in the final rule (72
FR 52370; September 10, 2008.)

II. Discussion

After the final rule was published, an
e-mail was submitted to the NRC on
behalf of Mr. Spanner dated September
12, 2008 (ML091410089). Mr. Spanner
informed the NRC that, after he
submitted his original recommendation
with respect to the maximum percentile
range of axial flaws, he identified a
typographical error. Mr. Spanner had
only intended to recommend a change
to the minimum axial flaw distribution
percentage from 30 to 20 percent, and
did not intend to recommend a change
in the maximum value of flaws from 60
to 40 percent. Mr. Spanner also stated
that use of the maximum value of 40
percent would require additional
mockups to be created in order to meet
the NRC volumetric inspection
qualification program at EPRI. As a
result, he requested the maximum
percentage be returned to the proposed
rule limit of 60 percent.

In reviewing Mr. Spanner’s latest
proposal, the NRC continues to believe
that the specific value for the number of
axial flaws within a specimen set is
open to variation, so long as a
reasonable distribution is maintained.
The newly proposed distribution range
of 20 percent to 60 percent of axial flaws
allowed 80 percent to 40 percent of the
total specimen set flaws to be
circumferentially orientated. The NRC
finds that the newly proposed range
maintains a reasonable distribution of
circumferential and axial flaws, and
does not limit the effectiveness of a
blind qualification test by being too
prescriptive. Therefore, the NRC
concludes that the distribution range,
modified as recommended by Mr.
Spanner, continues to meet the NRC
defined criteria for an effective
qualification specimen set. Given this
conclusion and the representation by
Mr. Spanner that using the current
rule’s maximum axial flaw distribution
range of 40 percent would require the
creation of additional mockups, the
NRC determined that the maximum
distribution of allowable axial flaws in
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the specimen set should be changed
from 40 percent to 60 percent. The NRC
believes, in light of the September 1,
2009, deadline for implementation of
the qualification requirement for
volumetric inspection of vessel head
penetration nozzles, that the time and
resources necessary to design and
prepare additional mockups compliant
with the current rule, and to complete
qualification of personnel, procedures,
and equipment represents a significant
burden on the licensee with no
significant safety benefit. The NRC
concludes that the maximum
qualification specimen set axial flaw
distribution should be changed from 40
to 60 percent.

III. Direct Final Rulemaking Process

The NRC is using the “direct final
rule procedure” to issue this action
because this action is minor, and is not
expected to be controversial. The NRC
does not expect any adverse comments
for two reasons. First, as discussed in
the discussion of the reasons for this
rulemaking, the change in the maximum
axial flaws which must be included in
the qualification sample has no adverse
impact on safety. The NRC has no
reason to believe that any external
stakeholder disagrees with the NRC’s
determination in this regard, and
consequently does not expect any
stakeholder to submit adverse
comments on this change. In addition,
the NRC’s action to change the current
requirement on axial flaw distribution
was initiated in response to a comment
from a representative of the industry
group responsible for the development
of the welding qualification program for
the industry. This increases the NRC’s
confidence that the proposed change is
not controversial and will not result in
significant adverse comments. Second,
the rule change represents a burden
reduction for licensees. Thus, the NRC
does not expect any adverse comment
from these stakeholders with respect to
the rule change enabling the burden
reduction. Accordingly, the NRC finds
that there is good cause under the
Administrative Procedure Act, 5 U.S.C.
553(b)(3)(B) for avoiding notice and
opportunity for public comment on the
direct final rule. The amendment to the
rule will become effective on October
19, 2009. However, if the NRC receives
significant adverse comments by
September 4, 2009, then the NRC will
publish a document that withdraws this
action. In that event, the comments
received in response to this amendment
would then be considered as comments
on the companion proposed rule
published elsewhere in this Federal
Register, and the comments will be

addressed in a later final rule based on
that proposed rule. Unless the
modifications to the proposed rule are
significant enough to require that it be
republished as a proposed rule, the NRC
will not initiate a second comment
period on this action. A significant
adverse comment is a comment where
the commenter explains why the rule
would be inappropriate, including
challenges to the rule’s underlying
premise or approach, or would be
ineffective or unacceptable without a
change. A comment is adverse and
significant if:

(1) The comment opposes the rule and
provides a reason sufficient to require a
substantive response in a notice-and-
comment process. For example, a
substantive response is required when:

(a) The comment causes the NRC to
reevaluate (or reconsider) its position or
conduct additional analysis;

(b) The comment raises an issue
serious enough to warrant a substantive
response to clarify or complete the
record; or

(c) The comment raises a relevant
issue that was not previously addressed
or considered by the NRC.

(2) The comment proposes a change
or an addition to the rule, and it is
apparent that the rule would be
ineffective or unacceptable without
incorporation of the change or addition.

(3) The comment causes the NRC to
make a change (other than editorial) to
the rule.

IV. Voluntary Consensus Standards

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

limited provisions which are not
acceptable to the agency.

The NRC is amending its regulations
to revise the reactor vessel head
inspections specimen set specifications
necessitated by the withdrawal of a
stakeholder’s recommendation,
incorporated in the 2008 final rule (73
FR 52730), which contained a
typographical error. This latest
amendment is consistent with specimen
set distribution under Appendix VIII of
Section XI of the ASME Code, a national
consensus standard. The 2008 final rule
incorporated by reference the latest
edition of Section III and XI of the
ASME BPV Code and ASME OM Code,
for construction, IS, and in-service
testing of nuclear power plant
components. ASME BPV and OM Codes
are national consensus standards
developed by participants with broad
and varied interests, in which all
interested parties (including the NRC
and licensees of nuclear power plants)
participate. If the NRC did not
conditionally accept ASME Code
Editions and Addenda, it would
disapprove these items entirely. The
effect would be that licensees would
need to submit large number of requests
for the NRC’s approval of alternatives
under 10 CFR 50.55a(a)(3). This would
constitute an unnecessary additional
burden for both the licensees and the
NRC. Similarly, not adopting the
modification in this final rule may
result in a large number of relief
requests without any compensating
safety benefits. For these reasons, the
NRC concludes that the treatment of
ASME Code Editions and Addenda, and
conditions placed in this final rule does
not conflict with any policy on agency
use of consensus standards specified in
Office of Management and Budget
Circular A-119.

V. Plain Language

The Presidential Memorandum dated
June 1, 1998, entitled “Plain Language
in Government Writing,” directed that
the Government’s writing be in plain
language. The NRC requests comments
on this direct final rule specifically with
respect to the clarity and effectiveness
of the language used. Comments should
be sent to the address listed under the
heading ADDRESSES of this document.

VI. Finding of No Significant
Environmental Impact: Environmental
Assessment

The Commission has determined that
this direct final rule is the type of action
described as a categorical exclusion in
§51.22(c)(2), which states,
“amendments to the regulations which
are corrective or of a minor or nonpolicy
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nature and do not substantially modify
existing regulations, and actions on
petition for rulemaking relating.” This
amendment revises the upper range of
the percentage of axially orientated
flaws permitted in a specimen set used
in the qualification of nondestructive
examination systems for performance of
reactor vessel head penetration
inspections, and is corrective in nature
and does not modify the intent of the
existing regulation. Therefore, neither
an environmental impact statement nor
an environmental assessment has been
prepared for this direct final rule.

VII. Paperwork Reduction Act
Statement

This direct final rule does not contain
a new or amended information
collection requirement subject to the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.). Existing
requirements were approved by the
Office of Management and Budget,
Approval Number 3150-0011.

Public Protection Notification

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

VIII. Regulatory Analysis

A regulatory analysis has not been
prepared for this direct final rule. This
rule amends the NRC regulations to
correct the upper range of the
percentage of axially oriented flaws
permitted in a specimen set used in the
qualification of nondestructive
examination systems, which are used in
the performance of reactor vessel head
inspections. This amendment does not
impose any new burden or reporting
requirements on the licensee or NRC for
compliance. Also, this rule does not
involve an exercise of Commission
discretion and, therefore does not
necessitate preparation of a regulatory
analysis.

IX. Regulatory Flexibility Certification

Under the Regulatory Flexibility Act
of 1980 (5 U.S.C. 605(b)), the NRC
certifies that this Amendment will not,
if promulgated, have a significant
economic impact on a substantial
number of small entities. This direct
final rule affects only the licensing and
operation of nuclear power plants. The
companies that own these plants do not
fall within the scope of the definition of
“small entities” set forth in the
Regulatory Flexibility Act or the Small
Business Size Standards set forth in

regulations issued by the Small
Business Administration at 13 CFR Part
121.

X. Backfit Analysis

As described previously, the final rule
imposed augmented examination
requirements for PWR reactor vessel
head penetrations by incorporation by
reference of ASME Code Case N-729-1.
In the final rule, the NRC concluded
that the requirements of Code Case N—
729-1, with the limitations and
conditions denoted by the rule,
represents an acceptable approach
developed by a voluntary consensus
standards organization for performing
future RPV head and head penetration
inspections. Accordingly, the NRC
concluded that approval of Code Case
N-729-1, with the limitation and
conditions denoted by that rule, by
incorporation by reference of that Code
Case into §50.55a, constitutes a
redefinition of the requirements
necessary to provide reasonable
assurance of adequate protection of
public health and safety. As such, no
backfit analysis was prepared for that
portion of the final rule, under
§50.109(a)(4)(iii).

The NRC is using the direct final rule
procedure to amend NRC regulations to
revise the upper range of the percentage
of axially oriented flaws permitted in a
specimen set for the qualification of
nondestructive examination systems
used in the performance of reactor
vessel head inspections as a result of
withdrawal of a stakeholder’s
recommendations due to a
typographical error. This amendment
revises the upper range of the
percentage of axial flaws permitted in a
specimen set § 50.55a(g)(6)(D)(4)(ii)
from 40 percent to 60 percent, the same
as in the proposed rule on this subject
(72 FR 16731). This requirement, i.e. an
upper range of 60 percent, is similar to
specimen set distribution under
Appendix VIII of Section XI of the
ASME Code. The NRC continues to find
that the requirements of Code Case N—
729-1, with the limitations and
conditions denoted by this rule,
represents an acceptable approach
developed by a voluntary consensus
standard organization. Therefore, a
backfit analysis has not been prepared
for this direct final rule, under
§50.109(a)(4)(iii).

XI. Congressional Review Act

Under the Congressional Review Act
of 1996, the NRC has determined that
this action is not a major rule and has
verified this determination with the
Office of Information and Regulatory

Affairs, Office of Management and
Budget.

List of Subjects in 10 CFR Part 50

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

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

PART 50—DOMESTIC LICENSING OF
PRODUCTION AND UTILIZATION
FACILITIES

m 1. The authority citation for Part 50
continues to read as follows:

Authority: Secs. 102, 103, 104, 161, 182,
183, 186, 189, 68 Stat. 936, 937, 938, 948,
953, 954, 955, 956, as amended, sec. 234, 83
Stat. 444, as amended (42 U.S.C. 2132, 2133,
2134, 2135, 2201, 2232, 2233, 2236, 2239,
2282); secs. 201, as amended, 202, 206, 88
Stat. 1242, as amended, 1244, 1246 (42 U.S.C.
5841, 5842, 5846); sec. 1704, 112 Stat. 2750
(44 U.S.C. 3504 note); Sec.651(e), Pub. L.
109-58, 119 Stat. 806—810 (42 U.S.C. 2014,
2021, 2021b, 2111).

Section 50.7 also issued under Public Law
95-601, sec. 10, 92 Stat. 2951 as amended by
Public Law 102—-846, Sec. 2902, 106 Stat.
3123 (42 U.S.C. 5841). Section 50.10 also
issued under secs. 101, 185, 68 Stat. 955, as
amended (42 U.S.C. 2131, 2235); sec. 102,
Public Law 91-190, 83 Stat. 853 (42 U.S.C.
4332). Sections 50.13, 50.54(d), and 50.103
also issued under sec. 108, 68 Stat. 939, as
amended (42 U.S.C. 2138). Sections 50.23,
50.35, 50.55, and 50.56 also issued under sec.
185, 68 Stat. 955 (42 U.S.C. 2235). Sections
50.33a, 50.55a and Appendix Q also issued
under sec. 102, Public Law 91-190, 83 Stat.
853 (42 U.S.C. 4332). Sections 50.34 and
50.54 also issued under sec. 204, 88 Stat.
1245 (42 U.S.C. 5844). Sections 50.58, 50.91,
and 50.92 also issued under Public Law 97—
415, 96 Stat. 2073 (42 U.S.C. 2239). Section
50.78 also issued under sec. 122, 68 Stat. 939
(42 U.S.C. 2152). Sections 50.80—50.81 also
issued under sec. 184, 68 Stat. 954, as
amended (42 U.S.C. 2234). Appendix F also
issued under sec. 187, 68 Stat. 955 (42 U.S.C.
2237).

m 2.In §50.55a, paragraph
(g)(6)(ii)(D)(4)(ii) is revised to read as
follows:

§50.55a Codes and Standards

(g) * x %
(6) * *x %
(ii) * * %
(D] * * %
(4) * k%
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(1) The specimen set must have a
minimum of ten (10) flaws which
provide an acoustic response similar to
PWSCC indications. All flaws must be
greater than 10 percent of the nominal
pipe wall thickness. A minimum of 20
percent of the total flaws must initiate
from the inside surface and 20 percent
from the outside surface. At least 20
percent of the flaws must be in the
depth ranges of 10-30 percent through
wall thickness and at least 20 percent
within a depth range of 31-50 percent
through wall thickness. At least 20
percent and no more than 60 percent of
the flaws must be oriented axially.

* * * * *

Dated at Rockville, Maryland, this 24th day
of July 2009.

For the Nuclear Regulatory Commission.
Bruce S. Mallett,
Acting Executive Director for Operations.
[FR Doc. E9-18546 Filed 8-4—-09; 8:45 am]|
BILLING CODE 7590-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2009-0509 Directorate
Identifier 2009—-CE-029-AD; Amendment
39-15985; AD 2009-16-02]

RIN 2120-AA64

Airworthiness Directives; Pilatus
Aircraft Limited Model PC-7 Airplanes

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

ACTION: Final rule.

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

This Airworthiness Directive (AD) is
prompted due to reported corrosion on the
bolts and in the bores of the attachment
fittings for the engine mounting frame. The
corrosion is caused by damaged cadmium
plating of the bolts or damaged surface finish
of the attachment fitting.

Such a condition, if left uncorrected, could
lead to crack initiation at the bolt and the
fitting bore and subsequently to the failure of
the engine attachment fitting.

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

DATES: This AD becomes effective
September 9, 2009.

On September 9, 2009, the Director of
the Federal Register approved the
incorporation by reference of certain
publications listed in this AD.
ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at
Document Management Facility, U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue, SE., Washington,
DC 20590.

FOR FURTHER INFORMATION CONTACT:
Doug Rudolph, Aerospace Engineer,
FAA, Small Airplane Directorate, 901
Locust, Room 301, Kansas City,
Missouri 64106; telephone: (816) 329—
4059; fax: (816) 329—4090.

SUPPLEMENTARY INFORMATION:
Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on June 5, 2009 (74 FR 26994).
That NPRM proposed to correct an
unsafe condition for the specified
products. The MCALI states:

This Airworthiness Directive (AD) is
prompted due to reported corrosion on the
bolts and in the bores of the attachment
fittings for the engine mounting frame. The
corrosion is caused by damaged cadmium
plating of the bolts or damaged surface finish
of the attachment fitting.

Such a condition, if left uncorrected, could
lead to crack initiation at the bolt and the
fitting bore and subsequently to the failure of
the engine attachment fitting.

In order to correct and control the
situation, this AD requires a visual
inspection of the relevant bolts and fittings.
Additionally, the replacement of the bolts is
required.

Comments

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

Conclusion

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

Differences Between This AD and the
MCAI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use

different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

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

Costs of Compliance

We estimate that this AD will affect
10 products of U.S. registry. We also
estimate that it will take about 4.5 work-
hours per product to comply with the
basic requirements of this AD. The
average labor rate is $80 per work-hour.
Required parts will cost about $300 per
product.

Based on these figures, we estimate
the cost of this AD to the U.S. operators
to be $6,600 or $660 per product.

Authority for This Rulemaking

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

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

Regulatory Findings

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

For the reasons discussed above, I
certify this AD:

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

(2) Is not a “significant rule” under
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and
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(3) Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD Docket.

Examining the AD Docket

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

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding

the following new AD:

2009-16-02 Pilatus Aircraft Limited:
Amendment 39-15985; Docket No.
FAA-2009-0509; Directorate Identifier
2009—-CE-029-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective September 9, 2009.
Affected ADs

(b) None.

Applicability

(c) This AD applies to Model PC-7
airplanes, all manufacturer serial numbers,
certificated in any category.

Subject

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

Reason

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

This Airworthiness Directive (AD) is
prompted due to reported corrosion on the

bolts and in the bores of the attachment
fittings for the engine mounting frame. The
corrosion is caused by damaged cadmium
plating of the bolts or damaged surface finish
of the attachment fitting.

Such a condition, if left uncorrected, could
lead to crack initiation at the bolt and the
fitting bore and subsequently to the failure of
the engine attachment fitting.

In order to correct and control the
situation, this AD requires a visual
inspection of the relevant bolts and fittings.
Additionally, the replacement of the bolts is
required.

Actions and Compliance

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

(1) Visually inspect the bolts and the bores
(with boroscope) of the attachment fittings
for the engine mounting frame following
paragraph 3.A of PILATUS Aircraft Ltd.
Pilatus PC-7 Service Bulletin No. 53-006,
dated November 17, 2008, at whichever of
the following occurs later:

(i) Upon accumulating 5,000 hours total
time-in-service (TIS) or 5 years from the date
of manufacture, whichever occurs first; or

(i1) Within the next 6 months after
September 9, 2009 (the effective date of this
AD).

(2) If no sign of corrosion is found during
the inspection required in paragraph (f)(1) of
this AD, before further flight, replace the
bolts. Repetitively inspect thereafter at
intervals not to exceed every 5 years
following PILATUS Aircraft Ltd. Pilatus PC—
7 Maintenance Manual Chapter 05—-10-20,
page 4, dated November 30, 2008.

(3) If any sign of corrosion is found during
any of the inspections required in paragraphs
(0(1) and (f)(2) of this AD, before further
flight, do the corrective actions following
paragraph 3.A. of PILATUS Aircraft Ltd.
Pilatus PC-7 Service Bulletin No. 53—-006,
dated November 17, 2008. Repetitively
inspect thereafter at intervals not to exceed
every 5 years following PILATUS Aircraft
Ltd. Pilatus PC-7 Maintenance Manual
Chapter 05—10-20, page 4, dated November
30, 2008.

FAA AD Differences

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

Other FAA AD Provisions

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

(1) Alternative Methods of Compliance
(AMOCs): The Manager, Standards Office,
FAA, has the authority to approve AMOCs
for this AD, if requested using the procedures
found in 14 CFR 39.19. Send information to
ATTN: Doug Rudolph, Aerospace Engineer,
FAA, Small Airplane Directorate, 901 Locust,
Room 301, Kansas City, Missouri 64106;
telephone: (816) 329-4059; fax: (816) 329—
4090. Before using any approved AMOC on
any airplane to which the AMOC applies,
notify your appropriate principal inspector
(PI) in the FAA Flight Standards District
Office (FSDO), or lacking a PI, your local
FSDO.

(2) Airworthy Product: For any
requirement in this AD to obtain corrective

actions from a manufacturer or other source,
use these actions if they are FAA-approved.
Corrective actions are considered FAA-
approved if they are approved by the State
of Design Authority (or their delegated
agent). You are required to assure the product
is airworthy before it is returned to service.

(3) Reporting Requirements: For any
reporting requirement in this AD, under the
provisions of the Paperwork Reduction Act
(44 U.S.C. 3501 et seq.), the Office of
Management and Budget (OMB) has
approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(h) Refer to MCAI FOCA AD HB-2009-004,
dated May 12, 2009; PILATUS Aircraft Ltd.
Pilatus PC~7 Service Bulletin No. 53—-006,
dated November 17, 2008; and Pilatus PC-7
Maintenance Manual Chapter 05-10-20, page
4, dated November 30, 2008, for related
information.

Material Incorporated by Reference

(i) You must use PILATUS Aircraft Ltd.
Pilatus PC-7 Service Bulletin No. 53—-006,
dated November 17, 2008; and Pilatus PC-7
Maintenance Manual Chapter 05—10-20, page
4, dated November 30, 2008, to do the actions
required by this AD, unless the AD specifies
otherwise.

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

(2) For service information identified in
this AD, contact PILATUS AIRCRAFT LTD.,
Customer Service Manager, CH-6371
STANS, Switzerland; telephone: +41 (0)41
619 62 08; fax: +41 (0)41 619 73 11; Internet:
http://www.pilatus-aircraft.com/, or e-mail:
snolan@pilatus-aircraft.com.

(3) You may review copies of the service
information incorporated by reference for
this AD at the FAA, Central Region, Office of
the Regional Counsel, 901 Locust, Kansas
City, Missouri 64106. For information on the
availability of this material at the Central
Region, call (816) 329-3768.

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

Issued in Kansas Gity, Missouri, on July 23,
2009.
Kim Smith,

Manager, Small Airplane Directorate, Aircraft
Certification Service.

[FR Doc. E9-18210 Filed 8-4-09; 8:45 am]|
BILLING CODE 4910-13-P
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2007-0051; Directorate
Identifier 2007-NE-37-AD; Amendment 39—
15986; AD 2009-16-03]

RIN 2120-AA64

Airworthiness Directives; Teledyne
Continental Motors (TCM) 10-520,
TSI0-520, and 10-550 Series
Reciprocating Engines With Superior
Air Parts, Inc. (SAP) Cylinder
Assemblies Installed

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: The FAA is adopting a new
airworthiness directive (AD) for certain
TCM 10-520, TSIO-520, and I0-550
series reciprocating engines, with
certain SAP investment cast cylinder
assemblies installed. This AD requires
initial and repetitive inspections and
compression tests to detect cracks in
those cylinders with more than 750
flight hours (FH) time-in-service (TIS).
This AD results from reports of cracks
in the area of the exhaust valve and
separation of cylinder heads from the
barrels of SAP cylinder assemblies with
certain part numbers. We are issuing
this AD to prevent the separation of the
cylinder head, which could result in
immediate loss of engine power,
possible structural damage to the
engine, and possible fire in the engine
compartment.

DATES: This AD becomes effective
September 9, 2009. The Director of the
Federal Register approved the
incorporation by reference of certain
publications listed in the regulations as
of September 9, 2009.

ADDRESSES: You can get the service
information identified in this AD from
Teledyne Continental Motors, Inc., P.O.
Box 90, Mobile, Alabama; telephone
(251) 438-3411, or go to: http://
www.genuinecontinental.aero.

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

FOR FURTHER INFORMATION CONTACT:
Peter W. Hakala, Aerospace Engineer,
Special Certification Office, FAA,
Rotorcraft Directorate, 2601 Meacham
Blvd., Fort Worth, TX 76137; e-mail:
peter.w.hakala@faa.gov; telephone (817)
222-5145; fax (817) 222-5785.

SUPPLEMENTARY INFORMATION: The FAA
proposed to amend 14 CFR part 39 with
a proposed AD. The proposed AD
applies to certain TCM 10-520, TSIO-
520, and I0-550 reciprocating engines
with SAP investment cast cylinder
assemblies, part numbers (P/Ns)
SA52000-A1, SA52000-A20P,
SA52000-A21P, SA52000—-A22P,
SA52000-A23P, SA55000—A1, or
SA55000-A20P, installed. We
published the proposed AD in the
Federal Register on April 11, 2008, (73
FR 19772). That action proposed to
require initial and repetitive inspections
and compression tests to detect cracks
in those cylinders with more than 750
FH TIS.

Examining the AD Docket

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

Comments

We provided the public the
opportunity to participate in the
development of this AD. We have
considered the comments received.

Requests to Not Issue an AD Against the
SAP Cylinders

Four commenters suggest we not issue
an AD against the SAP cylinders
because the SAP cylinder assemblies
have a lower failure rate than the OEM
cylinder assemblies. One commenter
suggests that SAP should issue a
detailed service bulletin to address the
service difficulty conditions.

We don’t agree. We confirmed that
nine SAP cylinder assemblies failed
with a head separation condition, which
could result in loss of control of the
airplane. Superior Air Parts, Inc.
investigated the cause for the failure of
the cylinder assemblies. Because the
cylinder assemblies failed with a
separation condition from propagation
of metal fatigue cracks, we determined
that this failure condition is a direct
safety hazard to the airplane. This
proposed AD is necessary to ensure that
these cylinder assemblies are
periodically inspected, and removed
from service at engine overhaul to
prevent this unsafe condition. We did
not change the AD.

Absence of Data To Show Serial
Number Distribution

One commenter suggests we examine
the distribution of the cracks across the
range of serial numbers and perform a
statistical analysis to try to identify a
process change or a design change that
may be a contributor to the failed SAP
cylinder assemblies.

We agree. We examined the
distribution of the cracks, and collected
and analyzed in service data of the
cylinder assemblies. We found the
failed cylinder assemblies were not in
any specific serial number sequence.
The failed serial numbers ranged from
low to high within the serial number
range, so the time to failure of the
cylinder assemblies were unpredictable.
We did not change the AD.

Requests To Change 50-Hour
Inspections to 100-Hour or Annual
Inspections

Twenty commenters suggest that
requiring a 50-hour repetitive inspection
for cylinder leaks is unnecessary and
burdensome at 50-hour intervals. The
commenters suggest that we change the
repetitive inspection requirements to
allow performing the inspections at the
100-hour or annual inspections.

We don’t agree. We selected a 50-hour
inspection interval so we can detect
leaks and replace the cylinder before a
head separation occurs. By removing
leaking cylinder heads discovered with
the periodic 50-hour inspections, the
probability of having an in-flight
separation is greatly reduced. Also, the
50-hour inspection coincides with the
scheduled maintenance for normal
engine oil and filter changes. The costs
of compliance in the NPRM included
costs for the additional cylinder
assembly inspections. We did not
change the AD.

Suggestion To Replace All SAP
Cylinders With Fewer Than 823 Hours
Time-In-Service

One commenter suggests that we
require replacing all SAP cylinders with
fewer than 823 hours TIS. The
commenter states that because of a lack
of engineering data to justify the
proposed corrective action, we should
require removing all the remaining
cylinder assemblies now in service, at
no later than 823 hours TIS.

We don’t agree. The lowest TIS of a
failed cylinder assembly is 823 hours
TIS. Many of the cylinders have
operated well past 823 hours TIS and
some to the time-between-overhaul
limit. The initial 25 hour TIS inspection
and subsequent 50 hour inspections will
provide satisfactory safety oversight to
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prevent future head separations without
putting an unnecessary burden on the
public by requiring replacing all 23,000
of the SAP cylinders produced. We did
not change the AD.

Request To Increase the Fuel-Air Ratios
on TCM Engines That Use SAP
Cylinders

One commenter states the corrective
action should be an immediate FAA
authorization to increase the full power
fuel flows above the type certificate
limits as necessary to return the fuel-air
ratios to those of stock TCM engines.
The commenter stated that the SAP
cylinders are not direct replacements for
TCM cylinders because of their
increased volumetric efficiency (more
air without more fuel).

We don’t agree. Superior Air Parts,
Inc. has not made any public claims of
increased horsepower or increased
volumetric efficiency for the cylinders.
Testing during certification of the SAP
cylinders did not reveal any appreciable
power output difference, outside of
normal variation. While it may be due
to a slightly higher volumetric
efficiency, as compared to the original
equipment manufacturer’s (OEM)
cylinders, the observed and resulting
temperature differences were not of
such a magnitude as to cause a safety of
flight issue. The SAP cylinders are
subject to the same FAA-approved
cylinder head temperature limitation as
the OEM cylinders. Both the SAP
cylinders and the OEM cylinders were
certified and approved to operate
continuously at the maximum
certificated temperature. We did not
change the AD.

Observation That a Large Number of
SAP Cylinder Failures Occurred in
Alaska

Six commenters state that a large
number of SAP cylinder assembly
failures occurred in Alaska among
commercial operators that had airplanes
with high-usage rates. They state that
the operators have high-thermal cycles
per hour. The commenters define a
thermal cycle as an engine start, an
aircraft takeoff, an aircraft landing, and
an engine shutdown. One of the
commenters stated that shock heating is
far more destructive than shock cooling.
Another commenter stated that their
facility has installed the affected
investment cast cylinders on hundreds
of aircraft and has operated in an
environment that would be expected to
be as adverse as any other identifiable
operating environment as measured by
three critical engineering parameters:

(1) The average repetitive internal
temperature experienced by the cylinder
head,

(2) The number of thermal cycles, and

(3) The magnitude of the maximum
cylinder head temperature during
exposure to peak thermal cycles.

That commenter goes on to state that
they haven’t encountered any cracks in
this population of SAP cylinders over
the last decade.

We accept these comments as possible
metallurgical explanations for fatigue
cracks starting and growing, however;
other engine operating conditions could
contribute to metal fatigue failures. We
did not change the AD.

Type of Cylinder Head Casting
Questioned

One commenter asks if the cylinder
head casting is a sand casting or an
investment casting. The commenter
states that the AD should specify the
type of casting. The commenter also
asks that the proposed AD should state
that most failures were due to a high
number of thermal cycles for the total
number of engine operating hours. The
commenter states that a thermal cycle
should be defined as “‘an engine start
up, airplane takeoff, airplane landing,
and an engine shutdown” and not as a
“high ratio of take offs and landings per
flight hour.”

We partially agree. The proposed AD
does state that the cylinder assemblies
have an investment cast aluminum
head. After additional research, we
agree that a high number of thermal
cycles, for example engine start up,
airplane takeoff, airplane landing, and
engine shutdown can increase the
thermal fatigue of the cylinder
assemblies. However, the number of
engine starts and thermal cycles are not
recorded and cannot be correlated. We
changed the AD for clarity to refer to the
cylinder heads as “investment cast,”
and provided a process in paragraph (f)
for determining the cylinder P/N if it is
not in the engine records.

Conclusion

We have carefully reviewed the
available data, including the comments
received, and determined that air safety
and the public interest require adopting
the AD with the changes described
previously. We have determined that
these changes will neither increase the
economic burden on any operator nor
increase the scope of the AD.

Costs of Compliance

We estimate that this AD will affect
8,000 engines installed on airplanes of
U.S. registry. We also estimate that it
will take about 5 work-hours per

cylinder to perform the actions, and that
the average labor rate is $80 per work-
hour. Required parts will cost about
$1,150 per cylinder. Based on these
figures, we estimate the total cost of this
AD to U.S. operators to be $12,400,000.

Authority for This Rulemaking

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

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

Regulatory Findings

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

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

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

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

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

We prepared a summary of the costs
to comply with this AD and placed it in
the AD Docket. You may get a copy of
this summary at the address listed
under ADDRESSES.

List of Subjects in 14 CFR part 39

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

Adoption of the Amendment

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



38898

Federal Register/Vol. 74, No. 149/ Wednesday, August 5, 2009/Rules and Regulations

the Federal Aviation Administration
amends 14 CFR part 39 as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

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

2009-16-03 Superior Air Parts, Inc. (SAP):
Amendment 39-15986. Docket No.
FAA-2007-0051; Directorate Identifier
2007-NE-37-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective September 9, 2009.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Teledyne
Continental Motors (TCM) I0-520, TSIO-
520, and IO-550 series reciprocating engines
with SAP investment cast cylinder
assemblies, part numbers (P/Ns) SA52000—
A1, SA52000-A20P, SA52000-A21P,
SA52000-A22P, SA52000-A23P, SA55000—
A1, or SA55000—-A20P, installed. These
engines are installed on, but not limited to,
the airplanes listed in Table 1 of this AD.

TABLE 1—TELEDYNE CONTINENTAL MOTORS-RELATED AIRCRAFT MODELS

Engine model

Aircraft manufacturer

Aircraft model designation

10-520-A
10-520-A ...
I0-520-A ...

I0=520-BB wovvooooooooooooooooo

10-520-D
10-520-D ...
10-520-D
10-520-E
I0-520-E ...
I0-520-F ....
10-520-F
10-520-K
10-520-L ....
10-520-L ....

Beechcraft ..
Navion ........

Beechcraft
Beechcraft
Beechcraft
Beechcraft

Beechcraft ..
Beechcratft .....

Bellanca .....
Cessna ....

(Cessna 310)
(Beech Baron) ..
Cessna ..........

Cessna ....
Cessna ....

Beechcraft
Cessna .......

ROCKWEIl ..o,
Beechcraft ......ccccceeevieeiciiie e,

Beechcraft .........cccvvveeiiiiiiieeeee,

[NV E= 1Y/ o] o N

Beechcraft .........ccovvveeiiiiiiiieeeee
Beechcraft ......cccccvveevievecciie e

CESSNA ...

CESSNA ...
Bellanca .....cceeveviiiiiieieeeee e

Beechcraft .......cocoooviiiiiiiii
(Beech Bonanza) .........ccccceveeriieeninenne

210D, E, F, G, & H.
206.

P206.

200 D.

36 Bonanza.

A36.

Range Master.

A36.

S & V35, V35A, V35B.
C33 A.

E33 A &C.

F33 A & C.

Range Master.

A36.

V35B.

F33 A.

C55-E55 Baron.
17-30 Viking.
A188-300 AG Truck.
185.

Exec 600.

Pres 600.

207.

U206.

17-30A.

210K, L, M, N & R.
210N II.

210R.

310R.

310R.

310 Conversion.
A36.

Foxstar.

58 Baron.

185/188 Conversion.

310 Conversion.
206/207 Conversion.
210 Conversion.

Unsafe Condition

(d) This AD results from reports of cracks
in the area of the exhaust valve and
separation of cylinder heads from the barrels
of SAP cylinder assemblies with certain part
numbers. We are issuing this AD to prevent
the separation of the cylinder head, which
could result in immediate loss of engine
power, possible structural damage to the
engine, and possible fire in the engine
compartment.

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.

Inspecting SAP Cylinder Assemblies

(f) If the engine records don’t contain the
P/N of the cylinder heads, do the following:

(1) Remove the valve cover from the
cylinder assembly.

(2) Look at the cylinder head for the P/N
SAC 52001 I or SAC 55001 I and the word
“AMCAST.”

(g) For TCM 10-520, TSIO-520, and 10—
550 series reciprocating engines with SAP
investment cast cylinder assemblies, P/Ns
SA52000-A1, SA52000-A20P, SA52000—
A21P, SA52000-A22P, SA52000-A23P,

SA55000—-A1, or SA55000—A20P, installed,
with over 750 flight hours (FH) time-in-
service (TIS), do the following within 25 FH
TIS after the effective date of this AD:

(1) Inspect each cylinder head around the
exhaust valve side for visual cracks or any
signs of black combustion leakage.

(2) Replace any cracked or leaking
cylinders before further flight.

(3) Perform a standard cylinder
compression test. Guidance on standard
cylinder compression tests can be found in
Teledyne Continental Aircraft Engine Service
Bulletin SB03-3, Differential Pressure Test
and Borescope Inspection Procedures for
Cylinders, dated March 28, 2003.
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(i) If the cylinder pressure gauge reads
below 60 pounds per-square inch, determine
if the unacceptable pressure is due to a
cracked cylinder.

(ii) To check the cylinder, apply a 2
percent soapy water solution to the side of
the leaking cylinder.

(iii) If you see air bubbles, indicating air
leakage, on the side of the cylinder head, or
near the head-to-cylinder interface, replace
the cylinder assembly before further flight.

(h) Thereafter, repeat the cylinder visual
inspections and compression tests within 50
FH time-since-last inspection (TSLI) until the
cylinders reach their time-between-overhaul
(TBO) limits specified in Teledyne
Continental Aircraft Engine Service
Information Letter SIL98—9A, Revision A,
dated March 28, 2003.

Replacing SAP Cylinder Assemblies

(i) For TCM 1I0-520, TSIO-520, and 10—
550 series reciprocating engines with SAP
investment cast cylinder assemblies, P/Ns
SA52000-A1, SA52000-A20P, SA52000—
A21P, SA52000-A22P, SA52000-A23P,
SA55000—A1, or SA55000—A20P, replace the
SAP cylinder head assembly at the first TBO
after the effective date of this AD. Engines
that were already overhauled may continue
in service until the first TBO after the
effective date of this AD.

Prohibition Against Installing Certain P/N
SAP Cylinder Assemblies

(j) After the effective date of this AD, do
not install any SAP investment cast cylinder
assembly, P/Ns SA52000-A1, SA52000—
A20P, SA52000-A21P, SA52000-A22P,
SA52000-A23P, SA55000—A1, or SA55000—
A20P, in any engine.

Alternative Methods of Compliance

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

Special Flight Permits

(1) Under 14 CFR part 39.23, we will not
approve special flight permits for this AD for
engines that have failed the visual inspection
or the 50 hour periodic cylinder assembly
compression test required by this AD.

Related Information

(m) Teledyne Continental Service Bulletin
No. SB03-3 “Differential Pressure Test and
Borescope Inspection Procedures for
Cylinders”, dated March 28, 2003.

(n) Contact Peter W. Hakala, Aerospace
Engineer, Special Certification Office, FAA,
Rotorcraft Directorate, 2601 Meacham Blvd.,
Fort Worth, TX 76137; e-mail:
peter.w.hakala@faa.gov; telephone (817)
222-5145; fax (817) 222-5785, for more
information about this AD.

Material Incorporated by Reference

(0) You must use Teledyne Continental
Aircraft Engine Service Information Letter
SIL98-9A, Revision A, dated March 28, 2003
to determine the times-between-overhaul
required by this AD. The Director of the
Federal Register approved the incorporation
by reference of this service information in

accordance with 5 U.S.C. 552(a) and 1 CFR
part 51. Contact Teledyne Continental
Motors, Inc., P.O. Box 90, Mobile, Alabama;
telephone (251) 438—3411, or go to: http://
www.genuinecontinental.aero, for a copy of
this service information. You may review
copies at the FAA, New England Region, 12
New England Executive Park, Burlington,
MA; or at the National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
202-741-6030, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Burlington, Massachusetts, on
July 23, 20009.
Peter A. White,

Assistant Manager, Engine and Propeller
Directorate, Aircraft Certification Service.

[FR Doc. E9-18220 Filed 8—-4-09; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2009-0168; Directorate
Identifier 2007-SW-33-AD; Amendment 39—
15977; AD 2009-15-14]

RIN 2120-AA64

Airworthiness Directives; Agusta
S.p.A. Model AB139 and AW139
Helicopters

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

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
specified Agusta S.p.A. (Agusta) Model
AB139 and AW139 helicopters. This AD
results from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The aviation authority of Italy,
with which we have a bilateral
agreement, states in the MCAI that
during the installation of a fire
extinguisher bottle on a new helicopter,
it was found that the electrical
receptacle/connectors on the bottle
which commands the firing of the
extinguishing agent were swapped
between engines No. 1 and No. 2. This
condition could affect helicopters
already in service and fire extinguisher
bottles of the same part number in stock
as spare parts. If not corrected, an
improperly wired fire extinguishing
bottle might cause the extinguishing
agent to be discharged toward the
unselected engine when the system is
activated, rather than toward the engine

with the fire. This AD requires
determining if each engine has the
proper outlet end on the electrical
receptacle/connector that attaches the
firing cartridge to the fire extinguisher
bottle, and if not, replacing the fire
extinguisher bottle. This AD is intended
to prevent the fire extinguishing agent
from not discharging toward the engine
with the fire, which could result in loss
of the helicopter due to an engine fire.
DATES: This AD becomes effective on
September 9, 2009.

The incorporation by reference of
certain publications is approved by the
Director of the Federal Register as of
September 9, 2009.

ADDRESSES: You may examine the AD
docket on the Internet at http://
regulations.gov or in person at the
Docket Operations office, U.S.
Department of Transportation, M—30,
West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC between 9 a.m. and 5
p-m. Monday through Friday, except
Federal holidays.

You may get the service information
identified in this AD from Agusta, Via
Giovanni Agusta, 520 21017 Cascina
Costa di Samarate (VA), Italy, telephone
39 0331-229111, fax 39 0331-229605/
222595, or at http://
customersupport.agusta.com/
technical _advice.php.

Examining The AD Docket: The AD
docket contains the Notice of proposed
rulemaking (NPRM), the economic
evaluation, any comments received, and
other information. The street address
and operating hours for the Docket
Operations office (telephone (800) 647—
5527) are in the ADDRESSES section of
this AD. Comments will be available in
the AD docket shortly after they are
received.

FOR FURTHER INFORMATION CONTACT: John
Strasburger, Aviation Safety Engineer
FAA, Rotorcraft Directorate, Regulations
and Policy Group, 2601 Meacham Blvd.,
Fort Worth, Texas 76137; telephone
(817) 222-5167; fax (817) 222-5961.
SUPPLEMENTARY INFORMATION:

Discussion

We issued an NPRM to amend 14 CFR
part 39 to include an AD that would
apply to Agusta Model AB139 and
AW139 helicopters on February 19,
2009. That NPRM was published in the
Federal Register on March 9, 2009 (74
FR 9971). That NPRM proposed to
require determining if each engine has
the proper outlet end on the electrical
receptacle/connector that attaches the
firing cartridge to the fire extinguisher
bottle, and if not, replacing the fire
extinguisher bottle. The proposed AD
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actions are intended to prevent the fire
extinguishing agent from not
discharging toward the engine with the
fire, which could result in loss of the
helicopter due to an engine fire. You
may obtain further information by
examining the MCAI and any related
service information in the AD docket.

Comments

By publishing the NPRM, we gave the
public an opportunity to participate in
developing this AD. However, we
received no comment on the NPRM or
on our determination of the cost to the
public. Therefore, based on our review
and evaluation of the available data, we
have determined that air safety and the
public interest require adopting the AD
as proposed.

Relevant Service Information

Agusta has issued Bollettino Tecnico
No. 139-085, dated May 18, 2007. The
actions described in the MCALI are
intended to correct the same unsafe
condition as that identified in the
service information.

Differences Between This AD and the
MCAI AD

We have reviewed the MCAI AD and
related service information and, in
general, agree with their substance.
However, our AD differs from the MCAI
AD to clarify the unsafe condition and
compliance instructions. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information. These differences
are highlighted in the “Differences
Between the FAA AD and the MCAI
AD” section in the AD.

Costs of Compliance

We estimate that this AD will affect
about 20 helicopters of U.S. registry and
that it will take about 1 work-hour per
helicopter to verify the correct
installation of electrical receptacles/
connectors on the two fire extinguisher
bottles. We also estimate that it will take
about 3 work-hours per helicopter to
replace a fire extinguisher bottle with
the inverted electrical receptacles/
connectors and that about 5% (2 bottles)
of the fire extinguisher bottles in the
fleet will have to be replaced. The
average labor rate is $80 per work hour.
The cost of a replacement fire
extinguisher bottle is $10,300. Based on
these figures, we estimate the cost of
this AD on U.S. operators to be $22,680.

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
product(s) identified in this rulemaking
action.

Regulatory Findings

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

Therefore, I certify this AD:

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

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

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

We prepared an economic evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment
m Accordingly, under the authority
delegated to me by the Administrator,

the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

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

Effective Date

2009-15-14 Agusta S.p.A.: Amendment 39—
15977; Docket No. FAA-2009-0168;
Directorate Identifier 2007-SW-33—-AD.

(a) This airworthiness directive (AD)

becomes effective on September 9, 2009.

Other Affected ADs

(b) None.
Applicability

(c) This AD applies to Model AB139
helicopters, serial number (S/N) 31005
through 31054, except S/N 31007, and
AW139 helicopters, S/N 31055 through
31067, S/N 31070, and S/N 31071,
certificated in any category.

Reason

(d) The mandatory continuing
airworthiness information (MCAI) states that
during the installation of a fire extinguisher
bottle, part number 3G2620V00131, on a
helicopter during manufacture, it was found
that the electrical receptacle/connectors on
the bottle which commands the firing of the
extinguishing agent were swapped between
engines No. 1 and No. 2. This condition
could affect helicopters already in service
and fire extinguisher bottles of the same part
number in stock as spare parts. If not
corrected, an improperly wired fire
extinguishing bottle might cause the
extinguishing agent to be discharged toward
the unselected engine when the system is
activated, rather than toward the engine with
the fire. This AD requires determining if each
engine has the proper outlet end on the
electrical receptacle/connector that attaches
the firing cartridge to the fire extinguisher
bottle, and if not, replacing the fire
extinguisher bottle. This AD is intended to
prevent the fire extinguishing agent from not
discharging toward the engine with the fire,
which could result in loss of the helicopter
due to an engine fire.

Actions and Compliance

(e) Within 100 hours time-in-service (TIS)
or 3 months, whichever occurs first, unless
already done, do the following actions.

(1) Determine whether the fire
extinguishing bottle (bottle) for engines No.
1 and No. 2 have the proper outlet end on
the electrical receptacle/connector, which
attaches the firing cartridge to the bottle, by
following steps 4. and 5. of the Compliance
Instructions in Agusta Bollettino Tecnico No.
139-085, dated May 18, 2007 (BT).

(2) If a bottle has an electrical receptacle/
connector for the firing cartridge with an
improper outlet end, before further flight,
replace the bottle with a bottle that has an
electrical receptacle/connector with a proper
outlet end in accordance with step 6. of the
Compliance Instructions in the BT.

Differences Between This AD and the MCAI
AD

(f) This AD uses the term ‘“hours time-in-
service” rather than “flight hours.”
Other Information

(g) Alternative Methods of Compliance
(AMOCGs): The Manager, Safety Management
Group, Rotorcraft Directorate, FAA, ATTN:
John Strasburger, Aviation Safety Engineer,
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FAA, Rotorcraft Directorate, Regulations and
Policy Group, 2601 Meacham Blvd., Fort
Worth, Texas 76137; telephone (817) 222—
5167; fax (817) 222—-5961, has the authority
to approve AMOCs for this AD, if requested
using the procedures found in 14 CFR 39.19.

Related Information

(h) MCAI Ente Nazionale Per L’Aviazione
Civile Airworthiness Directive No. 2007—-227,
dated June 18, 2007, contains related
information.

Joint Aircraft System/Component (JASC)
Code

(i) JASC Code 2621: Fire Bottle, Fixed.

Material Incorporated by Reference

(j) You must use the specified portions of
Agusta Bollettino Tecnico No. 139-085,
dated May 18, 2007 to do the actions
required.

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

(2) For service information identified in
this AD, contact Agusta, Via Giovanni
Agusta, 520 21017 Cascina Costa di Samarate
(VA), Italy, telephone 39 0331-229111, fax 39
0331-229605/222595, or at http://
customersupport.agusta.com/
technical advice.php.

(3) You may review copies at the FAA,
Office of the Regional Counsel, Southwest
Region, 2601 Meacham Blvd., Room 663, Fort
Worth, Texas; or at the National Archives
and Records Administration (NARA). For
information on the availability of this
material at NARA, call (202) 741-6030, or go
to: http://www.archives.gov/federal-register/
cfr/ibr-locations.html.

Issued in Fort Worth, Texas, on July 10,
2009.
Larry M. Kelly,

Acting Manager, Rotorcraft Directorate,
Aircraft Certification Service.

[FR Doc. E9—18430 Filed 8—4—09; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2008-1213; Directorate
Identifier 2007-NM-092-AD; Amendment
39-15987; AD 2009-16-14]

RIN 2120-AA64

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

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

ACTION: Final rule.

SUMMARY: The FAA is superseding an
existing airworthiness directive (AD)
that applies to certain Boeing Model

737-100, —200, —200C, —300, —400, and
—500 series airplanes. That AD currently
requires repetitive inspections of the
intercostal webs, attachment clips, and
stringer splice channels for cracks; and
corrective action if necessary. This new
AD reduces the repetitive inspection
intervals from 25,000 flight cycles to
6,000 flight cycles, and expands the
inspection area for Model 737-200C
series airplanes to include the area aft
of the forward entry door. This AD
results from additional reports of fatigue
cracks. We are issuing this AD to detect
and correct fatigue cracking of the
intercostals on the forward and aft sides
of the forward entry door, which could
result in loss of the forward entry door
and rapid decompression of the
airplane.

DATES: This AD becomes effective
September 9, 2009.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in the AD
as of September 9, 2009.

ADDRESSES: For service information
identified in this AD, contact Boeing
Commercial Airplanes, Attention: Data
& Services Management, P.O. Box 3707,
MC 2H-65, Seattle, Washington 98124—
2207; telephone 206-544-5000,
extension 1; fax 206—766—-5680; e-mail
me.boecom@boeing.com; Internet
https://www.myboeingfleet.com.

Examining the AD Docket

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

FOR FURTHER INFORMATION CONTACT:
Alan Pohl, Aerospace Engineer,
Airframe Branch, ANM-120S, FAA,
Seattle Aircraft Certification Office,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 917-6450; fax (425) 917-6590.
SUPPLEMENTARY INFORMATION:

Discussion

The FAA issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that
supersedes AD 2005-20-03, amendment
39-14296 (70 FR 56361, September 27,

2005). The existing AD applies to
certain Boeing Model 737-100, —200,
—200C, -300, —400, and —500 series
airplanes. That NPRM was published in
the Federal Register on November 17,
2008 (73 FR 67815). That NPRM
proposed to continue to require
repetitive inspections of the intercostal
webs, attachment clips, and stringer
splice channels for cracks, at repetitive
inspection intervals reduced from
25,000 flight cycles to 6,000 flight
cycles; and corrective action if
necessary. That NPRM also proposed to
expand the inspection area for Model
737-200C series airplanes to include the
area aft of the forward entry door.

Comments

We provided the public the
opportunity to participate in the
development of this AD. We have
considered the comments that have
been received on the NPRM.

Request to Increase Grace Period

US Airways requests that we increase
the threshold grace period from 3,000
flight cycles after the effective date of
this AD to 4,500 flight cycles. US
Airways states that the new grace period
it requests would allow operators to
schedule more airplanes into
appropriate maintenance tasks. US
Airways explains that the inspection
would affect its operation by requiring
additional maintenance that is not
presently scheduled.

We do not agree with the commenter’s
request. In developing an appropriate
compliance time for this AD, we
considered not only the safety
implications, but the manufacturer’s
recommendations, and the practical
aspect of accomplishing the
modification within an interval of time
that corresponds to typical scheduled
maintenance for affected operators.
However, under the provisions of
paragraph (m) of this AD, we may
consider requests for adjustments to the
compliance time if data are submitted to
substantiate that such an adjustment
would provide an acceptable level of
safety. We have not changed this AD in
this regard.

Explanation of Additional Changes to
the AD

We have clarified paragraphs (h), (i),
and (1) of this AD to include the full
citation for the service information
referenced in those paragraphs. We
made this change to ensure that it is
clear which service information
operators must use for a specific action.

We have changed paragraph (j) of this
AD to remove the reference to “Part 4
of the Work Instructions of Boeing
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Special Attention Service Bulletin 737—
53—1204, dated June 19, 2003,” because
that service bulletin does not contain a
Part 4. Boeing Alert Service Bulletin
737-53A1204, Revision 1, dated March
26, 2007, does include Part 4 to provide
procedures related to inspections and
corrective actions for the intercostal
webs and attachment clips located aft of
the forward entry door. Boeing Special
Attention Service Bulletin 737-53—

1204, dated June 19, 2003, does not
include any actions for this area of the
airplane.

Conclusion

We reviewed the relevant data,
considered the comments received, and
determined that air safety and the
public interest require adopting the AD
with the changes described previously.
We also determined that these changes

ESTIMATED COSTS

will not increase the economic burden
on any operator or increase the scope of
the AD.

Costs of Compliance

There are about 3,132 airplanes of the
affected design in the worldwide fleet.
The following table provides the
estimated costs for U.S. operators to
comply with this AD.

Number of
Action Work hours pr‘;’fer%%?, :,?(?J)rr Cost per airplane U.S.-registered Fleet cost
airplanes
Inspection of areas forward of 2 $80 | $160 per inspection 876 | $140,160 per inspection cycle.
the aft entry door (required by cycle.
AD 2005-20-03).
Inspection of areas aft of the 1 80 | 80 per inspection 19 | 1,520 per inspection cycle.
forward entry door for Model cycle.
737-200C series airplanes
(new action).

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

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

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

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

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

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.
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, Incorporation by reference,
Safety.

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The Federal Aviation
Administration (FAA) amends § 39.13
by removing amendment 39-14296 (70
FR 56361, September 27, 2005) and by
adding the following new airworthiness
directive (AD):
2009-16-14 Boeing: Amendment 39-15987.
Docket No. FAA-2008-1213; Directorate
Identifier 2007-NM—-092—-AD.

Effective Date

(a) This AD becomes effective September 9,
2009.

Affected ADs

(b) This AD supersedes AD 2005—-20-03.
Applicability

(c) This AD applies to Model 737-100,
—200, —200C, —300, —400, and —500 series
airplanes, certificated in any category; as
identified in Boeing Alert Service Bulletin

737-53A1204, Revision 1, dated March 26,
2007.

Unsafe Condition

(d) This AD results from reports of fatigue
cracks. We are issuing this AD to detect and
correct fatigue cracking of the intercostals on
the forward and aft sides of the forward entry
door, which could result in loss of the
forward entry door and rapid decompression
of the airplane.

Compliance

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

Initial Compliance Time

(f) For all Model 737-100, =200, —200C,
—300, —400, and —500 series airplanes: Before
the accumulation of 15,000 total flight cycles,
or within 4,500 flight cycles after November
1, 2005 (the effective date of AD 2005—20—
03), whichever occurs later: Do the
inspections required by paragraphs (h) and (i)
of this AD.

(g) For all Model 737-200C series
airplanes: Before the accumulation of 15,000
total flight cycles, or within 4,500 flight
cycles after the effective date of this AD,
whichever occurs later: Do the inspection
required by paragraph (j) of this AD.

Initial Inspection for Passenger
Configuration Airplanes

(h) For Group 1 passenger airplanes
identified in Boeing Alert Service Bulletin
737-53A1204, Revision 1, dated March 26,
2007: Perform a detailed inspection for
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cracking of the intercostal web, attachment
clips, and stringer splice channels; and a
high frequency eddy current inspection for
cracking of the stringer splice channels
located forward and aft of the forward entry
door; and do all applicable corrective actions
before further flight; in accordance with Parts
1 and 2 of the Work Instructions of Boeing
Special Attention Service Bulletin 737-53—
1204, dated June 19, 2003; or Boeing Alert
Service Bulletin 737-53A1204, Revision 1,
dated March 26, 2007. After the effective date
of this AD, only Boeing Alert Service Bulletin
737-53A1204, Revision 1, dated March 26,
2007, may be used.

Initial Inspection for Cargo Configuration
Airplanes (Forward of the Forward Entry
Door)

(i) For Group 2 cargo airplanes identified
in Boeing Alert Service Bulletin 737—
53A1204, Revision 1, dated March 26, 2007:
Perform a detailed inspection for cracking of
the intercostal webs and attachment clips
located forward of the forward entry door,
and do all applicable corrective actions
before further flight, in accordance with Part
3 of the Work Instructions of Boeing Special
Attention Service Bulletin 737-53-1204,
dated June 19, 2003; or Boeing Alert Service
Bulletin 737-53A1204, Revision 1, dated
March 26, 2007. After the effective date of
this AD, only Boeing Alert Service Bulletin
737-53A1204, Revision 1, dated March 26,
2007, may be used.

Initial Inspection for Cargo Configuration
Airplanes (Aft of the Forward Entry Door)

(j) For Group 2 cargo airplanes identified
in Boeing Alert Service Bulletin 737—
53A1204, Revision 1, dated March 26, 2007:
Perform a detailed inspection for cracking of
the intercostal webs and attachment clips
located aft of the forward entry door, and do
all applicable corrective actions before
further flight, in accordance with Part 4 of
the Work Instructions of Boeing Alert Service
Bulletin 737-53A1204, Revision 1, dated
March 26, 2007.

Repeat Inspections

(k) Repeat the inspections required by
paragraphs (h), (i), and (j) of this AD
thereafter at intervals not to exceed 6,000
flight cycles after the previous inspection, or
within 3,000 flight cycles after the effective
date of this AD, whichever occurs later.

Exceptions

(1) Do the actions required by this AD by
accomplishing all the applicable actions
specified in the Accomplishment
Instructions of Boeing Special Attention
Service Bulletin 737-53-1204, dated June 19,
2003; or Boeing Alert Service Bulletin 737—
53A1204, Revision 1, dated March 26, 2007;
except as provided by paragraphs (1)(1) and
(1)(2) of this AD. After the effective date of
this AD, only Boeing Alert Service Bulletin
737-53A1204, Revision 1, dated March 26,
2007, may be used.

(1) Where Boeing Special Attention Service
Bulletin 737-53-1204, dated June 19, 2003;
or Boeing Alert Service Bulletin 737—
53A1204, Revision 1, dated March 26, 2007;
specifies to contact Boeing for repair
instructions: Before further flight, repair

using a method approved in accordance with
the procedures specified in paragraph (m) of
this AD.

(2) Where Boeing Special Attention Service
Bulletin 737-53-1204, dated June 19, 2003;
or Boeing Alert Service Bulletin 737—
53A1204, Revision 1, dated March 26, 2007;
specifies a compliance time relative to the
date of a service bulletin, this AD requires
compliance relative to the effective date of
this AD. Where Boeing Special Attention
Service Bulletin 737-53-1204, dated June 19,
2003; or Boeing Alert Service Bulletin 737—
53A1204, Revision 1, dated March 26, 2007;
specifies a compliance time relative to the
date of the initial release of the service
bulletin, this AD requires compliance relative
to the effective date of AD 2005-20-03
(November 1, 2005).

Alternative Methods of Compliance
(AMOCs)

(m)(1) The Manager, Seattle Aircraft
Certification Office, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
Send information to ATTN: Alan Pohl,
Aerospace Engineer, Airframe Branch, ANM—
120S, FAA, Seattle ACO, 1601 Lind Avenue,
SW., Renton, Washington 98057-3356;
telephone (425) 917-6450; fax (425) 917—
6590.

(2) To request a different method of
compliance or a different compliance time
for this AD, follow the procedures in 14 CFR
39.19. Before using any approved AMOC on
any airplane to which the AMOC applies,
notify your principal maintenance inspector
(PMI) or principal avionics inspector (PAI),
as appropriate, or lacking a principal
inspector, your local Flight Standards District
Office. The AMOC approval letter must
specifically reference this AD.

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

(4) AMOCs approved previously in
accordance with AD 2005-20-03 are
approved as AMOGC:s for the corresponding
provisions of this AD, provided the repetitive
inspection intervals (if any) do not exceed
6,000 flight cycles.

(5) AMOCs approved previously in
accordance with AD 2005—-20—03 are not
approved as AMOGC:s for the provisions of
paragraph (j) or (k) of this AD.

Material Incorporated by Reference

(n) You must use Boeing Alert Service
Bulletin 737-53A1204, Revision 1, dated
March 26, 2007; as applicable; to do the
actions required by this AD, unless the AD
specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
Boeing Alert Service Bulletin 737-53A1204,
Revision 1, dated March 26, 2007, under 5
U.S.C. 552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Boeing Commercial
Airplanes, Attention: Data & Services
Management, P. O. Box 3707, MC 2H-65,
Seattle, Washington 98124-2207; telephone
206—544-5000, extension 1; fax 206—766—
5680; e-mail me.boecom@boeing.com;
Internet https://www.myboeingfleet.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221 or 425-227-1152.

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

Issued in Renton, Washington, on July 23,
2009.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. E9—18419 Filed 8—-4-09; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2006—26234; Directorate
Identifier 2006-CE-064—-AD; Amendment
39-15983; AD 2007-03-17 R1

RIN 2120-AA64

Airworthiness Directives; SOCATA
Model TBM 700 Airplanes

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

ACTION: Final rule.

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

This Airworthiness Directive (AD) was
prompted by reports of loose rivets on frames
C18 BIS and C19, which could result in a
reduced structural integrity of the tail area.

We are issuing this AD to require
actions to correct the unsafe condition
on these products.
DATES: This AD becomes effective
September 9, 2009.

On September 9, 2009, the Director of
the Federal Register approved the
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incorporation by reference of SOCATA
TBM Aircraft Mandatory Service
Bulletin SB 70-129, AMENDMENT 1,
dated February 2009, listed in this AD.

As of March 15, 2007 (72 FR 5923,
February 8, 2007), the Director of the
Federal Register approved the
incorporation by reference of SOCATA
TBM Aircraft Mandatory Service
Bulletin SB 70-129, dated June 2005,
listed in this AD.

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

FOR FURTHER INFORMATION CONTACT:
Albert Mercado, Aerospace Engineer,
901 Locust, Room 301, Kansas City,
Missouri 64106; telephone: (816) 329—
4119; fax: (816) 329—4090.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on May 12, 2009 (74 FR 22125),
and proposed to revise AD 2007-03-17,
Amendment 39-14928 (72 FR 5923,
February 8, 2007).

Since we issued AD 2007-03-17,
EADS SOCATA revised the service
bulletin used in the AD to change the
applicability.

The NPRM proposed to correct an
unsafe condition for the specified
products. The MCALI states that:

This Airworthiness Directive (AD) was
prompted by reports of loose rivets on frames
C18 BIS and C19, which could result in a
reduced structural integrity of the tail area.

This MCAI requires you to inspect the
rivets on frames C18 BIS and C19, and,
if necessary, apply corrective actions.

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

Comments

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

Comment Issue: Required Work-Hours
and Labor Cost

SOCATA comments that the initial
inspection would take 0.5 work-hour. If
necessary, rivets replacement would
never take more than 5 work-hours. If
parts are necessary, only rivets and
shims are required, and their cost is
negligible.

We agree with SOCATA, and we will
revise the basic requirement work-hours
estimate from 3 work-hours to 1 work-
hour. We will also revise the follow-on
work-hours from 15 hours to 5 hours
and revise the follow-on parts cost from
$2,000 to $5 per product per SOCATA’s
comments.

Conclusion

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

Differences Between This AD and the
MCAI or Service Information

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

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

Costs of Compliance

We estimate that this AD will affect
272 products of U.S. registry. We also
estimate that it will take about 1 work-
hour per product to comply with the
basic requirements of this AD. The
average labor rate is $80 per work-hour.
Based on these figures, we estimate the
cost of this AD to the U.S. operators to
be $21,760, or $80 per product.

In addition, we estimate that any
necessary follow-on actions would take
about 5 work-hours and require parts
costing $5 for a cost of $405 per
product. We have no way of
determining the number of products
that may need these actions.

Authority for This Rulemaking

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

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:

General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

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

For the reasons discussed above, I
certify this AD:

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

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

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

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD Docket.

Examining the AD Docket

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

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by
removing AD 2007-03-17, Amendment
39-14928 (72 FR 5923, February 8,
2007) and adding the following new AD:

2007-03-17 R1 SOCATA: Amendment 39—
15983; Docket No. FAA—2006—-26234;
Directorate Identifier 2006—-CE-064—AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective September 9, 2009.

Affected ADs

(b) This AD revises AD 2007-03-17,
Amendment 39-14928 (72 FR 5923, February
8, 2007).

Applicability
(c) This AD applies to TBM 700 airplanes,

serial numbers 1 through 345, certificated in
any category.

Subject

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

Reason

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

This Airworthiness Directive (AD) was
prompted by reports of loose rivets on frames
C18 BIS and C19, which could result in a
reduced structural integrity of the tail area.

This MCAI requires you to inspect the rivets
on frames C18 BIS and C19, and, if necessary,
apply corrective actions. You may obtain
further information by examining the MCAI
in the AD docket.

Actions and Compliance

(f) Unless already done, within the next
100 hours time-in-service (TIS) after
September 9, 2009 (the effective date of this
AD) or within the next 12 months after
September 9, 2009 (the effective date of this
AD), whichever occurs later, and repetitively
thereafter at intervals not to exceed every 100
hours TIS, do a detailed inspection of the
area and apply corrective actions, as
necessary. Follow the accomplishment
instructions of either SOCATA TBM Aircraft
Mandatory Service Bulletin SB 70-129, dated
June 2005 or SOCATA TBM Aircraft
Mandatory Service Bulletin SB 70-129,
AMENDMENT 1, dated February 2009.

FAA AD Differences

Note: This AD differs from the MCAI and/
or service information as follows: SOCATA
revised the service bulletin used in AD 2007—
03-17, Amendment 39-14928 (72 FR 5923,
February 8, 2007). The revised service
bulletin changes the applicability of the
airplanes from what was in the original
service bulletin. The MCAI has not been
revised and allows the use of “Any
subsequent approved revision of this

document is acceptable” for service bulletin
revisions. The FAA AD does not have a
similar provision. This revised AD changes
the Applicability section based on the
revised service bulletin.

Other FAA AD Provisions

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

(1) Alternative Methods of Compliance
(AMOCs): The Manager, Standards Office,
FAA, has the authority to approve AMOGCs
for this AD, if requested using the procedures
found in 14 CFR 39.19. Send information to
ATTN: Albert Mercado, Aerospace Engineer,
FAA, Small Airplane Directorate, 901 Locust,
Room 301, Kansas City, Missouri 64106;
telephone: (816) 329-4119; fax: (816) 329—
4090. Before using any approved AMOC on
any airplane to which the AMOC applies,
notify your appropriate principal inspector
(PI) in the FAA Flight Standards District
Office (FSDO), or lacking a PI, your local
FSDO.

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

(3) Reporting Requirements: For any
reporting requirement in this AD, under the
provisions of the Paperwork Reduction Act
(44 U.S.C. 3501 et.seq.), the Office of
Management and Budget (OMB) has
approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(h) Refer to MCAI Direction Générale de
I’aviation Civile Airworthiness Directive No
F-2005-132, dated August 3, 2005; SOCATA
TBM Aircraft Mandatory Service Bulletin SB
70-129, dated June 2005; and SOCATA TBM
Aircraft Mandatory Service Bulletin SB 70—
129, AMENDMENT 1, dated February 2009
for related information.

Material Incorporated by Reference

(i) You must use SOCATA TBM Aircraft
Mandatory Service Bulletin SB 70-129, dated
June 2005, or SOCATA TBM Aircraft
Mandatory Service Bulletin SB 70-129,
AMENDMENT 1, dated February 2009, to do
the actions required by this AD, unless the
AD specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
SOCATA TBM Aircraft Mandatory Service
Bulletin SB 70-129, AMENDMENT 1, dated
February 2009, under 5 U.S.C. 552(a) and 1
CFR part 51.

(2) On March 15, 2007 (72 FR 5923,
February 8, 2007), the Director of the Federal
Register previously approved the
incorporation by reference of SOCATA TBM
Aircraft Mandatory Service Bulletin SB 70—
129, dated June 2005.

(3) For service information identified in
this AD, contact SOCATA, 65921 Tarbes
Cedex 9, France; Telephone: +33 (0) 5 62 41
73 00; Fax: +33 (0)5 62 41 73 05; Internet:
http://www.socata.com.

(4) You may review copies of the service
information incorporated by reference for
this AD at the FAA, Central Region, Office of
the Regional Counsel, 901 Locust, Kansas
City, Missouri 64106. For information on the
availability of this material at the Central
Region, call (816) 329-3768.

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

Issued in Kansas Gity, Missouri, on July 16,
2009.
Wes Ryan,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. E9—17897 Filed 8—4—09; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2007-29173; Directorate
Identifier 2006-NM—-283-AD; Amendment
39-15989; AD 2009-16-06]

RIN 2120-AA64

Airworthiness Directives; Boeing
Model 767 Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for all
Boeing Model 767 airplanes. This AD
requires installing an automatic shutoff
system for the auxiliary fuel tank
override/jettison fuel pumps (also
referred to as center tank fuel pumps in
the airplane flight manual (AFM)),
revising the AFM to advise the
flightcrew of certain operating
restrictions for airplanes equipped with
an automatic auxiliary fuel tank pump
shutoff control, and, for certain
airplanes, installing a placard to alert
the flightcrew of certain fuel usage
restrictions. This AD provides optional
terminating actions for certain
requirements. This AD results from a
design review of the fuel tank systems.
We are issuing this AD to prevent an
overheat condition outside the center
tank fuel pump explosion-resistance
area that is open to the pump inlet,
which could cause an ignition source
for the fuel vapors in the fuel tank and
result in fuel tank explosions and
consequent loss of the airplane.
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DATES: This AD is effective September 9,
2009.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in the AD
as of September 9, 2009.

The Director of the Federal Register
approved the incorporation by reference
of certain other publications listed in
this AD as of September 4, 2001 (66 FR
39417, July 31, 2001).

ADDRESSES: For service information
identified in this AD, contact Boeing
Commercial Airplanes, Attention: Data
& Services Management, P.O. Box 3707,
MC 2H-65, Seattle, Washington 98124—
2207; telephone 206-544-5000,
extension 1; fax 206—766—5680; e-mail
me.boecom@boeing.com; Internet
https://www.myboeingfleet.com.

Examining the AD Docket

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

FOR FURTHER INFORMATION CONTACT:
Douglas Bryant, Aerospace Engineer,
Propulsion Branch, ANM-140S, FAA,
Seattle Aircraft Certification Office,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 917-6505; fax (425) 917-6590.

SUPPLEMENTARY INFORMATION:
Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an airworthiness
directive (AD) that would apply to all
Boeing Model 767 airplanes. That
NPRM was published in the Federal

Register on September 11, 2007 (72 FR
51725). That NPRM proposed to require
installing an automatic shutoff system
for the auxiliary fuel tank override/
jettison pumps (referred to as center
tank fuel pumps in the airplane flight
manual (AFM)), revising the AFM to
advise the flightcrew of certain
operating restrictions for airplanes
equipped with an automatic auxiliary
fuel tank pump shutoff control, revising
the Airworthiness Limitations Section
(AWL) of certain maintenance
documents to include new inspections
of the automatic shutoff system for the
auxiliary fuel tank override/jettison
pumps, and, for certain airplanes,
installing a placard to alert the
flightcrew of certain fuel usage
restrictions.

Actions Since NPRM was Issued

To avoid including redundant
requirements in this AD, we have
removed the proposed requirement to
revise the AWL section of certain
maintenance documents to include new
inspections of the automatic shutoff
system for the auxiliary fuel tank
override/jettison pumps. This AWL
revision is already required by AD
2008-11-01, amendment 39-15523 (73
FR 29414, May 21, 2008), for certain
Boeing Model 767-200, —300, —300F,
and —400ER series airplanes, with an
original standard airworthiness
certificate or original export certificate
issued before April 22, 2006. Airplanes
with a certificate issued on or after April
22, 2006, must already be compliant
with the AWL revision because those
limitations were applicable as part of
the airworthiness certification of those
airplanes. We have removed the AWL
revision requirement from this AD
(which was in paragraph (i) of the
NPRM) and re-identified subsequent
paragraphs.

We have combined the AFM text
proposed in paragraphs (h)(1) and (h)(2)
of the NPRM into one paragraph,
paragraph (h), in this AD. Doing this
moved the proposed revisions for the
Normal Procedures section of the AFM

and placed them with the other
proposed revisions for the Certificate
Limitation section of the AFM. We
determined that the Certification
Limitation section is the more
appropriate section in the AFM for all
of the revisions because the revisions
are intended to be airplane limitations.
In the De-fueling and Fuel Transfer
section of the AFM text, we revised the
text to address all fuel pumps instead of
only the center tank fuel pumps. The
same concern (potential ignition source)
for dry running during de-fueling exists
for the main tank pumps. The limitation
revisions required in this AD are similar
to the limitations that have been placed
on other Boeing airplane models in
similar AD actions.

We have also revised the text in
paragraph (m) of this AD (the
Alternative Methods of Compliance
(AMOC) paragraph) to include more
contact information and further
clarification on the AMOC process.

Boeing issued Revision 2, dated
February 12, 2009, to Service Bulletin
767—-28A0083. We have revised
paragraph (f) of this AD to reference
Revision 2 of the service bulletin and
have revised paragraph (g) of this AD to
provide credit for Boeing Service
Bulletin 767—-28A0083, Revision 1,
dated April 26, 2007. Revision 2 of this
service bulletin corrects the wiring
configuration group for some airplanes,
and adds and corrects some figures and
references.

Comments

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

Request to Clarify Service Bulletin

TDG Aerospace (TDG) states that after
reviewing the requirements in Section
25.981 of the Federal Aviation
Regulations (14 CFR 25.981), it
questions whether the service bulletins
(listed in the following table) referenced
in the NPRM are FAA approved.

TABLE—SERVICE BULLETINS REFERENCED IN THE NPRM

Boeing Alert Service Bulletin— Revision— Dated—
TBT7—28A0083 ......oouiiririreieuieierie ettt est et ab e bttt sttt ane L USSP PPSPSRORUPON April 26, 2007.
TBT—28A0083 .....eeeeeeeieeeeeieeeeree e e e e ee e e e e snae e e snte e e ana e e e nnae e e ennaes OrigiNal oo May 3, 2006.
TBT—28A0084 ...ttt T e April 26, 2007.
TE7—28A0084 ......ocueiuiriiiieieeierie ettt OFGINAL .t May 3, 2006.
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We have determined that the service
information referenced in this AD meets
applicable requirements and is FAA-
approved. No change to this AD is
necessary in this regard.

Request To Exclude Airplanes With
Deactivated Center Fuel Tanks

All Nippon Airways (ANA) and ABX
Air request that we exclude airplanes
with deactivated center fuel tanks from
the requirements of the NPRM. ANA
suggests that we revise the applicability
of the NPRM to exclude airplanes with
deactivated center fuel tanks. ANA
states that the center wing tank pumps
of airplanes with deactivated center fuel
tanks do not have power provided to the
pumps and, therefore, do not pose a risk
of ignition. ABX Air suggests that we
add a paragraph stating that no action is
required for airplanes with center fuel
tanks deactivated in accordance with
Boeing Alert Service Bulletin 767—
28A0050, dated December 18, 1997; or
Boeing Service Bulletin 767—-28A0050,
Revision 1, dated December 22, 1999.
ABX Air also states that if pumps
cannot operate, the identified unsafe
condition is eliminated. ABX Air also
states that paragraph (j) of the NPRM
proposes to require placards and that
requiring placards that refer to AD
2001-15-08, amendment 39-12342 (66
FR 39417, July 31, 2001) is
inappropriate for airplanes with
deactivated fuel tanks.

We partially agree. We agree that
deactivated center tank pumps do not
pose an ignition risk because there is no
power provided to these pumps. But to
ensure that power cannot be applied to
the pumps, we must specifically require
the method of deactivation. Boeing Alert
Service Bulletin 767-28A0050, dated
December 18, 1997; or Boeing Service
Bulletin 767—-28A0050, Revision 1,
dated December 22, 1999; provide
adequate procedures for deactivating the
center fuel tanks. Deactivation of center
tanks in accordance with these service
bulletins is approved as an optional
terminating action for the requirements
of paragraphs (f), (h), and (i) of this AD,
as indicated in new paragraph (j) of this
AD. For airplanes with tanks
deactivated in a different manner,
operators must request approval of an
AMOC, as specified in paragraph (m) of
this AD, and provide data to
substantiate that the deactivation
methods will ensure the safety of the
airplane. We have also added new
paragraph (k) to this AD to address
airplanes on which the center fuel tanks
are reactivated.

In regard to the commenter’s
statement that requiring placards is
inappropriate for airplanes with

deactivated fuel tanks, we agree that the
fuel management placard specified in
paragraph (i) of this AD is not necessary
for airplanes with deactivated center
fuel tanks. We have included this
information in paragraphs (j) and (k) of
this AD accordingly.

Request To Allow Operating
Limitations as Terminating Action

UPS requests that we revise the
NPRM to allow compliance with certain
operating limitations specified in AD
2001-15-08 (shutting off the pumps
below certain fuel weight limits) and
AFM limitations specified in the NPRM
as terminating action for paragraphs (f)
and (i) of the NPRM (automatic shutoff
system installation and fuel pump
operation limitations). According to
UPS:

The benefit of having the automatic shutoff
system is achieved only if the flight crew
fails to follow procedure. In this instance, the
issue becomes a flight crew training issue
which needs to be addressed in a different
and more appropriate medium.

UPS also states that because AD
2001-15-08 limits operation of the
center fuel tank to more than 1,000
pounds of fuel at all times, the fuel
pump is submerged and there is no
potential for an ignition source.

UPS asserts that, when the pumps
remain submerged with 1,000 pounds of
fuel, there is no opportunity for ignition
sources to develop from the pump, and
those conditions effectively provide a
level of safety higher than that provided
by installing the pump automatic
shutoff as proposed in the NPRM.

We disagree. AD 2001-15-08
requires, among other things, revising
the AFM to include procedures that will
ensure that the center tank fuel pumps
are always operated with useable fuel
levels (1,000 pounds or more). However,
that AD addressed a specific problem
with the center tank fuel pumps that
could lead to an ignition source in the
fuel tank. Shutting off pumps with 1,000
pounds of fuel remaining is regarded
only as interim action for that specific
unsafe condition, until the pump power
control system changes are
incorporated. Even in the absence of
specific fuel pump ignition source
issues, the fuel pump indication
features and crew procedures in the
original design are now considered to
need corrective action to eliminate the
reliance on flight crew procedures to
prevent extended dry pump operation.
We are aware of numerous accounts of
pilots failing to turn pumps off at the
current requirement of 1,000 pounds.
We have, therefore, determined that
installing the automatic shutoff system
provides a higher level of safety because

it prevents extended dry running of the
fuel pumps. We have not changed this
AD regarding this issue.

Request To Clarify Airplanes Affected
by Certain Requirements

Boeing requests that we revise certain
paragraphs of the NPRM to identify
affected airplanes. According to Boeing,
Model 767 airplanes beginning with line
number 941 (VR088) have the center
tank fuel pump automatic shutoff
system installed in production and
should be excluded from the retrofit
requirements.

We agree, for the reason provided by
Boeing. We have revised paragraphs (f)
and (h) of this AD to clarify the
airplanes affected by the requirements
of those paragraphs.

Request To Include Means of
Compliance for Universal Fault
Interrupter (UFI)

TDG states that it is currently
certifying its UFI for use on Model 767
airplanes. TDG claims that the UFI,
already implemented on other Boeing
airplanes, will provide (1) a center tank
override pump automatic shutoff, (2)
uncommanded run protection (from
control relay failed in the “ON”
position), and (3) electrical fault
protection (line-to-ground, line-to-line,
open phases, etc.). TDG, therefore,
requests that we include the UFI as a
means of compliance, if the
supplemental type certificate (STC) for
the Model 767 UFI is approved before
the final rule is issued.

We disagree with the commenter’s
request. At this time, the TDG 767 STC
has not yet been approved, so we cannot
identify it as a method of compliance for
this AD. However, we recognize that a
similar TDG STC has been approved for
Boeing Model 757 airplanes and that it
was identified as a method of
compliance for a similar AD related to
that model. Once the 767 STC is issued,
TDG may apply for approval of an
AMOC for the design, as provided by
paragraph (m) of this AD.

Request To Match AFM and NPRM
Language

Japan Airlines (JAL) advises of a
discrepancy between the wording in the
corresponding portions of Boeing’s
current AFM and the original NPRM.
Paragraph (h)(2) of the NPRM states that
center tank fuel “pumps” must not be
on, but the latest revision to the AFM
states that center tank fuel “pump
switches”” must not be on.

We agree. The current AFM
(correctly) contains the word
“switches.” As the commenter points
out, the wording should be consistent in
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both the AFM and this document. We
have revised paragraph (h) of this AD
accordingly.

Request To Revise Description of
Affected Pumps

Boeing requests that we revise the
Summary and Relevant Service
Information sections of the NPRM.
Specifically, reference to the “auxiliary
fuel tank boost pump”’ should be
changed to the “override/jettison fuel
pump” as the appropriate fuel pump in
the auxiliary tank. Boeing adds that
references to fuel “boost pumps” are
typically associated with fuel pumps
located in the main tanks, so referring
to auxiliary fuel pumps as “boost
pumps” could be confusing.

We agree that the wording identified
by the commenter could be confusing.
We have revised the Summary section
and other relevant sections in this AD
as requested. The Relevant Service
Information section, however, is not
repeated in this final rule. We have also
revised references to auxiliary tank
pumps to “‘center tank fuel pumps”
throughout the rest of this AD for clarity
and consistency with the AFM text.

Request to Correct Paragraph Reference

JAL points out that Note 2 of the
NPRM refers to paragraph (g) of the AD,
but should refer to paragraph (h). We
agree and have revised Note 1 in this
AD (which was Note 2 in the NPRM)
accordingly.

ESTIMATED COSTS

Conclusion

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

Costs of Compliance

We estimate that this AD affects 414
airplanes of U.S. registry. The following
table provides the estimated costs for
U.S. operators to comply with this AD.
The fleet cost could be as high as
$4,655,016.

: Affected airplane Average hourly :
Affected airplanes groups Work hours labor rate Cost of parts Cost per airplane
767-200, 767-300, 767-300F ................. 1-39 29 $80 $ 8,924 $ 11,244
40-79 25 80 8,495 10,495
80-81 3 80 420 660
767—400ER .....ooeiieeeeee All 23 80 7,911 9,751

Authority for This Rulemaking

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

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

Regulatory Findings

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

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

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

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

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

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

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:
Authority: 49 U.S.C. 106(g), 40113, 44701.

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

2009-16-06 Boeing: Amendment 39-15989.
Docket No. FAA-2007-29173;
Directorate Identifier 2006-NM-283—AD.

Effective Date

(a) This airworthiness directive (AD) is
effective September 9, 2009.

Affected ADs
(b) None.
Applicability
(c) This AD applies to all Boeing Model

767—200, =300, —300F, and —400ER series
airplanes, certificated in any category.

Unsafe Condition

(d) This AD results from a design review
of the fuel tank systems. We are issuing this
AD to prevent an overheat condition outside
the center tank fuel pump explosion-
resistance area that is open to the pump inlet,
which could cause an ignition source for the
fuel vapors in the fuel tank and result in fuel
tank explosions and consequent loss of the
airplane.

Compliance

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

Installation

(f) For Model 767 airplanes with line
numbers 1 through 940 inclusive: Within 36
months after the effective date of this AD,
install an automatic shutoff system for the
center tank fuel pump, in accordance with
Boeing Service Bulletin 767-28A0083,
Revision 2, dated February 12, 2009 (for
Model 767-200, —300, and —300F airplanes);
or Boeing Service Bulletin 767-28A0084,
Revision 1, dated April 26, 2007 (for Model
767—400ER airplanes); as applicable.
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Installation According to Previous Issue of requirements of paragraph (f) of this AD if
Service Bulletin done before the effective date of this AD in
(g) Installing an automatic shutoff system accordance with service information
is also acceptable for compliance with the identified in Table 1 of this AD.
TABLE 1—PREVIOUS ISSUES OF SERVICE BULLETINS

Boeing service information Revision level Date
Alert Service Bulletin 767—28A0083 ..........ccccoereririnerireneneeneseesneneeas May 3, 2006.
Alert Service Bulletin 767-28A0084 .. May 3, 2006.
Service Bulletin 767—28A0083 ..........ccoccieeiiiieeeiiee e April 26, 2007.

Revision of Airplane Flight Manual (AFM)

(h) For Model 767 airplanes with line
numbers 1 through 940 inclusive:
Concurrently with accomplishing the actions
required by paragraph (f) of this AD, revise
Section 1, Certificate Limitations, of the
Boeing 767 AFM to include the following:

“CENTER TANK FUEL PUMPS

Center tank fuel pump switches must not
be “ON” unless personnel are available in
the flight deck to monitor low PRESS lights.

For ground operations prior to engine start:
The center tank fuel pump switches must not
be positioned ON unless the center tank
contains usable fuel. With center tank fuel
pump switches ON, verify both center tank
fuel pump low PRESS lights are illuminated
and EICAS CTR L FUEL PUMP and CTR R
FUEL PUMP messages are displayed.

For ground operations after engine start
and flight operations: The center tank fuel
pump switch must be selected OFF when the
respective CTR L FUEL PUMP or CTR R
FUEL PUMP message displays. Both center
tank fuel pump switches must be selected
OFF when either the CTR L. FUEL PUMP or
CTR R FUEL PUMP message displays if the
center tank is empty. During cruise flight,
both center tank pump switches may be
reselected ON whenever center tank usable
fuel is indicated.

DE-FUELING AND FUEL TRANSFER

When transferring fuel or de-fueling center
or main wing tanks, the fuel pump low
PRESS lights must be monitored and the
respective fuel pump switches positioned to
“OFF” at the first indication of low pressure.
Prior to transferring fuel or de-fueling,
conduct a lamp test of the respective fuel
pump low PRESS lights.

Intentional dry running of a center tank
fuel pump (CTR L FUEL PUMP or CTR R
FUEL PUMP message displayed on EICAS) is
prohibited.

Do not reset a tripped fuel pump or fuel
pump control circuit breaker.”

This may be done by inserting a copy of
this AD into the AFM.

Note 1: When statements identical to those
in paragraph (h) of this AD have been
included in the general revisions of the AFM,
the general revisions may be inserted into the
AFM, and the copy of this AD may be
removed from the AFM.

Placard Installation

(i) For Model 767—-200, =300, or —300F
airplanes that meet the conditions of
paragraphs (i)(1) and (i)(2) of this AD: Within
30 days after the effective date of this AD,
install a placard in the flight deck adjacent

to each pilot’s primary flight display, to alert
the flightcrew to follow the procedures
required by paragraph (b) of AD 2001-15-08.
The placard must include the following
statement: “AD 2001-15-08 fuel usage
restrictions required.” Alternative placard
wording may be used if approved by an
appropriate FAA Principal Operations
Inspector. Alternative placard methods and
alternative methods of mixed fleet
configuration control may be used if
submitted for review in accordance with the
procedures specified in paragraph (m) of this
AD.

(1) The airplane is operated in a fleet of
airplanes on which the actions specified in
paragraph (f) of this AD have been done on
at least one of the fleet’s airplanes.

(2) The actions specified in paragraph (i) of
AD 2001-15-08 (installation of modified
center tank override and override/jettison
fuel pumps that are not subject to the unsafe
condition described in this AD) or paragraph
(f) of this AD have not been done on the
airplane.

Note 2: If the actions specified in
paragraph (f) of this AD have been done on
all airplanes operated within an operator’s
fleet, or if operation according to the fuel
usage restrictions of AD 2001-15-08 is
maintained until automatic shutoff systems
are installed on all airplanes in an operator’s
fleet: No placard is necessary before removal
of the wet shutoff restrictions of AD 2001—
15-08.

Optional Terminating Action for Paragraphs
(0, (h), and (i) of this AD: Deactivation of
Center Fuel Tanks

(j) Deactivation of the center fuel tanks, in
accordance with Boeing Alert Service
Bulletin 767-28A0050, dated December 18,
1997; or Boeing Service Bulletin 767—
28A0050, Revision 1, dated December 22,
1999; terminates the requirements of
paragraphs (f), (h), and (i) of this AD, except
as provided by paragraph (k) of this AD.

Reactivation of Center Fuel Tanks

(k) For any airplane on which the center
fuel tank is reactivated, the center fuel tank
must be reactivated in accordance with a
method approved by the Manager, Seattle
Aircraft Certification Office (ACO), FAA. For
any airplane on which the center fuel tank
is reactivated, the requirements of paragraphs
(), (h), and (i) of this AD must be done before
further flight following the reactivation, or
within 36 months after the effective date of
this AD, whichever occurs later. For a
reactivation method to be approved, the

reactivation method must meet the
certification basis of the airplane, and the
approval must specifically reference this AD.

Terminating Action for AD 2001-15-08

(1) For airplanes that have automatic
shutoff systems installed: Accomplishing
paragraphs (f) and (i) of this AD terminates
the requirements of paragraphs (b) and (c) of
AD 2001-15-08.

Alternative Methods of Compliance
(AMOCs)

(m)(1) The Manager, Seattle ACO, FAA,
has the authority to approve AMOG:s for this
AD, if requested using the procedures found
in 14 CFR 39.19. Send information to ATTN:
Douglas Bryant, Aerospace Engineer,
Propulsion Branch, ANM-140S, FAA, Seattle
ACO, 1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone (425)
917-6505; fax (425) 917-6590. Or, e-mail
information to 9-ANM-Seattle-ACO-AMOC-
Requests@faa.gov.

(2) To request a different method of
compliance or a different compliance time
for this AD, follow the procedures in 14 CFR
39.19. Before using any approved AMOC on
any airplane to which the AMOC applies,
notify your principal maintenance inspector
(PMI) or principal avionics inspector (PAI),
as appropriate, or lacking a principal
inspector, your local Flight Standards District
Office. The AMOC approval letter must
specifically reference this AD.

Material Incorporated by Reference

(n) You must use Boeing Service Bulletin
767—28A0083, Revision 2, dated February 12,
2009; or Boeing Service Bulletin 767—
28A0084, Revision 1, dated April 26, 2007;
as applicable; to do the actions required by
this AD, unless the AD specifies otherwise.
If you accomplish the optional terminating
action specified by this AD, you must use
Boeing Alert Service Bulletin 767-28A0050,
dated December 18, 1997; or Boeing Service
Bulletin 767-28A0050, Revision 1, dated
December 22, 1999; to perform those actions,
unless the AD specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
Boeing Service Bulletin 767-28A0083,
Revision 2, dated February 12, 2009; and
Boeing Service Bulletin 767-28A0084,
Revision 1, dated April 26, 2007; under 5
U.S.C. 552(a) and 1 CFR part 51.

(2) The Director of the Federal Register
previously approved the incorporation by
reference of Boeing Alert Service Bulletin
767—28A0050, dated December 18, 1997; and
Boeing Service Bulletin 767-28A050,
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Revision 1, dated December 22, 1999; on
September 4, 2001 (66 FR 39417, July 31,
2001).

(3) For service information identified in
this AD, contact Boeing Commercial
Airplanes, Attention: Data & Services
Management, P.O. Box 3707, MC 2H-65,
Seattle, Washington 98124-2207; telephone
206-544-5000, extension 1; fax 206—766—
5680; e-mail me.boecom@boeing.com;
Internet https://www.myboeingfleet.com.

(4) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221 or 425-227-1152.

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

Issued in Renton, Washington, on July 24,
2009.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. E9—18423 Filed 8—4—09; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2009-0691; Directorate
Identifier 2009-NM—-061-AD; Amendment
39-15988; AD 2009-16-05]

RIN 2120-AA64

Airworthiness Directives; Fokker
Model F.27 Mark 050 Airplanes

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

ACTION: Final rule; request for
comments.

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

During the walk around check on a Fokker
50 (F27 Mark 050) aeroplane, extensive
damage was found on the left hand (LH)
inner flap and nacelle. The damage had been
caused by a broken fork of the inner flap
outboard drive shaft. This resulted in
asymmetric flap extension and interference

between the flap and the nacelle. A
metallurgical investigation showed that the
fork end failed in a fatigue mode. Most
probably the failure was caused by the
“cyclic load” as a result of regularly reaching
the mechanical end stop position.

* * * * *

This condition, if not corrected, could lead
to further cases of asymmetric flap extension,
possibly resulting in loss of control of the
aeroplane.

* * * * *

This AD requires actions that are
intended to address the unsafe
condition described in the MCAL
DATES: This AD becomes effective
August 20, 2009.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in the AD
as of August 20, 2009.

We must receive comments on this
AD by September 4, 2009.

ADDRESSES: You may send comments by
any of the following methods:

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

e Fax:(202) 493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE.,
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-40, 1200 New Jersey Avenue SE.,
Washington, DC, between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

Examining the AD Docket

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

FOR FURTHER INFORMATION CONTACT: Tom
Rodriguez, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue SW., Renton,
Washington 98057-3356; telephone
(425) 227-1137; fax (425) 227—1149.
SUPPLEMENTARY INFORMATION:

Discussion

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European

Community, has issued EASA
Airworthiness Directive 2009-0047,
dated March 2, 2009 (referred to after
this as “the MCAI”’), to correct an unsafe
condition for the specified products.
The MCAI states:

During the walk around check on a Fokker
50 (F27 Mark 050) aeroplane, extensive
damage was found on the left hand (LH)
inner flap and nacelle. The damage had been
caused by a broken fork of the inner flap
outboard drive shaft. This resulted in
asymmetric flap extension and interference
between the flap and the nacelle. A
metallurgical investigation showed that the
fork end failed in a fatigue mode. Most
probably the failure was caused by the
“cyclic load” as a result of regularly reaching
the mechanical end stop position.

A review of the Aircraft Maintenance
Manual (AMM) ‘end stop clearances check’
for aeroplane in post-SBF50-27-030
configuration, revealed that this inspection
procedure, to determine and correct the
clearance between the end stop and the flap
drive nut, may need some improvement,
which is now being considered. Further
investigation showed that this type of failure
has occurred previously on other Fokker 50
aeroplanes, but only those modified in
accordance with SBF50-27-030. A review of
the experience with pre-mod SBF50-27-030
aeroplane indicated that no failures have
been reported.

This condition, if not corrected, could lead
to further cases of asymmetric flap extension,
possibly resulting in loss of control of the
aeroplane.

For the reasons described above, this EASA
AD requires a one-time inspection of the
clearance between the flap mechanical drive
nut and the up and down stop and a non-
destructive inspection of certain components,
if abutments marks are present or when the
up and/or down stop touches the drive nut
after a full up or down selection in the
hydraulic mode.

Based on the above described failure
scenario, the differences in the design
properties and the positive experience,
aeroplanes in pre-SBF50-27-030
configuration are not affected by this AD.

Corrective actions include readjusting
the up-stop position if clearance
between the flap mechanical drive nut
and the up-and-down-stop is incorrect,
and if any cracks are found during the
non-destructive inspection, replacing
the part with a serviceable part. You
may obtain further information by
examining the MCAI in the AD docket.

Relevant Service Information

Fokker has issued Service Bulletin
SBF50-27-043, dated November 17,
2008. The actions described in this
service information are intended to
correct the unsafe condition identified
in the MCAL
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FAA’s Determination and Requirements
of this AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are issuing this
AD because we evaluated all pertinent
information and determined the unsafe
condition exists and is likely to exist or
develop on other products of the same
type design.

There are no products of this type
currently registered in the United States.
However, this rule is necessary to
ensure that the described unsafe
condition is addressed if any of these
products are placed on the U.S. Register
in the future.

Differences Between the AD and the
MCALI or Service Information

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

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

FAA’s Determination of the Effective
Date

Since there are currently no domestic
operators of this product, notice and
opportunity for public comment before
issuing this AD are unnecessary.

Comments Invited

This AD is a final rule that involves
requirements affecting flight safety, and
we did not precede it by notice and
opportunity for public comment. We
invite you to send any written relevant
data, views, or arguments about this AD.
Send your comments to an address
listed under the ADDRESSES section.
Include “Docket No. FAA-2009-0691;
Directorate Identifier 2009-NM—-061—
AD” at the beginning of your comments.
We specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. We will consider all comments
received by the closing date and may
amend this AD because of those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this AD.

Authority for This Rulemaking

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

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

Regulatory Findings

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

For the reasons discussed above, I
certify this AD:

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

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

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

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

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

2009-16-05 Fokker Services B.V.:
Amendment 39-15988. Docket No.
FAA-2009-0691; Directorate Identifier
2009-NM-061-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective August 20, 2009.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Fokker Model F.27
Mark 050 airplanes, certificated in any
category, all serial numbers, if in a post

Fokker Service Bulletin SBF50-27-030
configuration.

Subject

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

Reason

(e) The mandatory continued airworthiness
information (MCALI) states:

During the walk around check on a Fokker
50 (F27 Mark 050) aeroplane, extensive
damage was found on the left hand (LH)
inner flap and nacelle. The damage had been
caused by a broken fork of the inner flap
outboard drive shaft. This resulted in
asymmetric flap extension and interference
between the flap and the nacelle. A
metallurgical investigation showed that the
fork end failed in a fatigue mode. Most
probably the failure was caused by the
“cyclic load” as a result of regularly reaching
the mechanical end stop position.

A review of the Aircraft Maintenance
Manual (AMM) ‘end stop clearances check’
for aeroplane in post-SBF50-27-030
configuration, revealed that this inspection
procedure, to determine and correct the
clearance between the end stop and the flap
drive nut, may need some improvement,
which is now being considered. Further
investigation showed that this type of failure
has occurred previously on other Fokker 50
aeroplanes, but only those modified in
accordance with SBF50-27-030. A review of
the experience with pre-mod SBF50-27-030
aeroplane indicated that no failures have
been reported.

This condition, if not corrected, could lead
to further cases of asymmetric flap extension,
possibly resulting in loss of control of the
aeroplane.

For the reasons described above, this EASA
AD requires a one-time inspection of the
clearance between the flap mechanical drive
nut and the up and down stop and a non
destructive inspection of certain components,
if abutments marks are present or when the
up and/or down stop touches the drive nut
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after a full up or down selection in the
hydraulic mode.

Based on the above described failure
scenario, the differences in the design
properties and the positive experience,
aeroplanes in pre-SBF50-27-030
configuration are not affected by this AD.

Corrective actions include readjusting the up-
stop position if clearance between the flap
mechanical drive nut and the up-and-down-
stop is incorrect, and if any cracks are found
during the non-destructive inspection,
replacing the part with a serviceable part.

Actions and Compliance

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

(1) Within 12 months after the effective
date of this AD, inspect the clearance
between the flap mechanical drive nut and
the up-and-down-stop, and before further
flight, do all applicable corrective actions, in
accordance with the Accomplishment
Instructions of Fokker Service Bulletin
SBF50-27-043, dated November 17, 2008.

(2) If, during accomplishment of the
actions required by paragraph (f)(1) of this
AD, abutments marks are found, or when the
up-and-down-stop touches the drive nut after
a full up or down selection in the hydraulic
mode, before further flight, do a non-
destructive inspection for cracking, in
accordance with Fokker Service Bulletin
SBF50-27-043, dated November 17, 2008. If
any cracking is found, before further flight,
replace the part with a serviceable part.

FAA AD Differences

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

Other FAA AD Provisions

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

(1) Alternative Methods of Compliance
(AMOCGs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
Send information to ATTN: Tom Rodriguez,
Aerospace Engineer, International Branch,
ANM-116, Transport Airplane Directorate,
FAA, 1601 Lind Avenue SW., Renton,
Washington 98057-3356; telephone (425)
227-1137; fax (425) 227-1149. Before using
any approved AMOC on any airplane to
which the AMOC applies, notify your
principal maintenance inspector (PMI) or
principal avionics inspector (PAI), as
appropriate, or lacking a principal inspector,
your local Flight Standards District Office.
The AMOC approval letter must specifically
reference this AD.

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

(3) Reporting Requirements: For any
reporting requirement in this AD, under the

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

Related Information

(h) Refer to Mandatory Continuing
Airworthiness Information (MCAI) European
Aviation Safety Agency Airworthiness
Directive 2009-0047, dated March 2, 2009;
Fokker Service Bulletin SBF50-27—-043,
dated November 17, 2008; for related
information.

Material Incorporated by Reference

(i) You must use Fokker Service Bulletin
SBF50-27-043, dated November 17, 2008, to
do the actions required by this AD, unless the
AD specifies otherwise.

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

(2) For service information identified in
this AD, contact Fokker Services B.V.,
Technical Services Dept., P.O. Box 231, 2150
AE Nieuw-Vennep, the Netherlands;
telephone +31 (0)252—-627-350; fax +31
(0)252—627—-211; e-mail
technicalservices.fokkerservices@stork.com;
Internet http://www.myfokkerfleet.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221 or 425-227-1152.

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

Issued in Renton, Washington, on July 24,
2009.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. E9—-18417 Filed 8—-4-09; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2009-0463; Directorate
Identifier 2008—NM-065-AD; Amendment
39-15984; AD 2009-16-01]

RIN 2120-AA64

Airworthiness Directives; BAE
Systems (Operations) Limited
(Jetstream) Model 4101 Airplanes

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

ACTION: Final rule.

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

A failure mode has been identified that can
lead to loss of a nose wheel. Any
combination of excessive wear and/or
adverse tolerances on the axle inner cone,
outer cone or wheel hub splined sleeve cones
can result in the loss of the critical gap
between the inner flange face of the wheel
outer cone and the axle end face. If this gap
is lost, it can result in the wheel having free
play along the length of the axle. This
condition, if not corrected, can result in
breakage of the wheel nut lock plate leading
to unscrewing of the wheel retention nut and
subsequent separation of the nose wheel from
the landing gear axle.

* * * * *

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

DATES: This AD becomes effective
September 9, 2009.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of September 9, 2009.

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

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

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on May 20, 2009 (74 FR 23671).
That NPRM proposed to correct an
unsafe condition for the specified
products. The MCALI states:

A failure mode has been identified that can
lead to loss of a nose wheel. Any
combination of excessive wear and/or
adverse tolerances on the axle inner cone,
outer cone or wheel hub splined sleeve cones
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can result in the loss of the critical gap
between the inner flange face of the wheel
outer cone and the axle end face. If this gap
is lost, it can result in the wheel having free
play along the length of the axle. This
condition, if not corrected, can result in
breakage of the wheel nut lock plate leading
to unscrewing of the wheel retention nut and
subsequent separation of the nose wheel from
the landing gear axle.

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

Required actions include inspecting the
lock plate for damage (including
excessive wear) and cracking, and
replacing the lock plate with a new or
serviceable part if any damage or
cracking is found; inspecting the wheel
nut for damage, and replacing any
damaged nut with a new or serviceable
part; and measuring the gap between the
inner flange of the outer cone (at each
of the three sections) and the end face
of the axle to determine if parts are
worn, and replacing worn parts with
new or serviceable parts. You may
obtain further information by examining
the MCAI in the AD docket.

Comments

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

Conclusion

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

Differences Between This AD and the
MCALI or Service Information

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

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

Costs of Compliance

We estimate that this AD will affect 7
products of U.S. registry. We also
estimate that it will take about 4 work-
hours per product to comply with the
basic requirements of this AD. The
average labor rate is $80 per work-hour.

Based on these figures, we estimate the
cost of this AD to the U.S. operators to
be $2,240, or $320 per product.

Authority for This Rulemaking

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

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

Regulatory Findings

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

For the reasons discussed above, I
certify this AD:

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

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

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

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

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

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

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

2009-16-01 BAE Systems (Operations)
Limited (Formerly British Aerospace
Regional Aircraft): Amendment 39—
15984. Docket No. FAA-2009-0463;
Directorate Identifier 2008—-NM-065—-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective September 9, 2009.

Affected ADs

(b) None.
Applicability

(c) This AD applies to BAE Systems
(Operations) Limited Model Jetstream 4101

airplanes, certificated in any category, all
models, all serial numbers.

Subject

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

Reason

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

A failure mode has been identified that can
lead to loss of a nose wheel. Any
combination of excessive wear and/or
adverse tolerances on the axle inner cone,
outer cone or wheel hub splined sleeve cones
can result in the loss of the critical gap
between the inner flange face of the wheel
outer cone and the axle end face. If this gap
is lost, it can result in the wheel having free
play along the length of the axle. This
condition, if not corrected, can result in
breakage of the wheel nut lock plate leading
to unscrewing of the wheel retention nut and
subsequent separation of the nose wheel from
the landing gear axle.

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

Required actions include inspecting the lock
plate for damage (including excessive wear)
and cracking, and replacing the lock plate
with a new or serviceable part if any damage
or cracking is found; inspecting the wheel
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nut for damage, and replacing any damaged
nut with a new or serviceable part; and
measuring the gap between the inner flange
of the outer cone (at each of the three
sections) and the end face of the axle to
determine if parts are worn, and replacing
worn parts with new or serviceable parts.

Actions and Compliance

(f) Unless already done, do the following
actions for the left and right nose wheel
attachments to the axle.

(1) Within 3 months after the effective date
of this AD, inspect the lock plate for damage
(including excessive wear) and cracking,
inspect the wheel nut for damage, and
measure the gap between the inner flange of
the outer cone and the end face of the axle
to determine if parts are worn, in accordance
with paragraph 2.B. of BAE Systems
(Operations) Limited Service Bulletin J41—
32-086, dated June 27, 2007.

(2) If, during any inspection required by
paragraph (f)(1) of this AD, any damage or
cracking of the lock plate is found, before
further flight, replace the lock plate with a
new or serviceable part, in accordance with
paragraph 2.B. of BAE Systems (Operations)
Limited Service Bulletin J41-32-086, dated
June 27, 2007.

(3) If, during any inspection required by
paragraph (f)(1) of this AD, any damage of the
wheel nut is found, before further flight,
replace the wheel nut with a new or
serviceable part, in accordance with
paragraph 2.B. of BAE Systems (Operations)
Limited Service Bulletin J41-32-086, dated
June 27, 2007.

(4) If, during any measurement required by
paragraph (f)(1) of this AD, the measured gap
size is found to be less than 0.002 inch (0.05
mm), before further flight, replace any worn
parts with new or serviceable parts, in
accordance with paragraph 2.B. of BAE
Systems (Operations) Limited Service
Bulletin J41-32—-086, dated June 27, 2007.
Within 3,000 flight hours after doing the
replacement, repeat the actions for the left
and right nose wheel attachments to the axle
that are required by paragraph (f)(1) of this
AD.

(5) If, during any measurement required by
paragraph (f)(1) of this AD, the measured gap
size is equal to or more than 0.002 inch (0.05
mm), repeat the actions for the left and right
nose wheel attachments to the axle that are
required by paragraph (f)(1) of this AD
thereafter at intervals not to exceed the value
indicated in Table 1 of this AD, depending
on the exact finding. If, during any repeat
inspection, the finding has changed to
another value (see Table 1), adjust the new
interval accordingly.

TABLE 1—REPEAT INSPECTION
INTERVALS

TABLE 1—REPEAT INSPECTION
INTERVALS—Continued

Repeat
: inspection
Measured gap size interval in
flight hours
0.002 inch to 0.005 inch inclu-
sive (0.05/0.13mm) ............... 500
Greater than 0.005 inch to less
than or equal to 0.010 inch
(0.13/0.25MmmM) ..o 1,000

_ Repeat
Measured gap size Iiﬂ?gre\}/(;tll?r?
flight hours
Greater than 0.010 inch to less
than or equal to 0.020 inch
(0.25/0.51MmM) ...oovvvriieienee. 2,000
Greater than 0.020 inch
(0.51MM) oo 3,000

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

FAA AD Differences

Note 2: This AD differs from the MCAI
and/or service information as follows:
Although BAE Systems (Operations) Limited
Service Bulletin J41-32-086, dated June 27,
2007, does not specify an inspection
following the replacement of the left and
right nose wheel attachment to the axle for
measurements less than 0.002 inch,
paragraph (f)(4) of this AD requires an
inspection within 3,000 flight hours after
replacing the part.

Other FAA AD Provisions

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

(1) Alternative Methods of Compliance
(AMOGs): The Manager, International
Branch, FAA, has the authority to approve
AMOGC:s for this AD, if requested using the
procedures found in 14 CFR 39.19. Send
information to ATTN: Todd Thompson,
Aerospace Engineer, International Branch,
ANM-116, Transport Airplane Directorate,
FAA, 1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone (425)
227-1175; fax (425) 227-1149. Before using
any approved AMOC on any airplane to
which the AMOC applies, notify your
principal maintenance inspector (PMI) or
principal avionics inspector (PAI), as
appropriate, or lacking a principal inspector,
your local Flight Standards District Office.

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

(3) Reporting Requirements: For any
reporting requirement in this AD, under the
provisions of the Paperwork Reduction Act,
the Office of Management and Budget (OMB)
has approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(h) Refer to MCAI European Aviation
Safety Agency Airworthiness Directive 2008—
0036, dated February 22, 2008; and BAE
Systems (Operations) Limited Service
Bulletin J41-32-086, dated June 27, 2007; for
related information.

Material Incorporated by Reference

(i) You must use BAE Systems (Operations)
Limited Service Bulletin J41-32-086, dated
June 27, 2007, to do the actions required by
this AD, unless the AD specifies otherwise.

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

(2) For service information identified in
this AD, contact BAE Systems Regional
Aircraft, 13850 McLearen Road, Herndon,
Virginia 20171; telephone 703-736—-1080;
e-mail raebusiness@baesystems.com; Internet
http://www.baesystems.com/Businesses/
RegionalAircraft/index.htm.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221 or 425-227-1152.

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

Issued in Renton, Washington, on July 22,
2009.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. E9—18018 Filed 8—4—09; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF COMMERCE

Bureau of the Census

15 CFR Part 30
[Docket Number: 090422707-9708-01]
RIN 0607-AA48

Foreign Trade Regulations (FTR):
Eliminate the Social Security Number
(SSN) as an Identification Number in
the Automated Export System (AES)

AGENCY: Bureau of the Census,
Commerce Department.

ACTION: Interim final rule with request
for comments.

SUMMARY: The U.S. Census Bureau
(Census Bureau) is amending the
Foreign Trade Regulations (FTR) to
eliminate the requirement to report a
Social Security Number (SSN) as an
identification number when registering
to file and filing electronic export
information in the Automated Export
System (AES) or AESDirect. Under the
current regulations, the U.S. Principal
Party in Interest (USPPI) or U.S.
authorized agent residing or having an
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office located in the United States is
required to enter an Employer
Identification Number (EIN), SSN, or
Dun and Bradstreet Number (DUNS)
when reporting export transactions in
the AES or AESDirect. An SSN is used
as an identification number principally
by filers who are individuals. DUNS are
available only to business entities, and
EINs are available to both businesses
and individuals.

Upon implementation of this Interim
Final Rule, if the USPPI or the U.S.
authorized agent who resides or has an
office located in the United States does
not have an EIN, the USPPI, or U.S.
authorized agent must obtain an EIN
through the Internal Revenue Service’s
Web site. Former SSN filers who want
to use a DUNS rather than an EIN for
identification purposes, must first
obtain an EIN from the IRS and apply
to Dun & Bradstreet for a DUNS. This
rule is being implemented to ensure that
a USPPI’s or U.S. authorized agent’s
SSN is protected in accordance with the
Privacy Act of 1974, Title 5, United
States Code, Section 552a.

DATES: Effective Date: This rule is
effective September 4, 2009.
Implementation Date: The Census
Bureau will implement provisions of
this rule December 3, 2009.

Comment Due Date: Comments on the
interim rule should be submitted in
writing to the address shown below on
or before October 5, 2009 to be
considered in the formation of the final
rule.

ADDRESSES: You may submit your
comments to: William G. Bostic, Jr.,
Chief, Foreign Trade Division, U.S.
Census Bureau, 4600 Silver Hill Road,
Room 6K032, Washington, DC 20233—
6700; by telephone at (301) 763-2255;
by fax at (301) 763—-6638; or by e-mail:
william.g.bostic.jr@census.gov.

FOR FURTHER INFORMATION CONTACT:
William G. Bostic, Jr., Chief, Foreign
Trade Division, U.S. Census Bureau,
4600 Silver Hill Road, Room 6K032,
Washington, DC 20233-6700; by
telephone at (301) 763—-2255; by fax at
(301) 763-6638; or by e-mail:
william.g.bostic.jr@census.gov.

SUPPLEMENTARY INFORMATION:
Background

The Census Bureau is responsible for
collecting, compiling, and publishing
export and import trade statistics for the
United States under the provisions of
Title 13, United States Code (U.S.C.),
Chapter 9, Section 301(a). To implement
this responsibility, the Census Bureau
developed the Automated Export

System? (AES), an electronic filing
system, to allow exporters to submit
certain information directly with U.S.
Customs Border and Protection (CBP)
and the Census Bureau. The AES is also
used for export control purposes to
detect and prevent the export of certain
items by unauthorized parties,
destinations or end users. Under the
FTR, 15 CFR 30.60(e), this information
is exempt from public disclosure unless
the Secretary of Commerce or his
designee, the Director of the Census
Bureau, determines that withholding
such information would be contrary to
the national interest under the
provisions of Title 13, U.S.C., Chapter 9,
Section 301(g).

Through the AES, the Census Bureau
collects Electronic Export Information
(EEI), the electronic equivalent of the
export data formerly collected on the
Shipper’s Export Declaration. EEI
consists of data elements for an export
shipment, and includes information
such as the exporter’s personal
identifying information, which includes
name, address and identification
number, and detailed information
concerning the exported product.

Pursuant to the requirements of the
Privacy Act of 1974 (5 U.S.C. 552a) and
guidance from the Office of
Management and Budget (OMB), the
Census Bureau is amending its
regulations to discontinue the collection
of the Social Security Number when
reporting EEI through the AES or other
authorized method. Upon
implementation of this rule, the AES
will no longer provide the option for
using the Social Security Number as an
identification number. All USPPIs and
U.S. authorized agents who currently
report a SSN when filing in the AES,
because they do not have or use an EIN
or DUNS number, must provide an EIN
or DUNS number for identification
purposes. EINs are available to both
businesses and individuals and can be
obtained by registering with the Internal
Revenue Service (IRS) at http://
www.irs.gov or by calling (800) 829—
4933 and following the instructions. A
DUNS number is available only to
business entities with EINs and is
available for a fee at Dun and
Bradstreet’s Web site at http://
www.dnb.com/us/.

Regulatory Changes

To ensure the confidentiality of the
USPPI’s and the U.S. authorized agent’s
personal information and to comply
with the Privacy Act of 1974 and OMB
guidance, the Census Bureau is

1References to AES include the AESDirect, a free
online version of the AES.

amending relevant sections of the
Foreign Trade Regulations (FTR) to
specify the requirements for the
reporting of an EIN, or DUNS in place
of a Social Security Number for
identification purposes in the AES.

The Census Bureau is amending the
following sections of the FTR:

e Section 30.1(c) definition for Party
ID type is revised to eliminate the SSN.

e Sections 30.3(a) and 30.3(e) are
revised to eliminate the requirement of
reporting the SSN in the AES.

e Sections 30.6(a) and 30.6(b) are
revised to eliminate the SSN as an
option for the USPPI and U.S.
authorized agent identification number.

The U.S. Department of State and U.S.
Department of Homeland Security
concur with the provisions contained in
this Final Rule.

Rulemaking Requirements
Administrative Procedure Act

The Census Bureau finds good cause
pursuant to Title 5, United States Code,
(U.S.C.), 553(b)(B) to waive prior notice
and opportunity for public comment as
it is impracticable and contrary to the
public interest. To ensure the
confidentiality of the USPPI and the
U.S. authorized agent’s personal
information and to comply with the
Privacy Act of 1974, Title 5, U.S.C.,
Section 552a, the Census Bureau is
amending appropriate sections of the
Foreign Trade Regulations (FTR) to
eliminate the reporting of the Social
Security Number (SSN) by USPPIs and
U.S. authorized agents. If this rule were
delayed to allow for notice and
opportunity for public comment,
USPPIs and U.S. authorized agents
would continue to be required to submit
their SSN to the Census Bureau if they
do not have an EIN or DUNS. Therefore,
in order to maintain the security of
personal information, and to comply
with the Privacy Act of 1974, Title 5,
U.S.C., Section 552a, the Census Bureau
has determined that it will make this
rule effective on September 4, 2009.

Regulatory Flexibility Act

Since notice and opportunity for
comment are not required pursuant to
Title 5, U.S.C., Section 553, or any other
law, the analytical requirements of the
Regulatory Flexibility Act are
inapplicable. Therefore, a final
regulatory flexibility analysis is not
required and one has not been prepared.

Executive Orders

This rule has been determined to be
not significant for purposes of Executive
Order 12866. It has been determined
that this rule does not contain policies



38916

Federal Register/Vol. 74, No. 149/ Wednesday, August 5, 2009/Rules and Regulations

with Federalism implications as that
term is defined under Executive Order
13132.

Paperwork Reduction Act

The collection of information required
in this final rule has been approved by
the Office of Management and Budget
(OMB) under the Paperwork Reduction
Act (PRA). This rule amends a
collection of information subject to the
requirements of the PRA, Title 44,
U.S.C., Chapter 35, which has been
approved under OMB control number
0607—-0152. The reporting and
recordkeeping burden for this
requirement is estimated at three total
burden minutes per AES filing.
Notwithstanding any other provision of
law, no person is required to respond to,
nor shall a person be subject to a
penalty for failure to comply with, a
collection of information subject to the
requirements of the PRA, unless that
collection of information displays a
current, valid OMB control number.

List of Subjects in 15 CFR Part 30

Economic statistics, Exports, Foreign
trade, Reporting and Recordkeeping
requirements.

m For the reasons set out in the
preamble, Title 15, CFR part 30, is
amended as follows:

PART 30—FOREIGN TRADE
REGULATIONS

Subpart A—General Requirements

m 1. The authority citation for Part 30
continues to read as follows:

Authority: 5 U.S.C. 301; 13 U.S.C. 301-
307; Reorganization Plan 5 of 1990 (3 CFR
1949-1953 Comp., p.1004); Department of
Commerce Organization Order No. 35-2A,
July 22, 1987, as amended, and No. 35-2B,
December 20, 1996, as amended; and Public
Law 107-228, 116 Stat.1350.

m 2.In §30.1 (c), revise the definition
“Party ID type” to read as follows:

§30.1 Purpose and definitions.

(C) I

Party ID type. Identifies whether the
Party ID is an EIN, DUNS, or Foreign
Entity reported to the AES, for example,
E=EIN, D=DUNS, T=Foreign Entity.

* * * * *

m 3. In § 30.3, revise paragraphs (a),
(e)(1)(ii), and (e)(2)(vi) to read as
follows:

§30.3 Electronic Export Information filer
requirements, parties to export
transactions, and responsibilities of parties
to export transactions.

(a) General requirements. The filer of
EEI for export transactions is either the

USPPI, or the U.S. authorized agent. All
EEI submitted to the AES shall be
complete, correct, and based on
personal knowledge of the facts stated
or on information furnished by the
parties to the export transaction. The
filer shall be physically located in the
United States at the time of filing, have
an EIN or DUNS and be certified to
report in the AES. In the event that the
filer does not have an EIN or DUNS, the
filer must obtain an EIN from the
Internal Revenue Service. The filer is
responsible for the truth, accuracy, and
completeness of the EEI, except insofar
as that party can demonstrate that it
reasonably relied on information
furnished by other responsible persons
participating in the transaction. All
parties involved in export transactions,
including U.S. authorized agents,
should be aware that invoices and other
commercial documents may not
necessarily contain all the information
needed to prepare the EEIL The parties
shall ensure that all information needed
for reporting to the AES, including
correct export licensing information, is
provided to the U.S. authorized agent
for the purpose of correctly preparing
the EEL

* * * * *
(e] * kK
(1) L)
(ii) USPPI's EIN or DUNS
* * * * *

2***

(vi) EIN or DUNS of the authorized

agent.
* * * * *

m 4.In § 30.6, revise paragraphs
(a)(1)(iii) and (b)(1)(i) to read as follows:

§30.6 Electronic Export Information data
elements.

* * * * *
(a]* * %

1 * % %

(iii) USPPI identification number. The
USPPI shall report its own IRS EIN in
the USPPI field of the EEIL If the USPPI
has only one EIN, report that EIN. If the
USPPI has more than one EIN, report
the EIN that the USPPI uses to report
employee wages and withholdings, and
not the EIN that is used to report only
company earnings or receipts. If the
USPPI does not have an EIN, the USPPI
must obtain an EIN for reporting to the
AES. Use of another company’s or
individual’s EIN or other identification
number is prohibited. The appropriate
Party type code shall be reported
through the AES. When a foreign entity
is in the United States when the items
are purchased or obtained for export,
the foreign entity is the USPPI for filing
purposes. In such situations, the foreign

entity shall report a DUNS, border
crossing number, passport number, or
any number assigned by CBP.

(b) * ok %

(1) * x %

(i) U.S. Authorized agent’s
identification number. Report the U.S.
authorized agent’s own EIN or DUNS for
the first shipment and for each
subsequent shipment. Use of another
company’s or individual’s EIN or other
identification number is prohibited. The
party ID type of agent identification
(E=EIN, D=DUNS) shall be indicated.

* * * * *

Dated: July 30, 2009.
Robert M. Groves,
Director, Bureau of the Census.
[FR Doc. E9—18728 Filed 8—4—09; 8:45 am]
BILLING CODE 3510-07-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG—-2009-0269]
RIN 1625-AA00

Safety Zone; Sea World Labor Day
Fireworks, Mission Bay, San Diego, CA

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

SUMMARY: The Coast Guard is
establishing a safety zone on the
navigable waters of Mission Bay in
support of the Sea World Labor Day
Fireworks. This safety zone is necessary
to provide for the safety of the
participants, crew, spectators,
participating vessels, and other vessels
and users of the waterway. Persons and
vessels are prohibited from entering
into, transiting through, or anchoring
within this safety zone unless
authorized by the Captain of the Port or
his designated representative.

DATES: This rule is effective from 8 p.m.
to 10 p.m., each day, from September 5,
2009 through September 7, 2009.
ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG—2009-
0269 and are available online by going
to http://www.regulations.gov, selecting
the Advanced Docket Search option on
the right side of the screen, inserting
USCG-2009-0269 in the Docket ID box,
pressing Enter, and then clicking on the
item in the Docket ID column. They are
also available for inspection or copying
at two locations: The Docket
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Management Facility (M—30), U.S.
Department of Transportation, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays; and at Coast
Guard Sector San Diego, 2710 N. Harbor
Drive, San Diego, CA 92101-1064
between 8 a.m. and 3 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call or e-mail Petty Officer Shane,
Waterways Management, U.S. Coast
Guard Sector San Diego, CA; telephone
(619) 278-7262, e-mail
Shane.E.Jackson@uscg.mil. If you have
questions on viewing the docket, call
Renee V. Wright, Program Manager,
Docket Operations, telephone 202-366—
9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because
immediate action is necessary to ensure
the safety of vessels, spectators,
participants, and others in the vicinity
of the fireworks launching point and
delay would be contrary to the public
interest.

Background and Purpose

Sea World is sponsoring the Sea
World Labor Day Fireworks, which will
include a fireworks presentation
launched from a barge in Mission Bay.
The safety zone will extend in a 600 foot
radius around the barge at an
approximate position of 32°46’03” N,
117°13'11” W. This temporary safety
zone is necessary to provide for the
safety of the crew, spectators,
participants, and other vessels and users
of the waterway.

Discussion of Rule

The Coast Guard is establishing a
safety zone that will be enforced from 8
p.m. to 10 p.m., each day, on September
5, 2009 through September 7, 2009. The
safety zone will extend in a 600 foot
radius around the barge at an

approximate position of 32°46’03” N,
117°13’11” W. The safety zone is
necessary to provide for the safety of the
crew, spectators, participants, and other
vessels and users of the waterway.
Persons and vessels are prohibited from
entering into, transiting through, or
anchoring within this safety zone unless
authorized by the Captain of the Port, or
his designated representative.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

We expect the economic impact of
this proposed rule to be so minimal that
a full Regulatory Evaluation is
unnecessary. This determination is
based on the location, small size, and
short duration of the safety zone, and
the fact that vessel traffic will be able to
pass safely around the zone.
Commercial vessels will not be
hindered by the safety zone.
Recreational vessels will not be allowed
to transit through the designated safety
zone during the specified times.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this 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 and operators of
vessels intending to transit or anchor in
that portion of Mission Bay covered by
the zone. This safety zone will not have
a significant economic impact on a
substantial number of small entities for
the following reasons: Vessel traffic can

pass safely around the safety zone,
which is small and will be effective for
a short period. Before the effective
period, the Coast Guard will publish a
local notice to mariners (LNM) and will
issue broadcast notice to mariners
(BNM) alerts via marine channel 16
VHF before the safety zone is enforced.

Assistance for Small Entities

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

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call
1-888—REG-FAIR (1-888-734—3247).
The Coast Guard will not retaliate
against small entities that question or
complain about this rule or any policy
or action of the Coast Guard.

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
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.
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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.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a ““significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are

technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 5100.1 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded this action is one of a
category of actions which do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded, under figure 2—1, paragraph
(34)(g), of the Instruction because it
creates a safety zone. An environmental
analysis checklist and a categorical
exclusion determination are available in
the docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 165

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

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, 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1, 6.04-1, 6.04-6, and 160.5;
Public Law 107-295, 116 Stat. 2064;
Department of Homeland Security Delegation
No. 0170.1.

m 2. Add temporary § 165.T11-190 to
read as follows:

§165.T11-190 Safety Zone; Sea World
Labor Day Fireworks, Mission Bay, San
Diego, California.

(a) Location. The following area is a
safety zone: All waters of Mission Bay,
from surface to bottom, within 600 feet
of the barge at an approximate position
of 32°46’03” N, 117°13'11” W.

(b) Enforcement Period. This section
will be enforced from 8 p.m. to 10 p.m.,
each day, on September 5, 2009 through
September 7, 2009. If the event

concludes prior to the scheduled
termination time, the Captain of the Port
will cease enforcement of this safety
zone and will announce that fact via
Broadcast Notice to Mariners.

(c) Definitions. The following
definition applies to this section:
Designated representative, means any
commissioned, warrant, or petty officers
of the Coast Guard on board Coast
Guard, Coast Guard Auxiliary, or local,
state, or federal law enforcement vessels
who have been authorized to act on the
behalf of the Captain of the Port.

(d) Regulations. (1) Entry into, transit
through or anchoring within this safety
zone is prohibited unless authorized by
the Captain of the Port of San Diego or
his designated on-scene representative.

(2) Mariners requesting permission to
transit through the safety zone may
request authorization to do so from the
Sector San Diego Command Center. The
Command Center may be contacted on
VHF-FM Channel 16.

(3) All persons and vessels must
comply with the instructions of the
Coast Guard Captain of the Port or the
designated representative.

(4) Upon being hailed by U.S. Coast
Guard patrol personnel by siren, radio,
flashing light, or other means, the
operator of a vessel must proceed as
directed.

(5) The Coast Guard may be assisted
by other federal, state, or local agencies.

Dated: July 6, 2009.
T.H. Farris,

Captain, U.S. Coast Guard, Captain of the
Port San Diego.

[FR Doc. E9—18629 Filed 8—4—09; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket No. USCG—-2009-0685]

RIN 1625-AA00

Safety Zone: USCG Barque Eagle
Transits of Rockland Harbor, ME,

Portland Harbor, ME and Portsmouth
Harbor, NH

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

SUMMARY: The Coast Guard is
establishing a temporary moving safety
zone excluding all vessels within a 100
yard radius of the U.S. Coast Guard
Barque EAGLE during the vessel’s
transit in Rockland Harbor, Penobscot
Bay, Casco Bay and Portland Harbor in
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Maine as well as during its transit of
Portsmouth Harbor, NH. This safety
zone is needed to protect spectators,
event safety vessels and others in the
maritime community from the safety
hazards created by sailing a large vessel
in close proximity to smaller vessels.
Entry into this safety zone is prohibited
unless authorized by the Captain of the
Port, Sector Northern New England or
his designated representative.

DATES: This rule is effective from 8 a.m.
on July 24, 2009 until 6 p.m. on August
10, 2009.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG—-2009—
0685 and are available online by going
to http://www.regulations.gov, selecting
the Advanced Docket Search option on
the right side of the screen, inserting
USCG-2009-0685 in the Docket ID box,
pressing Enter, and then clicking on the
item in the Docket ID column. They are
also available for inspection or copying
at the Docket Management Facility (M—
30), U.S. Department of Transportation,
West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call or e-mail Chief Petty Officer
Randy Bucklin, U.S. Coast Guard Sector
Northern New England, Waterways
Management Division, telephone (207)
741-5440; e-mail
randy.bucklin@uscg.mil. If you have
questions on viewing the docket, call
Renee V. Wright, Program Manager,
Docket Operations, telephone 202—-366—
9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

The Coast Guard is issuing this
temporary final rule for the moving
safety zone without prior notice and
opportunity to comment pursuant to
authority under section 4(a) of the
Administrative Procedure Act (APA) (5
U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because the
details regarding USCG Barque
EAGLES’s sail through the various
harbors in Maine and in Portsmouth
New Hampshire were not available in

time to give the public notice and an
opportunity to comment thus making
issuance of an NPRM impractical.
Further, a cancellation or delay of the
EAGLE’s sail to accommodate a notice
and comment period is contrary to the
public’s interest in ensuring the safety
of spectators, event safety vessels and
other users of the waterway.

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. In addition to the reasons
stated above, a delay or cancellation of
the EAGLE’s sail to accommodate 30
days for publication before the rule
becomes effective is contrary to the
public interest. Further, immediate
action is needed to ensure a safe, vessel
free zone exists around this large sailing
vessel as it transits the various harbors.

Background and Purpose

The EAGLE is a large, steel hull sail
training ship that is limited in its ability
to quickly maneuver around smaller
vessels. USCGC Barque Eagle will be
making port calls in Rockland Harbor,
ME and Portland Harbor ME as well as
a port call in Portsmouth NH as part of
the marine event “The Tall Ships Visit
to Portsmouth Harbor, NH”. This safety
zone is required to protect persons and
vessels from the safety hazards
associated with a large sailing vessel’s
limited maneuverability.

Discussion of Rule

The Coast Guard is establishing a
temporary moving safety zone excluding
all vessels within a 100 yard radius of
the USCGC Barque Eagle during the
transit to the CG Moorings in Rockland
Harbor, ME (44-069.33N 069-06.09W),
as it transits outbound into the main
channel in Penobscot Bay, as it transits
inbound to State Pier in Portland
Harbor, ME (43—-39.38N 070-14.45W), as
it transits outbound Casco Bay to
Portland Head Light, inbound to Main
State Pier in Portsmouth, NH (43—
05.03N 070-45.65W) for “The Tall
Ships visit to Portsmouth Harbor”
marine event while the event is in
progress, and as it transits outbound
Portsmouth Harbor to the 2KR buoy.
This safety zone is needed to protect
spectators, event sponsors’ safety
vessels, and others in the maritime
community from the safety hazards that
may arise from an event of this type.
Entry into this safety zone is prohibited
unless authorized by the Captain of the
Port, Sector Northern New England or
his designated representative.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

The Coast Guard expects the
economic impact of this rule to be so
minimal that a full regulatory evaluation
is unnecessary. The effect of this rule
will not be significant for the following
reasons: The safety zones will be of
limited duration. The events are
designed to avoid, as much as
practicable, deep draft, fishing, and
recreational boating traffic routes.
Vessels may be authorized to transit the
zone with permission of the Captain of
the Port, Sector Northern New England.
Additionally, maritime advisories will
be broadcast during the duration of the
enforcement periods.

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 may affect the following
entities, some of which may be small
entities: The owners or operators of
vessels intending to transit the safety
zones. However, this rule will not have
a significant economic impact on a
substantial number of small entities due
to the minimal time that vessels will be
restricted from the areas, the ample
space available for vessels to maneuver
and navigate around the zones, and
advance notifications will be made to
the local community by marine
information broadcasts.
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Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offer to assist small entities in
understanding the rule so that they can
better evaluate its effects on them and
participate in the rulemaking process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1—-
888—-REG-FAIR (1-888-734-3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

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

Unfunded Mandates Reform Act

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

Taking of Private Property

This rule will not affect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

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

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children From Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
With Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—-01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded this action is one of a
category of actions which do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded, under figure 2—1, paragraph
(34)(g) of the Instruction. This rule
involves creation of a temporary safety
zone for a limited period of time. An
environmental analysis checklist and a
categorical exclusion determination will
be available in the docket where
indicated under ADDRESSES.

List of Subjects in 33 CFR Part 165

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

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR 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.
701, 3306, 3703; 50 U.S.C. 191, 195; 33 CFR
1.05-1, 6.04—1, 6.04—6, 160.5; Pub. L. 107-
295, 116 Stat. 2064; Department of Homeland
Security Delegation No. 0170.1.

m 2. Add § 165.T01-0685 to read as
follows:

§165.T01-0685 Safety Zone; USCG
Barque Eagle transits of Rockland Harbor,
ME, Portland Harbor, ME and Portsmouth
Harbor, NH.

(a) Location. The following area is a
safety zone: All navigable waters within
100 yards in all directions of the United
States Coast Guard Barque EAGLE
(USCGC EAGLE) during its transit and
port calls in Rockland, ME, Portland,
ME and Portsmouth, NH for “The Tall
Ships Visit to Portsmouth Harbor, NH”.

(b) Enforcement periods:

(1) This rule will be enforced from 8
a.m. on July 24, 2009 to 4 p.m. on July
27, 2009 in Rockland Harbor, ME;

(2) This rule will be enforced from 8
a.m. on July 31, 2009 through 4 p.m. on
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August 3, 2009 in Portland Harbor, ME;;
and,

(3) This rule will be enforced from 6
a.m. August 7, 2009 through 6 p.m. on
August 10, 2009 in Portsmouth, NH.

(c) Regulations:

(1) In accordance with the general
regulations in § 165.23 of this part, entry
into or movement within this zone by
any person or vessel are prohibited
unless authorized by the Captain of the
Port (COTP), Sector Northern New
England or the COTP’s designated
representative.

(2) Vessel operators desiring to enter
or operate within the safety zone may
contact the COTP or the COTP’s
designated representative at telephone
number 207-767-0303 or designated
representative on VHF Channel 13
(156.7 MHz) or VHF channel 16 (156.8
MH2z) to seek permission to do so. If
permission is granted, all persons and
vessels must comply with the
instructions provided by the COTP or
the COTP’s designated representative.

(d) Definitions.

(1) Designated representative means a
Coast Guard Patrol Commander,
including a Coast Guard coxswain, petty
officer, or other officer operating a Coast
Guard vessel and a Federal, State, or
local law enforcement officer designated
by or assisting the Captain of the Port
(COTP).

Dated: July 24, 2009.
B.J. Downey, Jr.,
Commander, U.S. Coast Guard, Acting
Captain of the Port, Sector Northern New
England.
[FR Doc. E9-18631 Filed 8-4-09; 8:45 am]|
BILLING CODE 4910-15-P

POSTAL REGULATORY COMMISSION

39 CFR Part 3020

[Docket Nos. MC2009-32 and CP2009-43;
Order No. 256]

Express Mail and Priority Mail Contract

AGENCY: Postal Regulatory Commission.
ACTION: Final rule.

SUMMARY: The Commission is adding
Express Mail & Priority Mail Contract 7
to the Competitive Product List. This
action is consistent with changes in a
recent law governing postal operations.
Republication of the lists of market
dominant and competitive products is
also consistent with new requirements
under the law.

DATES: Effective August 5, 2009 and is
applicable beginning July 27, 2009.
FOR FURTHER INFORMATION CONTACT:
Stephen L. Sharfman, General Counsel,

202-789-6820 or
stephen.sharfman@prc.gov.

SUPPLEMENTARY INFORMATION: Regulatory
History, 74 FR 33482 (July 13, 2009).

L. Introduction
II. Background
II. Information Request
IV. Comments
V. Commission Analysis
VI. Ordering Paragraphs

I. Introduction

The Postal Service seeks to add a new
product identified as Express Mail &
Priority Mail Contract 7 to the
Competitive Product List. For the
reasons discussed below, the
Commission approves the Request.

II. Background

On July 2, 2009, the Postal Service
filed a formal request pursuant to 39
U.S.C. 3642 and 39 CFR 3020.30, et seq.,
to add Express Mail & Priority Mail
Contract 7 to the Competitive Product
List.? On July 6, 2009, the Postal Service
filed a revised version of its filing which
includes attachments inadvertently
omitted from the July 2, 2009 request.2
The Postal Service asserts that the
Express Mail & Priority Mail Contract 7
product is a competitive product ‘“not of
general applicability”” within the
meaning of 39 U.S.C. 3632(b)(3). Id. at
1. The Request has been assigned
Docket No. MC2009-32.

The Postal Service
contemporaneously filed a contract
related to the proposed new product
pursuant to 39 U.S.C. 3632(b)(3) and 39
CFR 3015.5. Id. The contract has been
assigned Docket No. CP2009—43.

On July 8, 2009, the Postal Service
filed under seal revised versions of the
financial analysis workbooks originally
filed under seal on July 2, 2009.3

In support of its Request, the Postal
Service filed the following materials: (1)
A redacted version of the Governors’
Decision authorizing the new product
which also includes an analysis of
Express Mail & Priority Mail Contract 7
and certification of the Governors’
vote; 4 (2) a redacted version of the

1Request of the United States Postal Service to
Add Express Mail & Priority Mail Contract 7 to
Competitive Product List and Notice of
Establishment of Rates and Class Not of General
Applicability, July 2, 2009.

2Errata to Request of the United States Postal
Service to Add Express Mail & Priority Mail
Contract 7 to Competitive Product List and Notice
of Establishment of Rates and Class Not of General
Applicability, July 6, 2009 (Request).

3 See Notice of the United States Postal Service
of Filing Under Seal of Revised Financial Analysis
Workbooks for Express Mail & Priority Mail
Contract 7, July 8, 2009 (Revised Workbooks).

4 Attachment A to the Request. The analysis that
accompanies the Governors’ Decision notes, among

contract which, among other things,
provides that the contract will expire 3
years from the effective date, which is
proposed to be 1 day after the
Commission issues all regulatory
approvals; 5 (3) requested changes in the
Mail classification Schedule product
list; 6 (4) a Statement of Supporting
Justification as required by 39 CFR
3020.32;7 and (5) certification of
compliance with 39 U.S.C. 3633(a).®

In the Statement of Supporting
Justification, Mary Prince Anderson,
Manager, Sales and Communications,
Expedited Shipping, asserts that the
service to be provided under the
contract will cover its attributable costs,
make a positive contribution to
institutional costs, and increase
contribution toward the requisite 5.5
percent of the Postal Service’s total
institutional costs. Id., Attachment D.
Thus, Ms. Anderson contends there will
be no issue of subsidization of
competitive products by market
dominant products as a result of this
contract. Id. W. Ashley Lyons, Manager,
Regulatory Reporting and Cost Analysis,
Finance Department, certifies that the
contract complies with 39 U.S.C.
3633(a). See Id., Attachment E.

The Postal Service filed much of the
supporting materials, including the
unredacted Governors’ Decision and the
unredacted contract, under seal. In its
Request, the Postal Service maintains
that the contract and related financial
information, including the customer’s
name and the accompanying analyses
that provide prices, terms, conditions,
and financial projections, should remain
confidential. Id. at 2—3.

In Order No. 240, the Commission
gave notice of the two dockets,
appointed a public representative, and
provided the public with an opportunity
to comment.®

III. Information Request

On July 14, 2009, the Chairman issued
an information request seeking
responses to 6 questions.1? The
information request was filed under
seal. Id. On July 20, 2009, the Postal

other things, that the contract is not risk free, but
concludes that the risks are manageable.

5 Attachment B to the Request.

6 Attachment C to the Request.

7 Attachment D to the Request.

8 Attachment E to the Request.

9PRC Order No. 240, Notice and Order
Concerning Express Mail & Priority Mail Contract
7 Negotiated Service Agreement, July 7, 2009 (Order
No. 240).

10 Chairman’s Information Request No. 1 and
Notice of Filing of Questions Under Seal, July 14,
2009 (CHIR No. 1).
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Service filed its responses to CHIR No.
1.11

IV. Comments

Comments were filed by the Public
Representative.12 No filings were
submitted by other interested parties.
The Public Representative states that the
Postal Service’s filing complies with
applicable Commission rules of practice
and concludes that the Express Mail &
Priority Mail Contract 7 agreement
comports with the requirements of title
39. Id. at 3—4. He further states that the
agreement appears beneficial to the
general public. Id. at 1.

The Public Representative notes that
the Postal Service has provided
adequate justification for maintaining
confidentiality in this case. Id. at 2-3.
He also points out several contractual
provisions that he believes are mutually
beneficial to the parties and general
public. Id.

V. Commission Analysis

The Commission has reviewed the
Request, the contract, the financial
analysis provided under seal, the
Revised Workbooks, the Response to
CHIR No. 1, and the comments filed by
the Public Representative.

Statutory requirements. The
Commission’s statutory responsibilities
in this instance entail assigning Express
Mail & Priority Mail Contract 7 to either
the Market Dominant Product List or to
the Competitive Product List. 39 U.S.C.
3642. As part of this responsibility, the
Commission also reviews the proposal
for compliance with the Postal
Accountability and Enhancement Act
(PAEA) requirements. This includes, for
proposed competitive products, a
review of the provisions applicable to
rates for competitive products. 39 U.S.C.
3633.

Product list assignment. In
determining whether to assign Express
Mail & Priority Mail Contract 7 as a
product to the Market Dominant
Product List or the Competitive Product
List, the Commission must consider
whether

the Postal Service exercises sufficient market
power that it can effectively set the price of
such product substantially above costs, raise
prices significantly, decrease quality, or
decrease output, without risk of losing a

11 See Notice of the United States Postal Service
of Filing Response to Chairman’s Information
Request No. 1 Under Seal, July 20, 2009 (Response
to CHIR No. 1).

12 Public Representative Comments in Response
to United States Postal Service Request to Add
Express Mail & Priority Mail Contract 7 to
Competitive Product List and Notice of
Establishment of Rates and Class Not of General
Applicability, July 15, 2009 (Public Representative
Comments).

significant level of business to other firms
offering similar products.

39 U.S.C. 3642(b)(1). If so, the product
will be categorized as market dominant.
The competitive category of products
shall consist of all other products.

The Commission is further required to
consider the availability and nature of
enterprises in the private sector engaged
in the delivery of the product, the views
of those who use the product and the
likely impact on small business
concerns. 39 U.S.C. 3642(b)(3).

The Postal Service asserts that its
bargaining position is constrained by
the existence of other shippers who can
provide similar services, thus
precluding it from taking unilateral
action to increase prices without the
risk of losing volume to private
companies. Request, Attachment D, at
para. (d). The Postal Service also
contends that it may not decrease
quality or output without risking the
loss of business to competitors that offer
similar expedited delivery services. Id.
It further states that the contract partner
supports the addition of the contract to
the Competitive Product List to
effectuate the negotiated contractual
terms. Id. at para. (g). Finally, the Postal
Service states that the market for
expedited delivery services is highly
competitive and requires a substantial
infrastructure to support a national
network. It indicates that large carriers
serve this market. Accordingly, the
Postal Service states that it is unaware
of any small business concerns that
could offer comparable service for this
customer. Id. at para. (h).

No commenter opposes the proposed
classification of Express Mail & Priority
Mail Contract 7 as competitive. Having
considered the statutory requirements
and the support offered by the Postal
Service, the Commission finds that
Express Mail & Priority Mail Contract 7
is appropriately classified as a
competitive product and should be
added to the Competitive Product List.

Cost considerations. The Postal
Service presents a financial analysis
showing that Express Mail & Priority
Mail Contract 7 results in cost savings
while ensuring that the contract covers
its attributable costs, does not result in
subsidization of competitive products
by market dominant products, and
increases contribution from competitive
products.

Based on the data submitted, the
Commission finds that Express Mail &
Priority Mail Contract 7 should cover its
attributable costs (39 U.S.C. 3633(a)(2)),
should not lead to the subsidization of
competitive products by market
dominant products (39 U.S.C.

3633(a)(1)), and should have a positive
effect on competitive products’
contribution to institutional costs (39
U.S.C. 3633(a)(3)). Thus, an initial
review of proposed Express Mail &
Priority Mail Contract 7 indicates that it
comports with the provisions applicable
to rates for competitive products.

Other considerations. The Postal
Service shall promptly notify the
Commission of the scheduled
termination date of the agreement. If the
agreement terminates earlier than
anticipated, the Postal Service shall
inform the Commission prior to the new
termination date. The Commission will
then remove the product from the Mail
Classification Schedule at the earliest
possible opportunity.

In conclusion, the Commission
approves Express Mail & Priority Mail
Contract 7 as a new product. The
revision to the Competitive Product List
is shown below the signature of this
order and is effective upon issuance of
this order.

VI. Ordering Paragraphs

It is ordered:

1. Express Mail & Priority Mail
Contract 7 (MC2009-32 and CP2009—43)
is added to the Competitive Product List
as a new product under Negotiated
Service Agreements, Domestic.

2. The Postal Service shall notify the
Commission of the scheduled
termination date and update the
Commission if termination occurs prior
to that date, as discussed in this order.

3. The Secretary shall arrange for the
publication of this order in the Federal
Register.

List of Subjects in 39 CFR Part 3020

Administrative practice and
procedure; Postal Service.
Issued: July 27, 2009.
By the Commission.
Judith M. Grady,
Acting Secretary.

m For the reasons stated in the preamble,
under the authority at 39 U.S.C. 503, the
Postal Regulatory Commission amends
39 CFR part 3020 as follows:

PART 3020—PRODUCT LISTS

m 1. The authority citation for part 3020
continues to read as follows:

Authority: 39 U.S.C. 503; 3622; 3631; 3642;
3682.

m 2. Revise Appendix A to Subpart A of
Part 3020—Mail Classification Schedule
to read as follows:
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Appendix to Subpart A of Part 3020—
Mail Classification Schedule

Part A—Market Dominant Products

1000 Market Dominant Product List
First-Class Mail
Single-Piece Letters/Postcards
Bulk Letters/Postcards
Flats
Parcels
Outbound Single-Piece First-Class Mail
International
Inbound Single-Piece First-Class Mail
International
Standard Mail (Regular and Nonprofit)
High Density and Saturation Letters
High Density and Saturation Flats/Parcels
Carrier Route
Letters
Flats
Not Flat-Machinables (NFMs)/Parcels
Periodicals
Within County Periodicals
Outside County Periodicals
Package Services
Single-Piece Parcel Post
Inbound Surface Parcel Post (at UPU rates)
Bound Printed Matter Flats
Bound Printed Matter Parcels
Media Mail/Library Mail
Special Services
Ancillary Services
International Ancillary Services
Address List Services
Caller Service
Change-of-Address Credit Card
Authentication
Confirm

International Reply Coupon Service

International Business Reply Mail Service

Money Orders

Post Office Box Service

Negotiated Service Agreements

HSBC North America Holdings Inc.
Negotiated Service Agreement

Bookspan Negotiated Service Agreement

Bank of America Corporation Negotiated
Service Agreement

The Bradford Group Negotiated Service
Agreement

Inbound International Canada Post—
United States Postal Service Contractual
Bilateral Agreement for Inbound Market
Dominant Services

Market Dominant Product Descriptions

First-Class Mail

[Reserved for Class Description]

Single-Piece Letters/Postcards

[Reserved for Product Description]

Bulk Letters/Postcards

[Reserved for Product Description]

Flats

[Reserved for Product Description]

Parcels

[Reserved for Product Description]

Outbound Single-Piece First-Class Mail
International

[Reserved for Product Description]

Inbound Single-Piece First-Class Mail
International

[Reserved for Product Description]

Standard Mail (Regular and Nonprofit)

[Reserved for Class Description]

High Density and Saturation Letters

[Reserved for Product Description]

High Density and Saturation Flats/Parcels
[Reserved for Product Description]
Carrier Route
[Reserved for Product Description]
Letters
[Reserved for Product Description]
Flats
[Reserved for Product Description]
Not Flat-Machinables (NFMs)/Parcels
[Reserved for Product Description]
Periodicals
[Reserved for Class Description]
Within County Periodicals
[Reserved for Product Description]
Outside County Periodicals
[Reserved for Product Description]
Package Services
[Reserved for Class Description]
Single-Piece Parcel Post
[Reserved for Product Description]

Inbound Surface Parcel Post (at UPU rates)

[Reserved for Product Description]
Bound Printed Matter Flats
[Reserved for Product Description]
Bound Printed Matter Parcels
[Reserved for Product Description]
Media Mail/Library Mail
[Reserved for Product Description]

Special Services

[Reserved for Class Description]

Ancillary Services

[Reserved for Product Description]

Address Correction Service

[Reserved for Product Description]

Applications and Mailing Permits

[Reserved for Product Description]

Business Reply Mail

[Reserved for Product Description]

Bulk Parcel Return Service

[Reserved for Product Description]

Certified Mail

[Reserved for Product Description]

Certificate of Mailing

[Reserved for Product Description]

Collect on Delivery

[Reserved for Product Description]

Delivery Confirmation

[Reserved for Product Description]

Insurance

[Reserved for Product Description]

Merchandise Return Service

[Reserved for Product Description]

Parcel Airlift (PAL)

[Reserved for Product Description]

Registered Mail

[Reserved for Product Description]

Return Receipt

[Reserved for Product Description]

Return Receipt for Merchandise

[Reserved for Product Description]

Restricted Delivery

[Reserved for Product Description]

Shipper-Paid Forwarding

[Reserved for Product Description]

Signature Confirmation

[Reserved for Product Description]

Special Handling

[Reserved for Product Description]

Stamped Envelopes

[Reserved for Product Description]

Stamped Cards

[Reserved for Product Description]

Premium Stamped Stationery

[Reserved for Product Description]

Premium Stamped Cards

[Reserved for Product Description]

International Ancillary Services
[Reserved for Product Description]
International Certificate of Mailing
[Reserved for Product Description]
International Registered Mail
[Reserved for Product Description]
International Return Receipt
[Reserved for Product Description]
International Restricted Delivery
[Reserved for Product Description]
Address List Services
[Reserved for Product Description]
Caller Service
[Reserved for Product Description]
Change-of-Address Credit Card
Authentication
[Reserved for Product Description]
Confirm
[Reserved for Product Description]
International Reply Coupon Service
[Reserved for Product Description]
International Business Reply Mail Service
[Reserved for Product Description]
Money Orders
[Reserved for Product Description]
Post Office Box Service
[Reserved for Product Description]

Negotiated Service Agreements
[Reserved for Class Description]

HSBC North America Holdings Inc.
Negotiated Service Agreement

[Reserved for Product Description]

Bookspan Negotiated Service Agreement

[Reserved for Product Description]

Bank of America Corporation Negotiated
Service Agreement

The Bradford Group Negotiated Service
Agreement

Part B—Competitive Products

2000 Competitive Product List
Express Mail
Express Mail
Outbound International Expedited Services
Inbound International Expedited Services
Inbound International Expedited Services 1
(CP2008-7)
Inbound International Expedited Services 2
(MC2009-10 and CP2009-12)
Priority Mail
Priority Mail
Outbound Priority Mail International
Inbound Air Parcel Post
Royal Mail Group Inbound Air Parcel Post
Agreement
Parcel Select
Parcel Return Service
International
International Priority Airlift (IPA)
International Surface Airlift (ISAL)
International Direct Sacks—M-Bags
Global Customized Shipping Services
Inbound Surface Parcel Post (at non-UPU
rates)
Canada Post—United States Postal Service
Contractual Bilateral
Agreement for Inbound Competitive
Services (MC2009—8 and CP2009-9)
International Money Transfer Service
International Ancillary Services
Special Services
Premium Forwarding Service
Negotiated Service Agreements
Domestic
Express Mail Contract 1 (MC2008-5)
Express Mail Contract 2 (MC2009-3 and
CP2009-4)
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Express Mail Contract 3 (MC2009-15 and
CP2009-21)

Express Mail & Priority Mail Contract 1
(MC2009-6 and CP2009-7)

Express Mail & Priority Mail Contract 2
(MC2009-12 and CP2009-14)

Express Mail & Priority Mail Contract 3
(MC2009-13 and CP2009-17)

Express Mail & Priority Mail Contract 4
(MC2009-17 and CP2009-24)

Express Mail & Priority Mail Contract 5
(MC2009-18 and CP2009-25)

Express Mail & Priority Mail Contract 6
(MC2009-31 and CP2009-42)

Express Mail & Priority Mail Contract 7
(MC2009-32 and CP2009-43)

Parcel Return Service Contract 1 (MC2009—
1 and CP2009-2)

Priority Mail Contract 1 (MC2008-8 and
CP2008-26)

Priority Mail Contract 2 (MC2009-2 and
CP2009-3)

Priority Mail Gontract 3 (MC2009—4 and
CP2009-5)

Priority Mail Contract 4 (MC2009-5 and
CP2009-6)

Priority Mail Contract 5 (MC2009-21 and
CP2009-26)

Priority Mail Contract 6 (MC2009-25 and
CP2009-30)

Priority Mail Contract 7 (MC2009-25 and
CP2009-31)

Priority Mail Contract 8 (MC2009-25 and
CP2009-32)

Priority Mail Contract 9 (MC2009-25 and
CP2009-33)

Priority Mail Contract 10 (MC2009-25 and
CP2009-34)

Priority Mail Contract 11 (MC2009-27 and
CP2009-37)

Priority Mail Contract 12 (MC2009-28 and
CP2009-38)

Priority Mail Contract 13 (MC2009-29 and
CP2009-39)

Priority Mail Contract 14 (MC2009-30 and
CP2009-40)

Outbound International

Global Direct Contracts (MC2009-9,
CP2009-10, and CP2009-11)

Global Expedited Package Services (GEPS)
Contracts

GEPS 1 (CP2008-5, CP2008-11, CP2008—
12, and CP2008-13, CP2008-18,
CP2008-19, CP2008-20, CP2008-21,
CP2008-22, CP2008-23, and CP2008-24)

Global Plus Contracts

Global Plus 1 (CP2008-9 and CP2008-10)

Global Plus 2 (MC2008-7, CP2008—16 and
CP2008-17)

Inbound International

Inbound Direct Entry Contracts With
Foreign Postal Administrations
(MC2008-6, CP2008—14 and CP2008-15)

International Business Reply Service
Competitive Contract 1 (MC2009-14 and
CP2009-20)

Competitive Product Descriptions

Express Mail

[Reserved for Group Description]

Express Mail

[Reserved for Product Description]
Outbound International Expedited Services
[Reserved for Product Description]
Inbound International Expedited Services
[Reserved for Product Description]

Priority

[Reserved for Product Description]
Priority Mail
[Reserved for Product Description]
Outbound Priority Mail International
[Reserved for Product Description]
Inbound Air Parcel Post
[Reserved for Product Description]
Parcel Select
[Reserved for Group Description]
Parcel Return Service
[Reserved for Group Description]
International
[Reserved for Group Description]
International Priority Airlift (IPA)
[Reserved for Product Description]
International Surface Airlift (ISAL)
[Reserved for Product Description]
International Direct Sacks—M-Bags
[Reserved for Product Description]
Global Customized Shipping Services
[Reserved for Product Description]
International Money Transfer Service
[Reserved for Product Description]
Inbound Surface Parcel Post (at non-UPU
rates)
[Reserved for Product Description]
International Ancillary Services
[Reserved for Product Description]
International Certificate of Mailing
[Reserved for Product Description]
International Registered Mail
[Reserved for Product Description]
International Return Receipt
[Reserved for Product Description]
International Restricted Delivery
[Reserved for Product Description]
International Insurance
[Reserved for Product Description]
Negotiated Service Agreements
[Reserved for Group Description]
Domestic
[Reserved for Product Description]
Outbound International
[Reserved for Group Description]

Part C—Glossary of Terms and Conditions
[Reserved]

Part D—Country Price Lists for International
Mail [Reserved]

[FR Doc. E9-18737 Filed 8—4—09; 8:45 am]
BILLING CODE 7710-FW-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2008-0889; FRL-8430-2]

Amine Salts of Alkyl (Cs-C>.)
Benzenesulfonic Acid
(Dimethylaminopropylamine,
Isopropylamine, Mono-, Di-, and
Triethanolamine); Exemption from the
Requirement of a Tolerance

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

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of amine salts of

alkyl (Cg-Cs4) benzenesulfonic acid
(dimethylaminopropylamine, isopro
pylamine, mono-, di-, and triethano
lamine) when used as an inert
ingredient in pesticide formulations
applied to growing crops and applied to
animals. The Joint Inerts Task Force,
Cluster Support Team Number 8,
submitted a petition to EPA under the
Federal Food, Drug, and Cosmetic Act
(FFDCA), requesting an exemption from
the requirement of a tolerance. This
regulation eliminates the need to
establish a maximum permissible level
for residues of amine salts of alkyl (Cs-
Cz4) benzenesulfonic acid (dimethyl
aminopropylamine, isopropylamine,
mono-, di-, and triethanolamine).
DATES: This regulation is effective
August 5, 2009. Objections and requests
for hearings must be received on or
before October 5, 2009, and must be
filed in accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2008-0889. All documents in the
docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Kerry Leifer, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308—8811; e-mail address:
leifer.kerry@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
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producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to those engaged in the
following activities:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

e Pesticide manufacturing (NAICS
code 32532).

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

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

In addition to accessing electronically
available documents at http://
www.regulations.gov, you may access
this Federal Register document
electronically through the EPA Internet
under the ‘“Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
cite 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.gov/opptsfrs/home/
guidelin.htm.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2008-0889 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
before October 5, 2009.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please

submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2008-0889, by one of the
following methods:

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

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

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

II. Background

In the Federal Register of March 25,
2009 (74 FR 12856) (FRL—-8399-4), 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 8E7472) by The
Joint Inerts Task Force (JITF), Cluster
Support Team 8 (CST 8), c/o CropLife
America, 1156 15th Street, NW., Suite
400, Washington, DC 20005. The
petition requested that 40 CFR 180.920
and 40 CFR 180.930 be amended by
establishing exemptions from the
requirement of a tolerance for residues
of the inert ingredient amine salts of
alkyl (Cs-Cs4) benzenesulfonic acid
(dimethylaminopro-pylamine, isopro
pylamine, mono-, di-, and triethanol
amine) (herein referred to in this
document as ASABSA) including CAS
Reg. Nos. 68953—-97-9, 26545-53-9,
877677-48-0, 319926—-68—6, 90194—-53—
9, 55470-69—4, 68910-32-7, 26264—-05—
1, 157966—-96—6, 68584—24—7, 68648—
81-7, 68649-00-3, 68953—-93-5, 90218—
35-2, 27323-41-7, 68584—-25-8, 68648—
96—4, 68411-31—4, 90194—42-6, and
1093628-27-3, when used as an inert
ingredient in pesticide formulations
applied to growing crops under 40 CFR
180.920 and applied to animals under
40 CFR 180.930. That notice referenced
a summary of the petition prepared by
The JITF, CST 8, the petitioner, which
is available to the public in the docket,
http://www.regulations.gov. There were

no comments received in response to
the notice of filing.

Based upon review of the data
supporting the petition, EPA has
modified the exemption requested by
limiting the diethanolamine salt of alkyl
(Cg-Cz4) benzenesulfonic acid (CAS Reg.
Nos. 26545—53—9 and 68953—97-9) to a
maximum of 7% by weight in pesticide
formulations intended for application to
growing crops and to animals. This
limitation is based on the Agency’s risk
assessment which can be found at
http://www.regulations.gov in
documents “Dimethylaminopro
pylamine, Isopropylamine, Ethanol
amine and Triethanolamine Salts of
Alkyl (Cs-Co4) Benzenesulfonic Acid
(JITF CST 8 Inert Ingredients). Human
Health Risk Assessment to Support
Proposed Exemption from the
Requirement of a Tolerance When Used
as Inert Ingredients in Pesticide
Formulations and Diethanolamine Salt
of Alkyl (Cs-Co4) Benzenesulfonic Acid
(DEA - JITF CST 8 Inert Ingredient).
Human Health Risk Assessment to
Support Proposed Exemption from the
Requirement of a Tolerance When Used
as Inert Ingredients in Pesticide
Formulations,” in docket ID number
EPA-HQ-OPP-2008-0889.

This petition was submitted in
response to a final rule that was
published in the Federal Register of
August 9, 2006 (71 FR 45415) (FRL—-
8084-1) in which the Agency revoked,
under section 408(e)(1) of FFDCA, the
existing exemptions from the
requirement of a tolerance for residues
of certain inert ingredients because of
insufficient data to make the
determination of safety required by
section 408(b)(2) of FFDCA. The
expiration date for the tolerance
exemptions subject to revocation was
August 9, 2008, which was later
extended to August 9, 2009 in the
Federal Register of August 4, 2008 (73
FR 45317) (FRL-8373-6) to allow for
data to be submitted to support the
establishment of tolerance exemptions
for these inert ingredients prior to the
effective date of the tolerance exemption
revocation.

III. Inert Ingredient Definition

Inert ingredients are all ingredients
that are not active ingredients as defined
in 40 CFR 153.125 and include, but are
not limited to, the following types of
ingredients (except when they have a
pesticidal efficacy of their own):
Solvents such as alcohols and
hydrocarbons; surfactants such as
polyoxyethylene polymers and fatty
acids; carriers such as clay and
diatomaceous earth; thickeners such as
carrageenan and modified cellulose;
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wetting, spreading, and dispersing
agents; propellants in aerosol
dispensers; microencapsulating agents;
and emulsifiers. The term “inert” is not
intended to imply nontoxicity; the
ingredient may or may not be
chemically active. Generally, EPA has
exempted inert ingredients from the
requirement of a tolerance based on the
low toxicity of the individual inert
ingredients.

IV. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(@i) of FFDCA
allows EPA to establish an exemption
from the requirement of 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. First,
EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings.

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
exemption from the requirement of a
tolerance for residues of ASABSA when
used as inert ingredients in pesticide
formulations applied to growing crops
and to animals. EPA’s assessment of
exposures and risks associated with
establishing tolerances follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,

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

Amine salts of alkyl (Cs-Cz4) benzene
sulfonic acid readily and fully
dissociate to the corresponding amine
and alkyl (Cs-C.4) benzenesulfonic acid
constituents, therefore the hazard
assessment conducted to support the
requested exemption from the
requirement of a tolerance for ASABSA
is primarily based on the hazard
assessment for each of the constituents,
specifically each associated amine (i.e.,
dimethylaminopropylamine, isopro
pylamine, ethanolamine, diethanol-
amine and triethanolamine) and alkyl
(Cg-C»4) benzenesulfonic acid.

The hazard profile and endpoints for
risk assessment for alkylbenzene
sulfonic acid have previously been
addressed as part of the tolerance
reassessment for tolerance exemptions
for alkyl (Cs-Cz4) benzenesulfonic acid
and its ammonium, calcium,
magnesium, potassium, sodium, and
zinc salts http://www.epa.gov/
opprd001/inerts/alkylc8.pdf. The
toxicology database for these alkyl
benzene sulfonates consists almost
entirely of published literature, and is
essentially complete and of acceptable
quality to assess the potential hazard to
humans. The alkylbenzene sulfonates
are readily absorbed following oral
ingestion, but not following dermal
exposure. Following oral exposure, they
are readily metabolized, excreted fairly
rapidly, and do not accumulate in any
tissues. Available acute toxicity data
show that alkylbenzene sulfonates are
not highly acutely toxic, are irritating to
the eye and skin, and are not skin
sensitizers. Subchronic and chronic
exposures show that the liver, kidney
and intestinal tract (following oral
exposures) are the major target organs of
toxicity. Both in vitro and in vivo
genotoxicity data show that
alkylbenzene sulfonates are not
genotoxic. The alkylbenzene sulfonates
did not cause reproductive or
developmental toxicity in acceptable
studies. Early (pre Good Laboratory
Practice standards) carcinogenicity
studies indicate that alkylbenzene
sulfonates do not cause an increase in
tumor incidence.

The existing toxicology database for
the dimethylaminopropylamine,
isopropylamine, ethanolamine and
triethanolamine salt of alkyl (Cs-Cz4)
benzenesulfonic acid consists of an
OPPTS Harmonized Test Guideline

870.3550 study and acute, subchronic,
chronic, carcinogenicity,
developmental, and mutagenicity
studies on the individual amines. In
addition, the petitioner submitted an
OPPTS Harmonized Test Guideline
870.3650 combined repeated dose
toxicity study with the reproduction/
developmental toxicity screening tests
on isopropylamine dodecylbenzene
sulfonate. The Agency considered these
data in its evaluation of amine toxicity.
While the test compound for the study
is effectively a mixture of the amine and
the acid, the study findings do provide
some insight into the potential toxicity
of the amine constituent.

A summary of the toxicological data
considered as part of this action is given
below:

1. Isopropylamine dodecylbenzene
sulfonate (CAS No. 26264—05-1). In an
oral gavage OPPTS Harmonized Test
Guideline 870.3650 combined repeated
dose toxicity study with the
reproduction/developmental toxicity
screening tests, the parental LOAEL was
320 milligrams/kilograms/day (mg/kg/
day) (highest dose tested, (HDT)) based
on excessive salivation (both sexes),
soft/liquid feces (males), lesions of the
forestomach (both sexes). No
reproductive or developmental toxicity
or neurotoxicity was observed. The
NOAEL was 80 mg/kg/day.

2. Ethanolamine (CAS No. 141-43-5).
Ethanolamine is not acutely toxic in rats
by the oral route of exposure but
appears to be very acutely toxic by the
dermal route of exposure, although this
may be a species-specific effect in the
rabbit. It is a skin sensitizer and is
corrosive to the eye and skin. There is
no evidence of mutagenicity in the
Ames, Saccharomyces cerevisiae gene
conversion, mouse micronucleus, cell
transformation, and SCE human
lymphocytes tests. In a dermal rat
developmental toxicity study conducted
with ethanolamine, no maternal or
developmental toxicity was observed at
225 mg/kg/day (HDT). Also in a dermal
rabbit developmental toxicity study, no
maternal or developmental toxicity was
observed at 75 mg/kg/day (HDT). In an
oral rat developmental toxicity study,
the maternal LOAEL was 450 mg/kg/day
(HDT) based on decreased body weights
during the latter part of gestation and
throughout lactation. The
developmental LOAEL was 450 mg/kg/
day based on decrease body weights in
female fetuses on postnatal day (PND) 1
and 4. The maternal/developmental
NOAEL was 120 mg/kg/day.

3. Triethanolamine (CAS No. 102—-71—
6). In acute toxicity studies,
triethanolamine is mildly to moderately
toxic by the oral and dermal routes of
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exposure. It is not irritating in eye and
skin irritation studies, and it is not a
skin sensitizer. There is no evidence of
mutagenicity in the Ames, mouse
micronucleus, sex-linked recessive
lethal, and Chinese hamster ovary
(CHO) cell cytogenetics tests. In a 14—
day inhalation study in rat, the NOAEL
was 0.25 milligram/liter (mg/L)
(approximate oral equivalent dose of 75
mg/kg/day) and the LOAEL was 0.5 mg/
L based on increased kidney weights of
males and females. In an oral mouse
developmental toxicity study (Chernoft-
Kavlock screening test), no maternal or
developmental toxicity was observed at
1,125 mg/kg/day (only dose tested). In a
13-week dermal study in rat, the
NOAEL was 1,000 mg/kg/day and the
LOAEL was 2,000 mg/kg/day (HDT)
based on reduced body gain and clinical
observations (irritation, scaliness, and
crustiness of the skin at the site of
application). In a 13—week dermal study
in mouse, the NOAEL was 2,000 mg/kg/
day and the LOAEL was 4,000 mg/kg/
day (HDT) based on clinical
observations (irritation, scaliness, and
discoloration of the skin at the site of
application).

4. Isopropylamine (CAS No. 75-31-0).

In acute toxicity studies,
isopropylamine is moderately acutely
toxic in rats by the oral route of
exposure, but is less toxic by the dermal
route and is not toxic by the inhalation
route of exposure. Rabbits appear to be
more sensitive than rats showing
significantly greater acute toxicity by
the dermal route. Isopropylamine is not
a skin sensitizer. There is no evidence
of mutagenicity in the Ames,
chromosomal aberrations in human
lymphocytes and unscheduled DNA
synthesis in rat hepatocytes tests. In a
28-day inhalation study, Sprague-
Dawley rats were exposed to inhalation
dosage levels of 0, 0.1, 0.5, and 1.35 mg/
L for 6 hours/day for 5 days/week. The
NOAEL was 0.1 mg/L and the LOAEL
was 0.5 mg/L based on microscopic
ocular and nasal lesions. In a
developmental study, Sprague-Dawley
rats were exposed to inhalation dosage
levels of 0, 0.1, 0.5, and 1.0 mg/L for 6
hours/day from gestation day (GD) 6
through 15. The maternal toxicity was
observed at 1.0 mg/L (HDT) based on
decreased body weight and body weight
gain. At this dose, no developmental
toxicity was observed.

5. Dimethylaminopropylamine (CAS
No. 109-55-7).
Dimethylaminopropylamine is mild to
moderately toxic by the oral and
inhalation routes of exposure, but it is
not a skin sensitizer. There is no
evidence of mutagenicity in the Ames
and mouse micronucleus tests.

Following a 28—day gavage study in
Wistar rats, mortality (4/5 females) and
clinical signs (males: irregular
respiration and respiratory sounds;
females: decreased spontaneous activity,
stilted gait, swollen abdomen, and
impaired respiration) were observed at
250 mg/kg/day (HDT). In an OPPTS
Harmonized Test Guideline 870.3550
reproduction and developmental
toxicity screening test in Sprague-
Dawley rats, parental toxicity was
observed at 200 mg/kg/day (HDT) based
on decreased body weight gain and
clinical signs (respiratory sounds and
piloerection). Reproductive and
developmental toxicity were not
observed at any dose level.

6. Diethanolamine (CAS No. 11-42—
2). The existing toxicology database for
diethanolamine (DEA) consists of
several subchronic oral and dermal
toxicity studies in rats and mice,
carcinogenicity studies in rats and mice,
oral and dermal developmental toxicity
studies in rats and rabbits, and acute
and mutagenicity data. Following repeat
oral exposure to DEA, the kidney, liver,
and blood are the major target organs.
Repeat oral exposure via drinking water
resulted in a microcytic anemia that
does not involve the bone marrow in
rats at 97 mg/kg/day in males and 57
mg/kg/day in females. Increased kidney
weights were associated with renal
tubular cell necrosis, decreased renal
function, increased incidences or
severity of nephropathy, and/or
mineralization in rats at 97 mg/kg/day
(males) and 57 mg/kg/day (females) and
in mice at 104 mg/kg/day (lowest dose
tested, (LDT)) in males and 142 mg/kg/
day (LDT) in females. Increased liver
weights were associated with
cytoplasmic vacuolization and
degeneration of centrilobular
hepatocytes in rats and hypertrophy,
individual cell necrosis or foci of
necrotic hepatocytes in mice. Dose-
related decreases in testis and
epididymis weights were associated
with testicular degeneration, decreased
sperm motility, and decreased sperm
count in male rats at 97 mg/kg/day.
Similar kidney and liver effects were
observed following repeat dermal
exposure at dose levels of 32/mg/kg/day
in rats and 80 mg/kg/day in mice.
Demyelination in the brain (medulla
oblongata) and spinal cord was observed
in rats of both sexes following oral and
dermal exposure at dose levels as low as
250 mg/kg/day, with the female being
more sensitive. Mortality and
neurological symptoms (tremors,
stiffness, and ataxia progressing to
paresis and paralysis) have been
reported following exposure via over-

the-counter oral flea treatment (53%
DEA) of dogs and cats, however, there
are no registered pet care use products
containing the DEA salt form of
ASABSA.

Developmental toxicity was observed
in rats following both oral and dermal
exposure to the maternal animal during
gestation days (GD) 6-15. Maternal
toxicity, as evidenced by decreased
body weight/gain and food consumption
and/or increased kidney weight, was
observed at the same dose levels (125
mg/kg/day) as the developmental effects
[an increase in postnatal mortality (PND
0 through 4), an increase in
postimplantation loss, and reduced pup
body weight following oral exposure.
An increased incidence of skeletal
variations was observed following
dermal exposure at 1500 mg/kg/day
(HDT) 1. Developmental toxicity was not
observed in rabbits following oral or
dermal exposure of the maternal animal
during GD 6 through 18.

7. Metabolism. The alkyl (Cg-Co24)
benzenesulfonic acid amine salts
undergo rapid dissociation in vivo to
form an alkyl (Cs-Cz4) benzenesulfonic
acid and an amine. The two entities
would be absorbed and metabolized
independently. The alkyl (Cs-Coz4)
benzenesulfonic acid should be readily
conjugated and rapidly excreted with
little alkyl aromatic chain degradation
(JITF Submission, 2008, pages 11 and
21). Primary, secondary or tertiary
amines should undergo oxidative amine
metabolism followed by excretion.
Primary aliphatic amines
(ethanolamine, isopropylamine) are
oxidized to aldehydes/ketones and or
acid (glycolic acid or acetone) with
release of ammonia. The glycolic acid
may further oxidized and or conjugated
and excreted. The acetone could be
excreted through respiration or further
oxidized to methylglyoxyl and then
excreted. Secondary aliphatic amines
(dimethylaminopropylamine and
diethanolamine) may follow various
oxidative patterns and some are
excreted unchanged. Small molecular
weight amines may be exhaled via
respiration. Tertiary aliphatic amines
(triethanolamine) may be oxidized to
amine oxides, which may be excreted in
the urine or deaminated with the
eventual resultant being release of
glycolic acid which may be further
oxidized and or conjugated and
excreted.

Specific information on the studies
received and the nature of the adverse
effects caused by ASABSA and its
constituents as well as the no-observed-
adverse-effect-level (NOAEL) and the
lowest-observed-adverse-effect-level
(LOAEL) from the toxicity studies can
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be found at http://www.regulations.gov
in documents
“Dimethylaminopropylamine,
Isopropylamine, Ethanolamine and
Triethanolamine Salts of Alkyl (Cs-Cz4)
Benzenesulfonic Acid (JITF CST 8 Inert
Ingredients). Human Health Risk
Assessment to Support Proposed
Exemption from the Requirement of a
Tolerance When Used as Inert
Ingredients in Pesticide Formulations
and Diethanolamine Salt of Alkyl (Cg-
Cz4) Benzenesulfonic Acid (DEA - JITF
CST 8 Inert Ingredient). Human Health
Risk Assessment to Support Proposed
Exemption from the Requirement of a
Tolerance When Used as Inert
Ingredients in Pesticide Formulations,”
in docket ID number EPA-HQ-OPP—
2008-0889 and at http://www.epa.gov/
opprd001/inerts/alkylc8.pdf.

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, a toxicological point of departure

(POD) is identified as the basis for
derivation of reference values for risk
assessment. The POD may be defined as
the highest dose at which no adverse
effects are observed (the NOAEL) in the
toxicology study identified as
appropriate for use in risk assessment.
However, if a NOAEL cannot be
determined, the lowest dose at which
adverse effects of concern are identified
(the LOAEL) or a Benchmark Dose
(BMD) approach is sometimes used for
risk assessment. Uncertainty/safety
factors (UFs) are used in conjunction
with the POD to take into account
uncertainties inherent in the
extrapolation from laboratory animal
data to humans and in the variations in
sensitivity among members of the
human population as well as other
unknowns. Safety is assessed for acute
and chronic dietary risks by comparing
aggregate food and water exposure to
the pesticide to the acute population
adjusted dose (aPAD) and chronic
population adjusted dose (cPAD). The

aPAD and cPAD are calculated by
dividing the POD by all applicable UFs.
Aggregate short-, intermediate-, and
chronic-term risks are evaluated by
comparing food, water, and residential
exposure to the POD to ensure that the
margin of exposure (MOE) called for by
the product of all applicable UFs is not
exceeded. This latter value is referred to
as the Level of Concern (LOC).

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

A summary of the toxicological
endpoints for ASABSA used for human
health risk is shown in the following
Table 1.

TABLE 1.—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR ASABSA FOR USE IN HUMAN HEALTH RISK

ASSESSMENT
. "o and Un. | BID. PAD, -
Exposure/Scenario f LOC for Risk Study and Toxicological Effects
certainty/Safety Assessment
Factors
Acute dietary (all populations) An effect attributable to a single exposure was not identified.
Chronic  dietary (all populations) dimethyl | NOAEL = 50 Chronic RfD = | 28—day oral (gavage) toxicity study in rats with
aminopropylamine, isopropylamine, ethanolamine, mg/kg/day 0.5 mg/kg/ dimethylaminopropylamine
and triethanolamine salts of alkyl (Cg-C.4) ben- | UF4 = 10x day NOAEL = 50 mg/kg
zenesulfonic acid. UFy = 10x cPAD = 0.5 LOAEL = 250 mg/kg based on mortality (4/5 fe-
FQPA SF = 1x mg/kg/day males) and clinical signs (males: irregular res-

piration and respiratory sounds; females: de-
creased spontaneous activity, stilted gait, swollen
abdomen, impaired respiration) OECD SIDS.
UNEP Publication and BUA Report, October
1996 plus weight of evidence of three studies
with alkylbenzene sulfonates:

1) Rat reproduction study LOAEL = 250 mg/kg/day
based on decreased Day 21 female pup body
weight (Buehler, E. et al. 1971. Tox. Appl.
Pharmacol.18:83-91)

2) 9—month drinking water rat study

LOAEL = 145 mg/kg/day based on decreased body
weight gain, and serum/ biochemical and enzy-
matic changes in the liver andkidney (Yoneyama
et al. 1976 Ann. Rep. Tokyo Metrop. Res.Lab.
Public Health 27(2):105-112)

3) 6—month rat dietary study

LOAEL = 114 mg/kg/day (0.2%) based on in-
creased caecum weight and slight kidney dam-
age (Yoneyama et al 1972 Ann. Rep. Tokyo
Metrop. Res. Lab. Public Health 24:409-440)




Federal Register/Vol. 74, No. 149/ Wednesday, August 5, 2009/Rules and Regulations

38929

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

Point of Depar-

- ture and Un- RID, PAD, : :
Exposure/Scenario f LOC for Risk Study and Toxicological Effects
certainty/Safety Assessment
Factors
Chronic dietary (all populations) diethanolamine salt | NOAEL = 48 Chronic RfD = | Subchronic (13—week) oral toxicity study in rats
of alkyl (Cs-C.4) benzenesulfonic acid mg/kg/day 0.5 mg/kg/ (NTP, 1992)
UFA = 10x day Female LOAEL = 124 mg/kg/day demyelination of
UFu = 10x cPAD = 0.05 the brain and spinal cord
FQPA SF = mg/kg/day Male LOAEL = 97 mg/kg/day, based on decreased
10x testis and epididymis weight associated with de-
generation of seminiferous epithelium, decreased
numbers of spermatogenic cells, reduced size of
seminiferous tubules, decreased sperm, sperm
motility, and sperm count
Incidental Oral and Inhalation short-term (1 to 30 | NOAEL = 50 Residential 28-day oral (gavage) toxicity study in rats with dim
days) and intermediate-term (1 to 6 months) di- mg/kg/day LOC for ethylaminopropylamine
methylaminopropylamine, isopropylamine, ethanol | UFs = 10x MOE = 100 NOAEL = 50 mg/kg
amine, and triethanolamine salts of alkyl (Cg-C4) | UFy = 10x LOAEL = 250 mg/kg based on mortality (4/5 fe-
benzenesulfonic acid. FQPA SF = 1x males) and clinical signs (males: irregular res-
inhalation tox- piration and respiratory sounds; females: de-
icity is as- creased spontaneous activity, stilted gait, swollen
sumed to be abdomen, impaired respiration) OECD SIDS.
equivalent to UNEP Publication and BUA Report, October
oral toxicity 1996 plus weight of evidence of three studies
with alkylbenzene sulfonates:

1) Rat reproduction study LOAEL = 250 mg/kg/day
based on decreased Day 21 female pup body
weight (Buehler, E. et al. 1971. Tox. Appl.
Pharmacol.18:83-91)

2) 9—month drinking water rat study LOAEL = 145
mg/kg/day based on decreased body weight
gain, and serum/ biochemical and enzymatic
changes in the liver andkidney (Yoneyama et al.
1976 Ann. Rep. Tokyo Metrop. Res. Lab. Public
Health 27(2):105-112)

3) 6—month rat dietary study LOAEL = 114 mg/kg/
day (0.2%) based on increased caecum weight
and slight kidney damage (Yoneyama et al 1972
Ann. Rep. Tokyo Metrop. Res. Lab. Public Health
24:409-440)

Incidental Oral and Inhalation short-term (1 to 30 | NOAEL = 48 Residential Subchronic (13—week) oral toxicity study in rats
days) and intermediate-term (1 to 6 months)-- mg/kg/day LOC for (NTP, 1992)
diethanolamine salt of alkyl (Cs-Ca4) | UFA = 10x MOE = 1,000 | Female LOAEL = 124 mg/kg/day based on
benzenesulfonic acid. UFy = 10x demyelination of the brain and spinal cord
FQPA SF = Male LOAEL = 97 mg/kg/day, based on decreased
10x testis and epididymis weight associated with de-
inhalation tox- generation of seminiferous epithelium, decreased
icity is as- numbers of spermatogenic cells, reduced size of
sumed to be seminiferous tubules, decreased sperm, sperm
equivalent to motility, and sperm count
oral toxicity

Dermal (short- and intermediate-term) -- dimethy
laminopropylamine, isopropylamine, ethano
lamine, and triethanolamine salts of alkyl (Cs-Cs4)
benzenesulfonic acid.

No systemic toxicity observed in available dermal toxicity study. Low potential for der-
mal absorption to ionized amine. No quantitative risk assessment required

Dermal (short- and intermediate-term) —
diethanolamine salt of alkyl (Cs-C.4) benzenesul-
fonic acid

NOAEL = 125
mg/kg/day

UFA = 10x

UF]—[ = 10x

FQPA SF =
10x

Residential
LOC for
MOE = 1,000
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TABLE 1.—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR ASABSA FOR USE IN HUMAN HEALTH RIsSK

ASSESSMENT—Continued

Exposure/Scenario

Point of Depar-
e ,ﬁ;}’sg’gty LOG tor Fidk
Factors Assessment

Study and Toxicological Effects

Cancer (oral, dermal, inhalation)

Classification: Based on SAR analysis, ASABSA is not expected to be carcinogenic. No
evidence of carcinogenicity in the available data or SAR analysis for alkyl benzene
sulfonates, dimethylaminopropylamine, isopropylamine, ethanolamine, and triethano

lamine. No concern for diethanolamine based on SAR analysis, limited evidence in ex-

perimental animals; not classifiable as to its carcinogenicity to humans

Point of Departure (POD) = A data point or an estimated point that is derived from observed dose-response data and used to mark the begin-
ning of extrapolation to determine risk associated with lower environmentally relevant human exposures. NOAEL = no observed adverse effect
level. LOAEL = lowest observed adverse effect level. UF = uncertainty factor. UFA = extrapolation from animal to human (interspecies). UFy =
potential variation in sensitivity among members of the human population (intraspecies). PAD = population adjusted dose (a=acute, c=chronic).
FQPA SF = FQPA Safety Factor. RfD = reference dose. MOE = margin of exposure. LOC = level of concern. N/A = not applicable.

C. Exposure Assessment

Very limited information is available
for ASABSA with respect to plant and
animal metabolism or environmental
degradation. The Agency relied
collectively on information provided on
the representative chemical structures,
the generic cluster structures, the
modeled physicochemical information,
as well as the structure-activity
relationship information. Additionally,
information on other surfactants and
chemicals of similar size and
functionality was considered to
determine the residues of concern for
these inert ingredients. ASABSA are
likely to be fully dissociated in solution.
If dissociated amine counter ion or
alkylbenzenesulfonic acid residues on
plants and livestock undergo any
metabolism or hydrolysis, they will
likely result as highly polar or
conjugated residues, which would not
be of concern.

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to ASABSA, EPA considered
exposure under the petitioned-for
exemptions from the requirement of a
tolerance. EPA assessed dietary
exposures from ASABSA in food as
follows:

i. Acute exposure. No adverse effects
attributable to a single exposure of
ASABSA were seen in the toxicity
databases. Therefore, an acute dietary
risk assessment for ASABSA is not
necessary.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
for ASABSA, EPA used food
consumption information from the U.S.
Department of Agriculture (USDA)
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII). As to residue levels
in food, no residue data were submitted
for ASABSA. In the absence of specific
residue data, EPA has developed an
approach which uses surrogate

information to derive upper bound
exposure estimates for the subject inert
ingredient. Upper bound exposure
estimates are based on the highest
tolerance for a given commodity from a
list of high-use insecticides, herbicides,
and fungicides. A complete description
of the general approach taken to assess
inert ingredient risks in the absence of
residue data can be found at http://
www.regulations.gov in the document
“Alkyl Amines Polyalkoxylates (Cluster
4): Acute and Chronic Aggregate (Food
and Drinking Water) Dietary Exposure
and Risk Assessments for the Inerts”, in
docket ID number EPA-HQ-OPP-2008—
0738.

In the dietary exposure assessment,
the Agency assumed that the residue
level of the inert ingredient would be no
higher than the highest tolerance for a
given commodity. Implicit in this
assumption is that there would be
similar rates of degradation (if any)
between the active and inert ingredient
and that the concentration of inert
ingredient in the scenarios leading to
these highest of tolerances would be no
higher than the concentration of the
active ingredient.

The Agency believes the assumptions
used to estimate dietary exposures lead
to an extremely conservative assessment
of dietary risk due to a series of
compounded conservatisms. First,
assuming that the level of residue for an
inert ingredient is equal to the level of
residue for the active ingredient will
overstate exposure. The concentrations
of active ingredient in agricultural
products are generally at least 50
percent of the product and often can be
much higher. Further, pesticide
products rarely have a single inert
ingredient; rather there is generally a
combination of different inert
ingredients used which additionally
reduces the concentration of any single
inert ingredient in the pesticide product
relative to that of the active ingredient.

EPA made a specific adjustment to the
dietary exposure assessment to account
for the use limitations of the amount of
diethanolamine salts of alkyl (Cs-Ca4)
benzenesulfonic acid that may be in
formulations (no more than 7%, which
corresponds to a concentration of 2%
diethanolamine) and assumed that the
diethanolamine salts of alkyl (Cs-Co4)
benzenesulfonic acid are at the
maximum limitations rather than at
equal quantities with the active
ingredient. This remains a very
conservative assumption because
surfactants are generally used at levels
far below these percentages. For
example, EPA examined several of the
pesticide products associated with the
tolerance/commodity combination
which are the driver of the risk
assessment and found that these
products did not contain surfactants at
levels greater than 2.25% and that none
of the surfactants were diethanolamine
salts of alkyl (Cs-C4) benzenesulfonic
acid.

Second, the conservatism of this
methodology is compounded by EPA’s
decision to assume that, for each
commodity, the active ingredient which
will serve as a guide to the potential
level of inert ingredient residues is the
active ingredient with the highest
tolerance level. This assumption
overstates residue values because it
would be highly unlikely, given the
high number of inert ingredients, that a
single inert ingredient or class of
ingredients would be present at the
level of the active ingredient in the
highest tolerance for every commodity.
Finally, a third compounding
conservatism is EPA’s assumption that
all foods contain the inert ingredient at
the highest tolerance level. In other
words, EPA assumed 100 percent of all
foods are treated with the inert
ingredient at the rate and manner
necessary to produce the highest residue
legally possible for an active ingredient.
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In summary, EPA chose a very
conservative method for estimating
what level of inert residue could be on
food, and then used this methodology to
choose the highest possible residue that
could be found on food and assumed
that all food contained this residue. No
consideration was given to potential
degradation between harvest and
consumption even though monitoring
data shows that tolerance level residues
are typically one to two orders of
magnitude higher than actual residues
in food when distributed in commerce.

Accordingly, although sufficient
information to quantify actual residue
levels in food is not available, the
compounding of these conservative
assumptions will lead to a significant
exaggeration of actual exposures. EPA
does not believe that this approach
underestimates exposure in the absence
of residue data.

iii. Cancer. The Agency used a
qualitative structure activity
relationship (SAR) database, DEREK11,
to determine if there were structural
alerts suggestive of carcinogenicity. No
structural alerts for carcinogenicity were
identified. Additionally, there is not
evidence of carcinogenicity of the
ASABSA amine or alkylbenzenesulfonic
acid constituents. Therefore, a cancer
dietary exposure assessment is not
necessary to assess cancer risk.

iv. Anticipated residue and percent
crop treated (PCT) information. EPA did
not use anticipated residue and/or PCT
information in the dietary assessment
for ASABSA. Tolerance level residues
and/or 100% crop treated were assumed
for all food commodities.

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

A screening level drinking water
analysis, based on the Pesticide Root
Zone Model/Exposure Analysis
Modeling System (PRZM/EXAMS) was
performed to calculate the estimated
drinking water concentrations (EDWGCs)
of ASABSA. Modeling runs on four
surrogate inert ingredients using a range
of physical chemical properties that
would bracket those of ASABSA were
conducted. Modeled acute drinking
water values ranged from 0.001 parts
per billion (ppb) to 41 ppb. Modeled
chronic drinking water values ranged

from 0.0002 ppb to 19 ppb. Further
details of this drinking water analysis
can be found at http://
www.regulations.gov in the documents
“Dimethylaminopropylamine,
Isopropylamine, Ethanolamine and
Triethanolamine Salts of Alkyl (Cs-Ca4)
Benzenesulfonic Acid (JITF CST 8 Inert
Ingredients). Human Health Risk
Assessment to Support Proposed
Exemption from the Requirement of a
Tolerance When Used as Inert
Ingredients in Pesticide Formulations
and Diethanolamine Salt of Alkyl (Cs-
C>4) Benzenesulfonic Acid (DEA - JITF
CST 8 Inert Ingredient). Human Health
Risk Assessment to Support Proposed
Exemption from the Requirement of a
Tolerance When Used as Inert
Ingredients in Pesticide Formulations,”
in docket ID number EPA-HQ-OPP—
2008-0889.

For the purpose of the screening level
dietary risk assessment to support this
request for an exemption from the
requirement of a tolerance for ASABSA,
a conservative drinking water
concentration value of 100 ppb based on
screening level modeling was used to
assess the contribution to drinking
water for chronic dietary risk
assessments for the parent compounds
and for the metabolites of concern.
These values were directly entered into
the dietary exposure model.

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). ASABSA
may be used as inert ingredients in
pesticide products that are registered for
specific uses that may result in outdoor
residential exposures. A screening level
residential exposure and risk
assessment was completed for pesticide
products containing ASABSA as inert
ingredients. In this assessment,
representative scenarios, based on end-
use product application methods and
labeled application rates, were selected.
For each of the use scenarios, the
Agency assessed residential handler
(applicator) inhalation and dermal
exposure for use scenarios with high
exposure potential (i.e., exposure
scenarios with high-end unit exposure
values) to serve as a screening
assessment for all potential residential
pesticides containing ASABSA.
Similarly, residential postapplication
dermal and oral exposure assessments
were also performed utilizing high-end
exposure scenarios. Further details of
this residential exposure and risk
analysis can be found at http://
www.regulations.gov in the document

“JITF Inert Ingredients. Residential and
Occupational Exposure Assessment
Algorithms and Assumptions Appendix
for the Human Health Risk Assessments
to Support Proposed Exemption from
the Requirement of a Tolerance When
Used as Inert Ingredients in Pesticide
Formulations,” in docket ID number
EPA-HQ-OPP-2008-0710.

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

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

D. Safety Factor for Infants and
Children

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

2. Prenatal and postnatal
sensitivity.—i. Dimethylaminopro-
pylamine, isopropylamine, ethanol
amine, and triethanolamine salts of
alkyl (Cs-Ca4) benzenesulfonic acid. The
available mammalian toxicology
database for dimethylaminopro
pylamine, isopropylamine,
ethanolamine, and triethanolamine salts
of alkyl (Cs-Cz4) benzenesulfonic is
complete with respect to assessing the
increased susceptibility to infants and
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children as required by FQPA for the
dimethylaminopropylamine, isopro
pylamine, ethanolamine and triethan-
olamine salts of alkyl (Cs-Cz4) benzene
sulfonic acid. There was no increased
susceptibility to the offspring of rats
following prenatal and postnatal
exposure in the OPPTS Harmonized
Test Guidelines 870.3550 and 870.3650
reproductive/developmental screening
studies, and developmental effects
studies.

There was no increased susceptibility
to the offspring of rats following
prenatal and postnatal exposure in the
OPPTS Harmonized Test Guideline
870.3650 study with isopropylamine
dodecylbenzene sulfonate.
Developmental toxicity was not
observed, whereas parental toxicity was
manifested as excessive salivation in
both sexes, soft feces in males, and
lesions of the forestomach in both sexes.
No increased susceptibility was
observed in offspring of rats following
exposure in the OPPTS Harmonized
Test Guideline 870.3550 study with
dimethylaminopropylamine.
Developmental toxicity was not
observed, whereas parental toxicity was
manifested as decreased body-weight
gain and clinical signs. Susceptibility
was not demonstrated in the offspring in
a rat developmental toxicity study with
isopropylamine following inhalation
exposure. Developmental toxicity was
not observed, whereas parental toxicity
was manifested as decreased body
weight and body-weight gain. In
developmental toxicity studies with
ethanolamine following dermal (rat and
rabbit) exposure, developmental and
maternal toxicity were not observed. In
a developmental toxicity study,
increased susceptibility to the offspring
was not observed following oral
exposure to ethanolamine.
Developmental toxicity was observed
(decreased body weight in female
fetuses on PND 1-4) at the same dose
level where maternal toxicity was
observed (decreased body weight during
the latter part of gestation and
throughout lactation). Since a clear
NOAEL of 120 mg/kg/day was identified
for offspring effects, and the selected
point of departure of 50 mg/kg/day
(mortality and clinical signs) for the
dietary and inhalation risk assessments
is protective of the offspring effects,
there are no residual concerns.

There is no evidence in the available
toxicity studies or scientific literature to
indicate neurotoxic effects of these
amines in laboratory animals. The
clinical signs observed in females in the
28-day study with
dimethylaminopropylamine (stilted gait

and decreased spontaneous activity are
considered agonal in nature.

The prenatal developmental and
reproduction studies with alkylbenzene
sulfonates showed no qualitative or
quantitative evidence of increased
susceptibility. Several reproduction and
many developmental studies have been
performed with alkylbenzene sulfonates
in a number of animal species. In the
developmental studies, whenever
toxicity was observed in adults, it was
generally for mild effects (slight body
weight changes, intestinal disturbances)
except for severe dermal irritation
effects in dermal developmental studies.
Any developmental toxicity observed in
these same studies included minor
increases in visceral/skeletal anomalies
and some fetal losses; but only at
maternally toxic doses. In one
reproduction study, there were slight
changes in hematology and
histopathology (both within historical
control ranges) and slight decreases in
body weight in the offspring at the
highest dose of 250 mg/kg/day (at which
there were no effects on the parental
generation). There were no effects in
either the parents or offspring in the
other two alkyl benzensulfonate
reproductive toxicity studies at the high
dose tested of 70 and 170 mg/kg/day,
respectively.

i1. Diethanolamine salt of alkyl (Cs-
Ca4) benzenesulfonic acid (DEA). There
is no OPPTS Harmonized Test
Guideline 870.3650 combined repeated
dose toxicity study with the
reproduction/developmental toxicity
screening test available on DEA. The
toxicology database on DEA consists of
open literature studies that include oral
and dermal exposure developmental
toxicity studies in rats and a dermal
exposure developmental toxicity study
in rabbits. There are no reproductive
toxicity or neurotoxicity studies
available on DEA.

No evidence of increased
susceptibility to the offspring of rats or
rabbits following prenatal dermal
exposure was located. There was
qualitative prenatal susceptibility in the
rat oral developmental toxicity study.
The developmental findings with a
NOAEL of 50 mg/kg/day were well-
characterized and included increased
developmental sensitivity in the form of
increased postnatal day (PND) 0 through
4 mortality and post implantation loss,
and reduced pup body weight at 125
mg/kg/day (developmental LOAEL). The
maternal toxicity NOAEL/LOAEL of 50/
125 mg/kg/day was based on increased
absolute liver weight. Developmental
toxicity was demonstrated in the rat
following dermal exposure to the
maternal animal during gestation days

(GD) 6 through 15, as evidenced by
increased incidence of skeletal
variations at 1500 mg/kg/day (HDT).
The NOAEL for developmental toxicity
was 500 mg/kg/day; the LOAEL for
maternal toxicity was 150 mg/kg (LDT)
based on microcytic anemia with
abnormal red blooc cell morphology.
The degree of concern for the increased
qualitative susceptibility seen in the
oral developmental toxicity study in rats
(prenatal exposure) is low since a clear
NOAEL/LOAEL was established for oral
developmental toxicity and since a more
sensitive endpoint of concern (48 mg/
kg/day, the NOAEL from the rat
subchronic toxicity study) has been
utilized in assessing the risks from
incidential and chronic oral exposure to
the diethanolamine salt of alkyl (C8-
C24) benzenesulfonic acid.

Demyelination has been observed in
the brain (medulla) and spinal cord of
rats following oral and dermal exposure,
and decreased testis and epididymis
weights associated with degeneration of
seminiferous epithelium, decreased
numbers of spermatogenic cells,
reduced size of seminiferous tubules,
decreased sperm; decreased sperm
motility and sperm count have been
observed in male rats following oral
exposure.

DEA is structurally related to the
essential nutrient choline, and choline
deficiency during pregnancy has been
shown to reduce neurogenesis and
increase apoptosis in rat and mouse
fetal hippocampus. In the open
literature, DEA has been shown to alter
neurogenesis and induce apoptosis in
fetal mouse hippocampus following
dermal exposure of the maternal animal
to DEA during pregnancy.

The existing toxicology database is
not adequate for assessing the
sensitivity of infants and children to
DEA exposure because a reproduction
study is not available and in light of the
findings in adult animals
(demyelination in the brain and spinal
cord and degeneration of the
seminiferous tubules of the testis) that
suggest the potential for developmental,
reproductive, and/or
neurodevelopmental toxicity in the
young animal. The particular findings in
the parental animals lead to
uncertainties for the offspring. There is
a concern for neurodevelopment since
this is not addressed in the currently
available database.

3. Conclusion.—i. Dimethylaminopro
pylamine, isopropylamine, ethanol
amine, and triethanolamine salts of
alkyl (Cs-Cy4) benzenesulfonic acid. EPA
has determined that reliable data show
that the safety of infants and children
would be adequately protected if the
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FQPA SF were reduced to 1X. That
decision is based on the following
findings:

a. The toxicity database for dimethyl
aminopropylamine, isopropylamine,
ethanolamine, and triethanolamine salts
of alkyl (Cs-Cz4) benzenesulfonic acid is
considered adequate for assessing the
risks to infants and children to dimethyl
aminopropylamine, isopropylamine,
ethanolamine and triethanolamine salts
of alkyl (Cs-Cz4) benzenesulfonic acid
exposures (the available studies are
described in Unit IV.D.2.).

b. No susceptibility was demonstrated
in the offspring in the OPPTS
Harmonized Guideline 870.3650
combined repeated dose toxicity study
with the reproduction/developmental
toxicity screening test in rats with
isopropylamine dodecylbenzene
sulfonate following prenatal and
postnatal exposure.

c. No susceptibility was demonstrated
in the offspring in the OPPTS
Harmonized Guideline 870.3550
reproduction/developmental toxicity
screening test with
dimethylaminopropylamine following
prenatal and postnatal exposure.

d. No susceptibility was demonstrated
in the offspring in an inhalation
developmental toxicity study with
isopropylamine.

e. The prenatal developmental and
reproduction studies with alkylbenzene
sulfonates showed no qualitative or
quantitative evidence of increased
susceptibility. Slight changes in
hematology and histopathology (both
within historical control ranges) and
slight decreases in body weight in the
offspring at the highest dose of 250 mg/
kg/day (at which there were no effects
on the parental generation) were seen
with alkylbenzenesulfonate in one
reproduction study, however there were
no effects in either the parents or
offspring in the other two alkyl
benzensulfonate reproductive toxicity
studies at the high dose tested of 70 mg/
kg/day and 170 mg/kg/day, respectively.
Since the selected point of departure of
50 mg/kg/day (mortality and clinical
signs) for the dietary and inhalation risk
assessments is protective of the
offspring effects, there are no residual
concerns.

f. No susceptibility was demonstrated
in the offspring in dermal (rat and
rabbit) and oral (rat) developmental
toxicity studies with ethanolamine.
Developmental toxicity was observed
following oral exposure with
ethanolamine at the same dose level
where maternal toxicity was observed.
Since a clear NOAEL of 120 mg/kg/day
was identified for offspring effects, and
the selected point of departure of 50 mg/

kg/day (mortality and clinical signs) for
the dietary and inhalation risk
assessments is protective of the
offspring effects, there are no residual
concerns.

g. No evidence of neurotoxicity was
demonstrated in the database for
alkylbenzene sulfonates,
dimethylaminopropylamine,
isopropylamine, ethanolamine, and
triethanolamine and isopropylamine
salt of dodecylbenzenesulfonic acid and
thus there is no need for a
developmental neurotoxicity study or
additional UFs to account for
neurotoxicity.

h. There are no residual uncertainties
identified in the exposure databases.
The food and drinking water assessment
is not likely to underestimate exposure
to any subpopulation, including those
comprised of infants and children. The
food exposure assessments are
considered to be highly conservative as
they are based on the use of the highest
tolerance level from the surrogate
pesticides for every food and 100 PCT
is assumed for all crops. EPA also made
conservative (protective) assumptions in
the ground and surface water modeling
used to assess exposure to ASABSA in
drinking water. EPA used similarly
conservative assumptions to assess post
application exposure of children as well
as incidental oral exposure of toddlers.
These assessments will not
underestimate the exposure and risks
posed by ASABSA.

ii. Diethanolamine salts of alkyl (Cs-
Cz4) benzenesulfonic acid. EPA has
determined that the FQPA SF should be
retained. That decision is based on the
following findings:

a. Although no increased
susceptibility was demonstrated in the
offspring in the available dermal studies
in rats and rabbits following prenatal
exposure to DEA, and the degree of
concern is low for the increased
qualitative susceptibility seen in the
oral developmental toxicity study in
rats, considering the limited data in the
literature on DEA, which indicate a
potential for developmental and/or
reproductive and/or developmental
neurotoxicity effects, the toxicology
database for DEA is not considered
adequate for assessing the sensitivity of
infants and children to DEA when used
as an inert ingredient (the available
studies are described in Unit IV.D.2.).

b. There are no neurotoxicity studies
available on DEA.

c. There are no reproductive toxicity
studies available on DEA.

d. There are no developmental
toxicity studies available on DEA that
assess neurodevelopment.

E. Aggregate Risks and Determination of
Safety

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

1. Acute risk.There was no hazard
attributable to a single exposure seen in
the toxicity database for ASABSA.
Therefore, ASABSA are not expected to
pose an acute risk.

2. Chronic risk. A chronic aggregate
risk assessment takes into account
exposure estimates from chronic dietary
consumption of food and drinking
water. Using the exposure assumptions
discussed in this unit for chronic
exposure, including the limitation of
use of diethanolamine salts of alkyl (Cs-
C»4) benzenesulfonic acid to not more
than 7% of the pesticide product, the
chronic dietary exposure from food and
water to dimethylaminopropylamine,
isopropylamine, ethanolamine and
triethanolamine salts of alkyl (Cg-Ca4)
benzenesulfonic acid, is 23% of the
cPAD for the U.S. population and 75%
of the cPAD for children 1 to 2 years
old, the most highly exposed population
subgroup. The chronic dietary exposure
from food and water to diethanolamine
salts of alkyl (Cs-Cz4) benzenesulfonic
acid is 19% of the cPAD for the U.S.
population and 56% of the cPAD for
children 1 to 2 years old, the most
highly exposed population subgroup.

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

ASABSA are used as inert ingredients
in pesticide products that are currently
registered for uses that could result in
short-term residential exposure and the
Agency has determined that it is
appropriate to aggregate chronic
exposure through food and water with
short-term residential exposures to
ASABSA. Using the exposure
assumptions described in this unit, EPA
has concluded that the combined short-
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term aggregated food, water, and
residential exposures result in aggregate
MOE:s of 220 and 260 for adult males
and females, respectively. Adult
residential exposure combines high end
outdoor dermal and inhalation handler
exposure with a high end post
application dermal exposure from
contact with treated lawns. EPA has
concluded the combined short-term
aggregated food, water, and residential
exposures result in an aggregate MOE of
110 for children. Children’s residential
exposure includes total exposures
associated with contact with treated
lawns (dermal and hand-to-mouth
exposures). As the level of concern is for
MOEs that are lower than 100, these
MOE:s are not of concern.

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

ASABSA are used as inert ingredients
in pesticide products that are currently
registered for uses that could result in
intermediate-term residential exposure
and the Agency has determined that it
is appropriate to aggregate chronic
exposure through food and water with
intermediate-term residential exposures
to ASABSA. Using the exposure
assumptions described in this unit, EPA
has concluded that the combined
intermediate-term aggregated food,
water, and residential exposures result
in aggregate MOEs of 540 and 570 for
adult males and females, respectively.
Adult residential exposure includes
high end post application dermal
exposure from contact with treated
lawns. EPA has concluded that the
combined intermediate-term aggregated
food, water, and residential exposures
result in an aggregate MOE of 110 for
children. Children’s residential
exposure includes total exposures
associated with contact with treated
lawns (dermal and hand-to-mouth
exposures). As the level of concern is for
MOEs that are lower than 100, these
MOE:s are not of concern.

5. Aggregate cancer risk for U.S.
population. The Agency has not
identified any concerns for
carcinogenicity relating to ASABSA.

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 or to infants and children
from aggregate exposure to residues of
ASABSA.

V. Other Considerations

A. Analytical Enforcement Methodology

An analytical method is not required
for enforcement purposes since the
Agency is establishing an exemption
from the requirement of a tolerance
without any numerical limitation.

B. International Residue Limits

The Agency is not aware of any
country requiring a tolerance for
ASABSA nor have any CODEX
Maximum Residue Levels been
established for any food crops at this
time.

VI. Conclusion

Therefore, an exemption from the
requirement of a tolerance is established
for residues of
dimethylaminopropylamine,
isopropylamine, ethanolamine, and
triethanolamine salts of alkyl (Cs-Cz4)
benzenesulfonic acid when used as an
inert ingredient in pesticide
formulations applied to growing crops
under 40 CFR 180.920 and to animals
under 40 CFR 180.930 and to
diethanolamine salts of alkyl (Cs-Cz4)
benzenesulfonic acid when used as an
inert ingredient at levels not to exceed
7% by weight in pesticide formulations
applied to growing crops under 40 CFR
180.920 and to animals under 40 CFR
180.930.

VII. Statutory and Executive Order
Reviews

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

Populations (59 FR 7629, February 16,
1994).

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

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

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

VIIL Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).
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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 30, 2009.
Lois Rossi,
Director, Registration Division, 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 asfollows:

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

m 2.In § 180.920, the table is amended
by adding alphabetically the following
inert ingredients:

§180.920 Inert ingredients used pre-
harvest; exemptions from the requirement
of a tolerance.

* * * * *

Inert Ingredients

Limits Uses

Diethanolamine salts of alkyl (Cs-C.4) benzenesulfonic acid (CAS Reg. Nos. 26545-53—

9 and 68953-97-9).

Dimethylaminopropylamine, isopropylamine, ethanolamine, and triethanolamine salts of
alkyl (Cs-C.4) benzenesulfonic acid (CAS Reg. Nos. 26264-05-1, 27323-41-7,
55470-69-4, 68411-31-4, 68584-24-7, 68584-25-8, 68648-81-7, 68648-96—4,
68649-00-3, 68910-32-7, 68953-93-5, 90194-42-6, 90194-53-9, 90218-35-2,
157966-96—-6, 319926-68-6, 877677-48-0, 1093628—27-3).

* * * * * * *

* * * * * * *

* * * * *

Not to exceed 7% of pes-
ticide formulation.

Surfactants, related adju-
vants of surfactants

Surfactants, related adju-
vants of surfactants

m 3.In §180.930, the table is amended
by adding alphabetically the following
inert ingredients:

§ 180.930 Inert ingredients applied to
animals; exemptions from the requirement
of a tolerance.

* * * * *

Inert Ingredients

Limits Uses

Diethanolamine salts of alkyl (Cs-C»4) benzenesulfonic acid (CAS Reg. Nos. 26545-53—

9 and 68953-97-9).

Dimethylaminopropylamine, isopropylamine, ethanolamine, and triethanolamine salts of
alkyl (Cg-C.4) benzenesulfonic acid (CAS Reg. Nos. 26264-05-1, 27323-41-7,
55470-69-4, 68411-31-4, 68584-24-7, 68584-25-8, 68648-81-7, 68648-96—4,
68649-00-3, 68910-32-7, 68953-93-5, 90194-42-6, 90194-53-9, 90218-35-2,
157966-96—-6, 319926-68-6, 877677-48-0, 1093628—27-3).

* * * * * * *

* * * * * * *

* * * * *

Not to exceed 7% of pes-
ticide formulation.

Surfactants, related adju-
vants of surfactants

Surfactants, related adju-
vants of surfactants

[FR Doc. E9-18698 Filed 8—4—09; 8:45 am]|
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2009-0145; FRL—8430-1]

Alkyl Alcohol Alkoxylates; Exemption
from the Requirement of a Tolerance

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

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for [residues] of a-alkyl-o-
hydroxypoly (oxypropylene) and/or
poly (oxyethylene) polymers where the
alkyl chain contains a minimum of six
carbons when used as an inert
ingredient in pesticide formulations.
The Joint Inerts Task Force (JITF),

Cluster Support Team Number 1,
submitted a petition to EPA under the
Federal Food, Drug, and Cosmetic Act
(FFDCA), requesting an exemption from
the requirement of a tolerance. This
regulation eliminates the need to
establish a maximum permissible level
for residues of a-alkyl-o-hydroxypoly
(oxypropylene) and/or poly
(oxyethylene) polymers where the alkyl
chain contains a minimum of six
carbons.

DATES: This regulation is effective
August 5, 2009. Objections and requests
for hearings must be received on or
before October 5, 2009, and must be
filed in accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2009-0145. All documents in the
docket are listed in the docket index

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

FOR FURTHER INFORMATION CONTACT:
Kerry Leifer, Registration Division
(7505P), Office of Pesticide Programs,
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Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308—-8811; e-mail address:
leifer.kerry@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 those engaged in the
following activities:

¢ Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

e Pesticide manufacturing (NAICS
code 32532).

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

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

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

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions

provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ—
OPP-2009-0145 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
before October 5, 2009.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2009-0145, by one of the
following methods:

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

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

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

II. Background

In the Federal Register of April 15,
2009 (74 FR 17487) (FRL-8409-7), EPA
issued a notice pursuant to section 408
of FFDCA, 21 U.S.C. 346a, announcing
the receipt of a pesticide petition (PP
[9E7534]) filed by The Joint Inerts Task
Force, Cluster Support Team 1 (CST 1),
c/o CropLife America, 1156 15th Street,
NW., Suite 400, Washington, DG 20005.
The petition requested that 40 CFR
180.910, 40 CFR 180.930, 40 CFR
180.940a, and 40 CFR 180.960 be
amended by establishing an exemption
from the requirement of a tolerance for
residues of a group of substances known
as o-alkyl-o-hydroxypoly
(oxypropylene) and/or poly
(oxyethylene) polymers where the alkyl
chain contains a minimum of 6 carbons,
herein referred to in this document as
AAA. AAAs are used as inert
ingredients in pesticide products. That
notice referenced a summary of the
petition prepared by The Joint Inerts

Task Force (JITF), Cluster Support Team
Number 1 (CST 1)], the petitioner,
which is available to the public in the
docket, http://www.regulations.gov.
There were no comments received in
response to the notice of filing.

This petition was submitted in
response to a final rule of August 9,
2006, (71 FR 45415) in which the
Agency revoked, under section 408(e)(1)
of the Federal Food, Drug, and Cosmetic
Act (FFDCA), the existing exemptions
from the requirement of a tolerance for
residues of certain inert ingredients
because of insufficient data to make the
determination of safety required by
FFDCA section 408(b)(2). The expiration
date for the tolerance exemptions
subject to revocation was August 9,
2008, which was later extended to
August 9, 2009 by a final rule published
in the Federal Register of August 4,
2008 (73 FR 45312) to allow for data to
be submitted to support the
establishment of tolerance exemptions
for these inert ingredients prior to the
effective date of the tolerance exemption
revocation.

Depending on the degree of
alkoxylation, each of the AAA
substances included in the petition can
vary in number average molecular
weight from a range of approximately
260 to 4,000. In the case where the
minimum number average molecular
weight of an AAA is 1,100 or more, the
petition’s basis of support for the
establishment of an exemption from the
requirement of a tolerance under 40 CFR
180.960 is the fact that such high
molecular weight AAAs would meet the
criteria for a low-risk polymer as
defined in 40 CFR 723.250. For the
remaining AAAs (i.e., the ones with
molecular weights between 260 and
1,100), the petition seeks to establish
tolerance exemptions for all AAAs
under 40 CFR 180.910, 40 CFR 180.930,
and 40 CFR 180.940(a). Therefore, in its
consideration of the petition the Agency
has conducted an assessment specific to
the establishment of an exemption from
the requirement of a tolerance for the
lower weight AAAs under 40 CFR
180.910, 40 CFR 180.930, and 40 CFR
180.940(a) as well as an assessment
specific to the establishment of an
exemption from the requirement of a
tolerance under 40 CFR 180.960 for the
“high molecular weight” AAAs.

IIL. Inert Ingredient Definition

Inert ingredients are all ingredients
that are not active ingredients as defined
in 40 CFR 153.125 and include, but are
not limited to, the following types of
ingredients (except when they have a
pesticidal efficacy of their own):
Solvents such as alcohols and
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hydrocarbons; surfactants such as
polyoxyethylene polymers and fatty
acids; carriers such as clay and
diatomaceous earth; thickeners such as
carrageenan and modified cellulose;
wetting, spreading, and dispersing
agents; propellants in aerosol
dispensers; microencapsulating agents;
and emulsifiers. The term ““inert” is not
intended to imply nontoxicity; the
ingredient may or may not be
chemically active. Generally, EPA has
exempted inert ingredients from the
requirement of a tolerance based on the
low toxicity of the individual inert
ingredients.

IV. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish an exemption
from the requirement of 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. First,
EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings.

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
exemption from the requirement of a
tolerance for residue of AAAs when
used as an inert ingredient in pesticide
formulations applied pre- and post-
harvest, applied to livestock, and used
in antimicrobial formulations, and as a

low risk polymer as defined in 40 CFR
723.250. EPA’s assessment of exposures
and risks associated with establishing
tolerances follows.

A. Toxicological Profile

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

1. For lower weight AAAs under 40
CFR 180.910, 40 CFR 180.930, and 40
CFR 180.940a. The available toxicology
database includes acute studies,
subchronic (rat and dog) studies, a
mutagenicity study, three OPPTS
Harmonized Guideline 870.3650
combined repeated dose toxicity studies
with the reproduction/developmental
toxicity screening tests, an OPPTS
Harmonized Guideline 870.3550
reproduction/developmental toxicity
screening test, an OPPTS harmonized
Test Guideline 870.3800 reproduction
and fertility effects study, and
reproduction and developmental effects
studies.

The AAAs are not acutely toxic by the
oral and dermal routes of exposure
under normal use conditions.
Concentrated materials are generally
moderate to severe eye and skin irritants
and may be skin sensitizers. There is no
evidence of mutagenicity in the Ames
assay (bacterial strains).

Following subchronic exposure to rats
and dogs, decreases in body weight and
food consumption were observed, but
no specific target organ toxicity or
neurotoxicity was seen. No effects were
detected in a functional observational
battery (FOB) or motor activity
assessment. In a 90—-day dermal toxicity
study with AAA surfactant, no systemic
toxicity was observed at doses up to 125
mg/kg/day (the highest dose tested). In
an OPPTS Harmonized Guideline
870.3650 study with the AAA surfactant
CAS No. 9004-98-2, parental toxicity
observed at 110 mg/kg/day included
decreased absolute and relative thymus
weight, decreased body weight gain and
decreased food consumption in females,
and clinical signs in both sexes. These
clinical signs are indicative of local
irritation effects rather than systemic
effects and thus were not used as a basis
for evaluating the safety of the AAA
surfactants. No reproductive or
developmental/offspring toxicity was
observed. In the second OPPTS
Harmonized Guideline 870.3650 study
with the AAA surfactant CAS 103818-

93-5, parental systemic toxicity was
observed at 300 mg/kg/day (HDT), based
on decreased body weight gain (in
males) and clinical signs (orange/red
perioral staining and moderate
salivation) in both sexes. No
reproductive or developmental/
offspring toxicity was observed. In the
third OPPTS Harmonized Guideline
870.3650 study with the AAA surfactant
CAS RN 64366—70—7, parental systemic
toxicity was observed at 500 mg/kg/day
(HDT), based on decreased body weight
in males. No reproductive or
developmental/offspring toxicity was
observed.

In an OPPTS Harmonized Test
Guideline 870.3550 reproduction/
developmental toxicity screening test
with the AAA surfactant CAS No.
84133-50-6, parental toxicity was
observed at 470 mg/kg/day based on
clinical signs (ptosis and hypoactivity),
decreased absolute body weight, body
weight gain, and food consumption.
Reproductive toxicity was observed, as
evidenced by the microscopic changes
in the testes and epididymides
(testicular atrophy, increased
intraluminal exfoliated spermatogenic
cells in epididymides, and dilated
seminiferous tubules). Developmental/
offspring toxicity was observed at 470
mg/kg/day (the highest dose tested),
based on decreased litter size and
increased postimplantation loss.

In a reproduction and developmental
effects study with the AAA surfactant
CAS 68951-67-7, the only significant
effects observed in female rats were
decreased body weight and body weight
gain during premating at 400.8 mg/kg/
day. At this maternally toxic dose,
offspring toxicity observed was
decreased body weight on lactation day
(LD) 21 (both sexes in Fia, FiB, Faa, and
F,g). No treatment-related effects were
observed on reproductive parameters.

In an OPPTS Harmonized Test
Guideline 870.3800 reproduction and
fertility effects study with AAA
surfactant CAS 68951-67-7, clinical
signs observed at 250 mg/kg/day were
increased incidences of lachrymation,
incidences of unkemptness, hunched
posture, chromodacryorrhea and
periocular swelling in FO and F1
females. These effects may be attributed
to local irritant effects. No treatment-
related effects were observed on
reproduction or the offspring at 250 mg/
kg/day (HDT).

It is generally accepted that increased
ethoxylation decreases lipophilicity
resulting in decreased absorption and
decreased toxicity. The lower molecular
weight AAAs would be expected to be
absorbed and distributed more readily
than higher molecular weight AAAs and
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therefore to potentially be more toxic.
The representative ethoxylated
compounds tested have the lowest
weight percent ethoxylation and lowest
molecular weight of the series and are
potentially the most bioavailable of the
series. Although metabolism data are
not available, the major metabolic
pathway for AAA surfactants is
expected to include the hydrolysis of
ether linkage to the corresponding alkyl
alcohol and polyalkoxylate (POE or
POE/POP) group which subsequently
undergoes oxidative degradation and/or
excretion.

There is no evidence that the AAA
surfactants are carcinogenic. The
Agency used a qualitative structure
activity relationship (SAR) database,
DEREK Version 11, to determine if there
were structural alerts. No structural
alerts were identified. In addition, there
was little concern about any of the
postulated metabolites having greater
toxicity than the parent compounds.

Specific information on the studies
received and the nature of the adverse
effects caused by AAA, as well as, the
no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in document
Alkyl Alcohol Alkoxylates (AAA - JITF
CST 1 Inert Ingredient). Human Health
Risk Assessment to Support Proposed
Exemption from the Requirement of a
Tolerance When Used as an Inert
Ingredient in Pesticide Formulations at
pp 13-20 and pp 61-75 in docket ID
number EPA-HQ-OPP-2009-0145.

2. For the high molecular weight
AAAs under 40 CFR 180.960. In the case
of certain chemical substances that are
defined as polymers, the Agency has
established a set of criteria to identify
categories of polymers expected to
present minimal or no risk. The
definition of a polymer is given in 40
CFR 723.250(b) and the exclusion
criteria for identifying these low-risk
polymers are described in 40 CFR
723.250(d). The high molecular weight
AAAs conform to the definition of a
polymer given in 40 CFR 723.250(b) and

meet the following criteria that are used
to identify low-risk polymers.

i. The polymer is not a cationic
polymer nor is it reasonably anticipated
to become a cationic polymer in a
natural aquatic environment.

ii. The polymer does contain as an
integral part of its composition the
atomic elements carbon, hydrogen, and
oxygen.

iii. The polymer does not contain as
an integral part of its composition,
except as impurities, any element other
than those listed in 40 CFR
723.250(d)(2)(ii).

iv. The polymer is neither designed
nor can it be reasonably anticipated to
substantially degrade, decompose, or
depolymerize.

v. The polymer is manufactured or
imported from monomers and/or
reactants that are already included on
the TSCA Chemical Substance
Inventory or manufactured under an
applicable TSCA section 5 exemption.

vi. The polymer is not a water
absorbing polymer with a number
average molecular weight (MW) greater
than or equal to 10,000 daltons.

Additionally, the polymers also meet
as required the following exemption
criteria specified in 40 CFR 723.250(e).

The polymer’s number average MW of
1,100 daltons is greater than 1,000 and
less than 10,000 daltons. The polymer
contains less than 10% oligomeric
material below MW 500 and less than
25% oligomeric material below MW
1,000, and the polymer does not contain
any reactive functional groups.

Thus, the high molecular weight
AAAs meet the criteria for a polymer to
be considered low risk under 40 CFR
723.250. Generally, polymers of this size
would be poorly absorbed by all routes
of exposure, including through the
intact gastrointestinal tract or through
intact human skin, and therefore, no
mammalian toxicity is anticipated from
dietary, inhalation, or dermal exposure
to the high molecular weight AAAs.

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, a toxicological point of departure

(POD) is identified as the basis for
derivation of reference values for risk
assessment. The POD may be defined as
the highest dose at which no adverse
effects are observed (the NOAEL) in the
toxicology study identified as
appropriate for use in risk assessment.
However, if a NOAEL cannot be
determined, the lowest dose at which
adverse effects of concern are identified
(the LOAEL) or a Benchmark Dose
(BMD) approach is sometimes used for
risk assessment. Uncertainty/safety
factors (UFs) are used in conjunction
with the POD to take into account
uncertainties inherent in the
extrapolation from laboratory animal
data to humans and in the variations in
sensitivity among members of the
human population as well as other
unknowns. Safety is assessed for acute
and chronic dietary risks by comparing
aggregate food and water exposure to
the pesticide to the acute population
adjusted dose (aPAD) and chronic
population adjusted dose (cPAD). The
aPAD and cPAD are calculated by
dividing the POD by all applicable UFs.
Aggregate short-, intermediate-, and
chronic-term risks are evaluated by
comparing food, water, and residential
exposure to the POD to ensure that the
margin of exposure (MOE) called for by
the product of all applicable UFs is not
exceeded. This latter value is referred to
as the Level of Concern (LOC).

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

1. For the lower weight AAAs under
40 CFR 180.910, 40 CFR 180.930, and 40
CFR 180.940a. A summary of the
toxicological endpoints for the AAAs
used for human heatlh risk assessment
is shown in the following Table.

TABLE—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR THE AAAS FOR USE IN HUMAN HEALTH RISK

ASSESSMENT
ture and Urcer- | D, PAD, LOG
Exposure/Scenario f for Risk Assess- Study and Toxicological Effects
tainty/Safety ment
Factors

Acute dietary (all populations)

No appropriate endpoint was identified for acute dietary assessment.
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TABLE—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR THE AAAS FOR USE IN HUMAN HEALTH RISK
ASSESSMENT—Continued

. fure and Unier. | D, PAD, LOC .
Exposure/Scenario tainty/Safet for Risk Assess- Study and Toxicological Effects
y/satety ment
Factors
Chronic dietary (all populations) NOAEL= 168 Chronic RfD = OPPTS harmonized Test Guideline 870.3550 reproduction/devel-
mg/kg/day 1.68 mg/kg/ opmental toxicity screening test MRID 47676801 (2009) LOAEL
UFA = 10x day = 470 mg/kg/day based on one maternal death (GD 22), de-
UFu = 10x cPAD = 1.68 creased body weight, body weight gain, and food consumption,
FQPA SF = 1x mg/kg/day increased clinical signs (ptosis and hypoactivity), and micro-
scopic changes of the testes and epididymides (testicular atro-
phy, increased intraluminal exfoliated spermatogenic cells in
epididymides, and dilated seminiferous tubules) in parental ani-
mals, decreased litter size, and increased postimplantation loss.
Incidental Oral and Inhalation (all | NOAEL= 168 Residential LOC | OPPTS harmonized Test Guideline 870.3550 reproduction/devel-
durations) mg/kg/day for MOE = opmental toxicity screening test MRID 47676801 (2009) LOAEL
UFA = 10x 100 = 470 mg/kg/day based on one maternal death (GD 22), de-
UFu = 10x creased body weight, body weight gain, and food consumption,
FQPA SF = 1x increased clinical signs (ptosis and hypoactivity), and micro-
scopic changes of the testes and epididymides (testicular atro-
phy, increased intraluminal exfoliated spermatogenic cells in
epididymides, and dilated seminiferous tubules) in parental ani-
mals, decreased litter size, and increased postimplantation loss.
Dermal (all durations) NOAEL= 168 Residential LOC | OPPTS harmonized Test Guideline 870.3550 reproduction/devel-
mg/kg/day for MOE = opmental toxicity screening test MRID 47676801 (2009) Oral
UFa = 10x 100 LOAEL = 470 mg/kg/day based on one maternal death (GD 22),
UFu = 10x decreased body weight, body weight gain, and food consump-
FQPA SF = 1x tion, increased clinical signs (ptosis and hypoactivity), and micro-
scopic changes of the testes and epididymides (testicular atro-
phy, increased intraluminal exfoliated spermatogenic cells in
epididymides, and dilated seminiferous tubules) in parental ani-
mals, decreased litter size, and increased postimplantation loss.
The final dose used to quantify dermal risk must correct for 50%
dermal absorption, and should be multiplied by 3 to take into ac-
count the differences in rat and human skin penetration. The re-
sulting dose = 1,000 mg/kg/day
Cancer (oral, dermal, inhalation) Classification: Based on SAR analysis, AAA surfactrants are not expected to be carcinogenic.

Point of Departure (POD) = A data point or an estimated point that is derived from observed dose-response data and used to mark the begin-
ning of extrapolation to determine risk associated with lower environmentally relevant human exposures. NOAEL = no observed adverse effect
level. LOAEL = lowest observed adverse effect level. UF = uncertainty factor. UF, = extrapolation from animal to human (interspecies). UFy =
potential variation in sensitivity among members of the human population (intraspecies). PAD = population adjusted dose (a=acute, c=chronic).
FQPA SF = FQPA Safety Factor. RfD = reference dose. MOE = margin of exposure. LOC = level of concern. N/A = not applicable.

2. For the high molecular weight
AAAs under 40 CFR 180.960. Since the
high molecular weight AAAs conform to
the criteria that identify a low risk
polymer, and are not likely to be
absorbed significantly by any route of
exposure, there are no concerns for risks
associated with any potential exposure
scenarios that are reasonably
foreseeable. Thus, due to their low
potential hazard, it was determined that
a quantitative risk assessment using
safety factors applied to a point of
departure protective of an identified
hazard endpoint is not appropriate for
the high molecular weight AAAs, and
an exposure assessment is not
necessary. For the same reason, an
additional safety factor to protect infants
and children is not needed.

C. Exposure Assessment
Sufficient data were provided on the

EPA considered exposure under the
petitioned-for exemptions from the

chemical identity of the AAAs;
however, limited data are available on
the metabolism and environmental
degradation of these compounds. The
Agency relied collectively on
information provided on the
representative chemical structures, the
submitted physicochemical data,
structure-activity relationship
information, as well as information on
other surfactants and chemicals of
similar size and functionality to
determine the residues of concern for
these inert ingredients. The Agency has
concluded that a risk assessment based
on toxicity data for the parent
compounds is not likely to
underestimate risk.

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to the lower weight AAAs,

requirement of a tolerance. EPA
assessed dietary exposures from the
lower weight AAAs in food as follows:

i. Acute exposure. No adverse effects
attributable to a single exposure of the
AAAs was seen in the toxicity
databases. Therefore, acute dietary risk
assessments for the AAAs are not
necessary.

ii. Chronic exposure. In conducting
the chronic dietary exposure
assessment, EPA used food
consumption information from the U.S.
Department of Agriculture (USDA)
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII). As to residue levels
in food, no residue data were submitted
for the AAAs. In the absence of specific
residue data, EPA has developed an
approach which uses surrogate
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information to derive upper bound
exposure estimates for the subject inert
ingredient. Upper bound exposure
estimates are based on the highest
tolerance for a given commodity from a
list of high-use insecticides, herbicides,
and fungicides. A complete description
of the general approach taken to assess
inert ingredient risks in the absence of
residue data is contained in the
memorandum entitled Alkyl Amines
Polyalkoxylates (Cluster 4): Acute and
Chronic Aggregate (Food and Drinking
Water) Dietary Exposure and Risk
Assessments for the Inerts. (D361707, S.
Piper, 2/25/09) and can be found at
http://www.regulations.gov in docket ID
number EPA-HQ-OPP-2008-0738.

In the dietary exposure assessment,
the Agency assumed that the residue
level of the inert ingredient would be no
higher than the highest tolerance for a
given commodity. Implicit in this
assumption is that there would be
similar rates of degradation (if any)
between the active and inert ingredient
and that the concentration of inert
ingredient in the scenarios leading to
these highest of tolerances would be no
higher than the concentration of the
active ingredient.

The Agency believes the assumptions
used to estimate dietary exposures lead
to an extremely conservative assessment
of dietary risk due to a series of
compounded conservatisms. First,
assuming that the level of residue for an
inert ingredient is equal to the level of
residue for the active ingredient will
overstate exposure. The concentrations
of active ingredient in agricultural
products is generally at least 50 percent
of the product and often can be much
higher. Further, pesticide products
rarely have a single inert ingredient;
rather there is generally a combination
of different inert ingredients used which
additionally reduces the concentration
of any single inert ingredient in the
pesticide product in relation to that of
the active ingredient.

Second, the conservatism of this
methodology is compounded by EPA’s
decision to assume that, for each
commodity, the active ingredient which
will serve as a guide to the potential
level of inert ingredient residues is the
active ingredient with the highest
tolerance level. This assumption
overstates residue values because it
would be highly unlikely, given the
high number of inert ingredients, that a
single inert ingredient or class of
ingredients would be present at the
level of the active ingredient in the
highest tolerance for every commodity.
Finally, a third compounding
conservatism is EPA’s assumption that
all foods contain the inert ingredient at

the highest tolerance level. In other
words, EPA assumed 100 percent of all
foods are treated with the inert
ingredient at the rate and manner
necessary to produce the highest residue
legally possible for an active ingredient.
In summary, EPA chose a very
conservative method for estimating
what level of inert residue could be on
food, then used this methodology to
choose the highest possible residue that
could be found on food and assumed
that all food contained this residue. No
consideration was given to potential
degradation between harvest and
consumption even though monitoring
data shows that tolerance level residues
are typically one to two orders of
magnitude higher than actual residues
in food when distributed in commerce.

Accordingly, although sufficient
information to quantify actual residue
levels in food is not available, the
compounding of these conservative
assumptions will lead to a significant
exaggeration of actual exposures. EPA
does not believe that this approach
underestimates exposure in the absence
of residue data.

iii. Cancer. The Agency used a
qualitative structure activity
relationship (SAR) database, DEREK11,
to determine if there were structural
alerts suggestive of carcinogenicity. No
structural alerts for carcinogenicity were
identified. The AAAs are not expected
to be carcinogenic. Therefore, a cancer
dietary exposure assessment is not
necessary to assess cancer risk.

iv. Anticipated residue and percent
crop treated (PCT) information. EPA did
not use anticipated residue and/or PCT
information in the dietary assessment
for the AAAs. Tolerance level residues
and/or 100% CT were assumed for all
food commodities.

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

A screening level drinking water
analysis, based on the Pesticide Root
Zone Model /Exposure Analysis
Modeling System (PRZM/EXAMS) was
performed to calculate the estimated
drinking water concentrations (EDWCs)
of the AAAs. Modeling runs on four
surrogate inert ingredients using a range
of physical chemical properties that
would bracket those of the AAAs were

conducted. Modeled acute drinking
water values ranged from 0.001 ppb to
41 ppb. Modeled chronic drinking water
values ranged from 0.0002 ppb to 19
ppb. Further details of this drinking
water analysis can be found at http://
www.regulations.gov in the document
Alkyl Alcohol Alkoxylates (AAA - JITF
CST 1 Inert Ingredient). Human Health
Risk Assessment to Support Proposed
Exemption from the Requirement of a
Tolerance When Used as an Inert
Ingredient in Pesticide Formulations at
pp 20-21 and 77-79 in docket ID
number EPA-HQ-OPP-2009-0145.

For the purpose of the screening level
dietary risk assessment to support this
request for an exemption from the
requirement of a tolerance for the AAAs,
a conservative drinking water
concentration value of 100 ppb based on
screening level modeling was used to
assess the contribution to drinking
water for chronic dietary risk
assessments for the parent compound.
These values were directly entered into
the dietary exposure model.

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). The AAAs
may be used in inert ingredients in
pesticide products that are registered for
specific uses that may result in both
indoor and outdoor residential
exposures. A screening level residential
exposure and risk assessment was
completed for products containing the
AAAs as inert ingredients. In this
assessment, representative scenarios,
based on end-use product application
methods and labeled application rates,
were selected. The AAAs may be used
as inert ingredients in pesticide
formulations that are used in and
around the home. Additionally, these
inerts may be used in pesticide products
applied to pets as aerosol sprays
intended for flea control on carpeted
surfaces and bedding, or in shampoo
products applied to pets. Lastly, these
inerts may be present in home cleaning
products or paint products. For each of
the use scenarios, the Agency assessed
residential handler (applicator)
inhalation and dermal exposure for use
scenarios with high exposure potential
(i.e., exposure scenarios with high-end
unit exposure values) to serve as a
screening assessment for all potential
residential pesticides containing the
AAAs. Similarly, the Agency conducted
an assessment to represent worst-case
residential exposure by assessing post
application exposures and risks from
AAAs in pesticide formulations
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(outdoor scenarios), AAAs in
disinfectant-type uses (indoor
scenarios), AAAs in shampoo pet
treatments (pet product scenarios) and
AAAs in paint products (paint product
scenarios). Further details of this
residential exposure and risk analysis
can be found at http://
www.regulations.gov in the
memorandum entitled JITF Inert
Ingredients Residential and
Occupational Exposure Assessment
Algorithms and Assumptions Appendix
for the Human Health Risk Assessments
to Support Proposed Exemption from
the Requirement of a Tolerance When
Used as Inert Ingredients in Pesticide
Formulations (D364751, 5/7/09, Lloyd/
LaMay in docket ID number EPA-HQ-
OPP-2008-0710.

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

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

D. Safety Factor for Infants and
Children

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

2. Prenatal and postnatal sensitivity.
In the case of the lower weight AAA
surfactants, there was no evidence of
increased susceptibility to the offspring
of rats following prenatal and postnatal
exposure in the reproductive/
developmental screening studies on
several representative AAA surfactants.
Decreased litter size and increased
postimplantation loss were observed in
one OPPTS Harmonized Guideline
870.3550 reproduction/developmental
toxicity screening study at 470 mg/kg/
day where maternal/paternal toxicity
was manifested as one maternal death
(GD 22), decreased body weight, body-
weight gain and food consumption and
clinical signs (ptosis and hypoactivity)
and microscopic changes in the testes
(atrophy) and epididymides (increased
intraluminal exfoliated spermatogenic
cells) and dilated seminiferous tubules
at the same dose (470 mg/kg/day). The
maternal and offspring toxicity NOAEL
was 168 mg/kg/day. The offspring
toxicity in the OPPTS Harmonized Test
Guideline 870.3650 study was
manifested in the presence of more
severe maternal toxicity (deaths),
therefore, EPA concluded that there is
no evidence of increased susceptibility
in this study. In addition, there was no
evidence of increased susceptibility in
other submitted studies.

3. Conclusion. EPA has determined
that reliable data show that the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1X for the lower weight
AAAs. (As discussed earlier, given the
low toxicological concerns with the
high weight AAAs, a safety factor
analysis is unnecessary). That decision
as to the lower weight AAAs is based on
the following findings:

i. The toxicity database for the AAAs
is considered adequate for assessing the
risks to infants and children. The
toxicity database consists of three
OPPTS Harmonized Test Guideline
870.3650 combined repeated dose
toxicity studies with the reproduction/
developmental toxicity screening tests,
an OPPTS Harmonized Test Guidelinge
870.3550 reproduction/developmental
toxicity screening test study, an OPPTS
Harmonized Test Guideline 870.3800
reproduction and fertility effects study,
and reproduction and developmental
effects studies. The Agency noted
changes in thymus weight. However, the
thymus/lymph node effects are
considered secondary effects caused by
an overall stress response to the irritant
properties of this chemical, and
therefore, not an immunological
response. In addition, no blood
parameters were affected in the
database. Furthermore, these

compounds do not belong to a class of
chemicals that would be expected to be
immunotoxic. Also, in an OPPTS
Harmonized Test Guideline 870.3550
study, testicular effects, such as,
testicular atrophy, microscopic changes
in the testes, epididymides and dilated
seminiferous tubules were observed in
male rats at the highest dose tested (470
mg/kg/day). However, none of the
reproductive parameters (pregnancy
rate) were affected in this study. In
addition, there were no effects observed
on reproductive parameters in the
OPPTS Harmonized Test Guideline
870.3800 reproduction and fertility
effects study. Furthermore, there was no
histological findings in the testes in that
study. Based on the weight of the
evidence for immunotoxoicity and
reproductive toxicity, there is no need
to add additional uncertainty factors.

ii. EPA concluded that there is no
evidence of qualitative or quantitative
increased susceptivility in the available
database. Therefore, there is no concern
for increased susceptibility to infants
and children.

iii. There is no indication that the
AAAs are neurotoxic chemicals and
thus there is no need for a
developmental neurotoxicity study or
additional UFs to account for
neurotoxicity

iv. Although the chronic point of
departure was selected from a
subchronic study, longer-term studies
are available that support the NOAEL
selected. No additional uncertainty
factor is needed for extrapolating from
subchronic to chronic exposure.

v. There are no residual uncertainties
identified in the exposure databases.
The food and drinking water assessment
is not likely to underestimate exposure
to any subpopulation, including those
comprised of infants and children. The
food exposure assessments are
considered to be highly conservative as
they are based on the use of the highest
tolerance level from the surrogate
pesticides for every food and 100% crop
treated is assumed for all crops. EPA
also made conservative (protective)
assumptions in the ground and surface
water modeling used to assess exposure
to the AAAs in drinking water. EPA
used similarly conservative assumptions
to assess post-application exposure of
children as well as incidental oral
exposure of toddlers. These assessments
will not underestimate the exposure and
risks posed by the AAAs.

E. Aggregate Risks and Determination of
Safety
1. For the lower weight AAAs under

40 CFR 180.910, 40 CFR 180.930, and 40
CFR 180.940a. EPA determines whether
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acute and chronic pesticide exposures
are safe by comparing aggregate
exposure estimates to the aPAD and
cPAD. The aPAD and cPAD represent
the highest safe exposures, taking into
account all appropriate SFs. EPA
calculates the aPAD and cPAD by
dividing the POD by all applicable UFs.
For linear cancer risks, EPA calculates
the probability of additional cancer
cases given the estimated aggregate
exposure. Short-, intermediate-, and
chronic-term risks are evaluated by
comparing the estimated aggregate food,
water, and residential exposure to the
POD to ensure that the MOE called for
by the product of all applicable UFs is
not exceeded.

i. Acute risk. There was no hazard
attributable to a single exposure seen in
the toxicity database for the AAAs.
Therefore, the AAAs are not expected to
pose an acute risk.

ii. Chronic risk. A chronic aggregate
risk assessment takes into account
exposure estimates from chronic dietary
consumption of food and drinking
water. Using the exposure assumptions
discussed in this unit for chronic
exposure the chronic dietary exposure
from food and water to the AAAs is
11% of the cPAD for the U.S.
population and 37% of the cPAD for
children 1 to 2 years old, the most
highly exposed population subgroup.

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

AAAs are used as inert ingredients in
pesticide products that are currently
registered for uses that could result in
short-term residential exposure and the
Agency has determined that it is
appropriate to aggregate chronic
exposure through food and water with
short-term residential exposures to the
AAAs. EPA has concluded that the
combined short-term aggregated food,
water, and residential exposures result
in aggregate MOEs of 110 for both adult
males and females. Adult residential
exposure combines high end indoor
inhalation handler exposure with a
high-end post application to pet
exposures. EPA has concluded the
combined short-term aggregated food,
water, and residential exposures result
in an aggregate MOE of 110 for children.
Children’s residential exposure includes
total combined pet exposures. As the
level of concern is for MOESs that are
lower than 100, these MOEs are not of
concern.

iv. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term

residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).

The AAAs are used as inert
ingredients in pesticide products that
are currently registered for uses that
could result in intermediate-term
residential exposure and the Agency has
determined that it is appropriate to
aggregate chronic exposure through food
and water with intermediate-term
residential exposures to the AAAs. EPA
has concluded that the combined
intermediate-term aggregated food,
water, and residential exposures result
in aggregate MOEs of 230 for both adult
males and females, respectively. Adult
residential exposure includes high-end
post application dermal exposure from
contact with treated pets. EPA has
concluded that the combined
intermediate-term aggregated food,
water, and residential exposures result
in an aggregate MOE of 110 for children.
Children’s residential exposure includes
total combined pet exposure. As the
level of concern is for MOEs that are
lower than 100, these MOEs are not of
concern.

v. Aggregate cancer risk for U.S.
population. The Agency has not
identified any concerns for
carcinogenicity relating to the AAAs.

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

2. For the high molecular weight
AAAs under 40 CFR 180.960. Since
AAA conforms to the criteria that
identify a low-risk polymer, there are no
concerns for risks associated with any
potential exposure scenarios that are
reasonably foreseeable. Therefore, EPA
concludes that there is a reasonable
certainty that no harm will result to the
general population or to infants and
children from aggregate exposure to
residues of the high molecular weight
AAAs.

V. Other Considerations

A. Analytical Enforcement Methodology

An analytical method is not required
for enforcement purposes since the
Agency is establishing an exemption
from the requirement of a tolerance
without any numerical limitation.

B. International Residue Limits

The Agency is not aware of any
country requiring a tolerance for the
AAAs nor have any CODEX Maximum
Residue Levels been established for any
food crops at this time.

VI. Conclusion

Therefore, an exemption from the
requirement of a tolerance is established
for residues of the lower molecular
weight a-alkyl-o-hydroxypoly
(oxypropylene) and/or poly
(oxyethylene) polymers where the alkyl
chain contains a minimum of 6 carbons
when used as an inert ingredient in
pesticide formulations applied pre- and
post-harvest, applied to livestock, and
used in antimicrobial formulations
under 40 CFR 180.910, 40 CFR 180.930,
and 40 CFR 180.940(a). In addition, an
exemption from the requirement of a
tolerance is established for residues of
the larger molecular weight compounds
of a-alkyl-m-hydroxypoly
(oxypropylene) and/or poly
(oxyethylene) polymers where the alkyl
chain contains a minimum of 6 carbons
under 40 CFR 180.960.

VII. Statutory and Executive Order
Reviews

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

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

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

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).

VIII. Congressional Review Act

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

List of Subjects in 40 CFR Part 180

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

Dated: July 29, 2009.
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.In §180.910, the table is amended
by adding alphabetically the following
inert ingredients:

§180.910 Inert ingredients used pre- and
post-harvest; exemptions from the
requirement of a tolerance.

(UMRA) (Public Law 104-4). * * * * *
Inert ingredients Limits Uses
a-alkyl-w-hydroxypoly (oxypropylene) and/or poly (oxyethylene) polymers where the alkyl Surfactants, related adjuvants of
chain contains a minimum of six carbons (CAS Reg. Nos. 9002-92-0, 9004-95-9, surfactants
9005-00-9, 26183-52-8, 34398-01-1, 52292-17-8, 66455-14-9, 66455-15-0,
68002-97-1, 68131-39-5, 68131-40-8, 68154-96-1, 68213-23-0, 68439-45-2,
68439-46-3, 68526-94-3, 68439-50-9, 68439-49-6, 68551-12-2, 68951-67-7,
71243-46-4, 97043-91-9, 9043-30-5, 60828-78-6, 61827-42-7, 24938-91-8,
68439-54-3, 69011-36-5, 78330-20-8, 78330-21-9, 106232-83-1, 127036-24-2,
160875-66—1, 9004-98-2, 68920-66-1, 61804-34-0, 61791-28-4, 71060-57-6,
26468-86-0, 31726-34-8, 52609-19-5, 61791-20-6, 68155-01-1, 69013-19-0,
69364-63-2, 70879-83-3, 78330-19-5, 97953-22-5, 157627-86-6, 34398-05-5,
72905-87-4, 84133-50-6, 61702-78-1, 27306-79-2, 169107-21-5, 61791-13-7,
39587-22-9, 85422-93-1; 68154-98-3, 61725-89-1, 68002-96-0, 68154-97-2,
68439-51-0, 68551-13-3, 68603-25-8, 68937-66-6, 68987-81-5, 69227-21-0,
70750-27-5, 103818-93-5, 166736-08-9, 120313-48-6, 68213-24—1, 68458-88-8,
68551-14-4, 69013-18-9, 69227-22-1, 72854-13-8, 73049-34-0, 78330-23-1,
37311-02-7, 64366-70-7, 37251-67-5, 9087-53-0, 196823-11-7, 57679-21-7,
111905-54-5, 61827-84—7, 172588—43-1)
m 3.In §180.930, the table is amended §180.930 Inert ingredients applied to

by adding alphabetically the following
inert ingredients:

animals; exemptions from the requirement
of a tolerance.
* * * * *
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Inert Ingredients Limits Uses
a-alkyl-w-hydroxypoly (oxypropylene) and/or poly (oxyethylene) polymers where the alkyl Surfactants, related adjuvants of
chain contains a minimum of six carbons (CAS Reg. Nos. 9002-92—-0, 9004—95-9, 9005— surfactants
00-9, 26183-52-8, 34398-01-1, 52292-17-8, 66455-14-9, 66455-15-0, 68002-97-1,
68131-39-5, 68131-40-8, 68154—96—1, 68213-23-0, 68439-45-2, 68439-46-3, 68526—
94-3, 68439-50-9, 68439-49-6, 68551-12-2, 68951-67—7, 71243-46—4, 97043-91-9,
9043-30-5, 60828-78-6, 61827—42-7, 24938-91-8, 68439-54-3, 69011-36-5, 78330—
20-8, 78330-21-9, 106232-83-1, 127036—24—-2, 160875-66—1, 9004-98-2, 68920-66—1,
61804-34-0, 61791-28-4, 71060-57-6, 26468-86—-0, 31726-34-8, 52609-19-5, 61791—
20-6, 68155-01-1, 69013-19-0, 69364-63-2, 70879-83-3, 78330-19-5, 97953-22-5,
157627-86-6, 34398-05-5, 72905-87-4, 84133-50-6, 61702-78-1, 27306-79-2,
169107-21-5, 61791-13-7, 39587-22-9, 85422-93-1; 68154-98-3, 61725-89-1,
68002-96-0, 68154-97-2, 68439-51-0, 68551-13-3, 68603—-25-8, 68937—-66—6, 68987—
81-5, 69227-21-0, 70750-27-5, 103818-93-5, 166736—-08-9, 120313-48-6, 68213—-24—
1, 68458-88-8, 68551-14-4, 69013-18-9, 69227-22-1, 72854-13-8, 73049-34-0,
78330-23-1, 37311-02-7, 64366-70-7, 37251-67-5, 9087-53-0, 196823-11-7, 57679—
21-7, 111905-54-5, 61827-84-7, 172588—43-1)
M 4. Section §180.940 is amended by §180.940 Tolerance exemptions for active (a) * * *
alphabetically adding the following and inert ingredients for use in
entry to the table in paragraph (a): antlmlcroblgl.ft?rmulathns (Food-contact
surface sanitizing solutions).
* * * * *
Pesticide Chemical CAS Reg. No. Limits
a-alkyl-m-hydroxypoly (oxypropylene) and/or | 9002-92-0, 9004-95-9, 9005-00-9, 26183-52-8, 34398-01-1,
poly (oxyethylene) polymers where the alkyl 52292-17-8, 66455-14-9, 66455-15-0, 68002-97-1, 68131—
chain contains a minimum of six carbons. 39-5, 68131-40-8, 68154-96—-1, 68213-23-0, 68439-45-2,
68439-46-3, 68526-94-3, 68439-50-9, 68439-49-6, 68551—
12-2, 68951-67-7, 71243-46-4, 97043-91-9, 9043-30-5,
60828-78-6, 61827-42-7, 24938-91-8, 68439-54-3, 69011—
36-5, 78330-20-8, 78330-21-9, 106232-83-1, 127036-24-2,
160875-66—1, 9004-98-2, 68920-66—1, 61804-34-0, 61791-
28-4, 71060-57-6, 26468-86-0, 31726-34-8, 52609-19-5,
61791-20-6, 68155-01-1, 69013-19-0, 69364-63-2, 70879-
83-3, 78330-19-5, 97953-22-5, 157627-86-6, 34398-05-5,
72905-87-4, 84133-50-6, 61702-78—-1, 27306-79-2, 169107—
21-5, 61791-13-7, 39587-22-9, 85422-93-1; 68154-98-3,
61725-89-1, 68002-96-0, 68154-97-2, 68439-51-0, 68551—
13-3, 68603-25-8, 68937-66-6, 68987-81-5, 69227-21-0,
70750-27-5, 103818-93-5, 166736-08-9, 120313-48-6,
68213-24-1, 68458-88-8, 68551-14-4, 69013-18-9, 69227—
22—-1, 72854-13-8, 73049-34-0, 78330-23-1, 37311-02-7,
64366-70-7, 37251-67-5, 9087-53-0, 196823-11-7, 57679-
21-7, 111905-54-5, 61827-84—-7, 172588—43—-1)
m 5.In §180.960, the table is amended §180.960 Polymers; exemptions from the
by adding alphabetically the following requirement of a tolerance.
polymers: * * * * *
Polymer CAS No.
a-alkyl-w-hydroxypoly 9002-92-0, 9004-95-9, 9005—-00-9, 26183-52-8, 34398-01—-1, 52292-17-8, 66455—-14-9, 66455—-15-0, 68002—
(oxypropylene) and/or 97-1, 68131-39-5, 68131-40-8, 68154-96-1, 68213-23-0, 68439-45-2, 68439-46-3, 68526—94-3, 68439-50—
poly (oxyethylene) poly- 9, 68439-49-6, 68551-12-2, 68951-67—7, 71243-46-4, 97043-91-9, 9043-30-5, 60828-78-6, 61827—-42-7,
mers where the alkyl 24938-91-8, 68439-54-3, 69011-36-5, 78330-20-8, 78330-21-9, 106232-83-1, 127036—24-2, 160875-66-1,
chain contains a min- 9004-98-2, 68920-66-1, 61804-34-0, 61791-28-4, 71060-57-6, 26468-86-0, 31726-34-8, 52609-19-5,
imum of six carbons, 61791-20-6, 68155-01-1, 69013-19-0, 69364-63—2, 70879-83-3, 78330-19-5, 97953-22-5, 157627-86-6,
minimum number aver- 34398-05-5, 72905-87-4, 84133-50-6, 61702-78-1, 27306-79-2, 169107-21-5, 61791-13-7, 39587-22-9,
age molecular weight (in 85422-93-1; 68154-98-3, 61725-89-1, 68002-96-0, 68154-97-2, 68439-51-0, 68551-13-3, 68603-25-8,
amu) 1,100. 68937-66—6, 68987-81-5, 69227-21-0, 70750-27-5, 103818-93-5, 166736—-08-9, 120313-48-6, 68213-24-1,
68458-88-8, 68551-14—4, 69013-18-9, 69227—22-1, 72854—-13-8, 73049-34-0, 78330-23-1, 37311-02-7,
64366-70-7, 37251-67-5, 9087-53-0, 196823-11-7, 57679-21-7, 111905-54-5, 61827-84—7, 172588—43-1
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[FR Doc. E9-18706 Filed 8—4—-09; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2008-0944; FRL-8429-4]

Polyoxyethylene polyoxypropylene
mono(di-sec-butylphenyl) ether;
Exemption from the Requirement of a
Tolerance

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

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of
Polyoxyethylene polyoxypropylene
mono(di-sec-butylphenyl) ether when
used as an inert ingredient in herbicide
formulations only, for pre-harvest uses
and at no more than 30% by weight in
herbicide formulations intended for
application to turf. The Joint Inerts Task
Force (JITF), Cluster Support Team
Number 20, submitted a petition to EPA
under the Federal Food, Drug, and
Cosmetic Act (FFDCA), requesting an
exemption from the requirement of a
tolerance. This regulation eliminates the
need to establish a maximum
permissible level for residues of
Polyoxyethylene polyoxypropylene
mono(di-sec-butylphenyl) ether.

DATES: This regulation is effective
August 5, 2009. Objections and requests
for hearings must be received on or
before October 5, 2009, and must be
filed in accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2008-0944. All documents in the
docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),

2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Kerry Leifer, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308-8811; e-mail address:
leifer.kerry@epa.gov.

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

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

e Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

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

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

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

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2008-0944 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
before October 5, 2009.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2008-0944, by one of the
following methods:

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

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

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

II. Background

In the Federal Register of March 25,
2009 (74 FR 12856) (FRL-8399-4), 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 8E7494) by The
Joint Inerts Task Force (JITF), Cluster
Support Team 20 (CST 20), c/o CropLife
America, 1156 15th Street, NW., Suite
400, Washington, DC 20005. The
petition requested that 40 CFR 180.920
be amended by establishing exemptions
from the requirement of a tolerance for
residues of the inert ingredient
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Polyoxyethylene polyoxypropylene
mono(di-sec-butylphenyl) ether, herein
referred to in this document as POE/
POP mono(di-sec-butylphenyl) ether,
when used as an inert ingredient in
herbicide formulations for pre-harvest
uses under 40 CFR 180.920. That notice
referenced a summary of the petition
prepared by The JITF, CST 20, the
petitioner, which is available to the
public in the docket, http://
www.regulations.gov. There were no
comments received in response to the
notice of filing.

Based upon review of the data
supporting the petition, EPA has
modified the exemption requested by
limiting POE/POP mono(di-sec-
butylphenyl) to a maximum of 30% by
weight in the herbicide formulations
intended for application to turf. This
limitation is based on the Agency’s risk
assessment which can be found at
http://www.regulations.gov in document
Polyoxyethylene Polyoxypropylene
Mono(di-sec-Butylphenyl) Ether (JITF
CST 20 Inert Ingredients). Human
Health Risk Assessment to Support
Proposed Exemption from the
Requirement of a Tolerance When Used
as Inert Ingredients in Pesticide
Formulations in docket ID number
EPA-HQ-OPP-2008-0944.

This petition was submitted in
response to a final rule of August 9,
2006, (71 FR 45415) in which the
Agency revoked, under section 408(e)(1)
of the Federal Food, Drug, and Cosmetic
Act (FFDCA), the existing exemptions
from the requirement of a tolerance for
residues of certain inert ingredients
because of insufficient data to make the
determination of safety required by
FFDCA section 408(b)(2). The expiration
date for the tolerance exemptions
subject to revocation was August 9,
2008, which was later extended to
August 9, 2009 by a final rule published
in the Federal Register of August 4,
2008 (73 FR 45312) to allow for data to
be submitted to support the
establishment of tolerance exemptions
for these inert ingredients prior to the
effective date of the tolerance exemption
revocation.

III. Inert Ingredient Definition

Inert ingredients are all ingredients
that are not active ingredients as defined
in 40 CFR 153.125 and include, but are
not limited to, the following types of
ingredients (except when they have a
pesticidal efficacy of their own):
Solvents such as alcohols and
hydrocarbons; surfactants such as
polyoxyethylene polymers and fatty
acids; carriers such as clay and
diatomaceous earth; thickeners such as
carrageenan and modified cellulose;

wetting, spreading, and dispersing
agents; propellants in aerosol
dispensers; microencapsulating agents;
and emulsifiers. The term “inert” is not
intended to imply nontoxicity; the
ingredient may or may not be
chemically active. Generally, EPA has
exempted inert ingredients from the
requirement of a tolerance based on the
low toxicity of the individual inert
ingredients.

IV. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish an exemption
from the requirement of 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. First,
EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings.

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
exemption from the requirement of a
tolerance for residue of POE/POP
mono(di-sec-butylphenyl) ether when
used as an inert ingredient in herbicide
formulations only, for pre-harvest uses,
and provided that uses in herbicide
formulations intended for turf
application are limited to no more than
30% by weight in the final formulation.
EPA’s assessment of exposures and risks

associated with establishing tolerances
follows.

A. Toxicological Profile

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

The available mammalian toxicology
database consists of one combined
repeated dose toxicity study with the
reproduction/developmental toxicity
screening test in rats for the
representative POE/POP mono(di-sec-
butylphenyl) ether, three subchronic
oral toxicity studies (rats and dogs), and
acute data on representative POE/POP
mono(di-sec-butylphenyl) ether inerts.

The POE/POP mono(di-sec-
butylphenyl) ether inert ingredients are
not acutely toxic by the oral, dermal and
inhalation routes of exposure and are
slight to severe eye irritants and not a
skin irritant.

The OPPTS Harmonized Guideline
870.3650 Combined Repeated Dose
Toxicity Study with rats demonstrated
that the representative POE/POP
mono(di-sec-butylphenyl) ether had no
effect on food consumption, body
weight gain, and FOB parameters in
males and females at any of the doses
tested. Blood coagulation in male and
female rats in the highest dose group as
measured by prothrombin time, was
significantly reduced. Microscopic
effects observed included minimal or
mild centrilobular hepatocellular
hypertrophy which was seen in the liver
of 4 of 5 male rats and 3 of 5 female rats
in the 304 milligrams/kilogram/day
(mg/kg/day) dose group. In the affected
livers, centrilobular areas were more
prominent due to enlarged
(hypertrophied) hepatocytes with an
increased amount of dense granular
eosinophilic cytoplasm. As
hepatocellular hypertrophy was not
accompanied by inflammatory or
degenerative changes, this finding was
considered to be adaptive in nature, in
response to metabolizing the test
substance, and not adverse. An
increased incidence of thyroid follicular
epithelial hypertrophy and hyperplasia
was observed in all male rats in the 304
mg/kg/day dose group. This follicular
change was characterized by increased
size of follicular epithelial cells
(hypertrophy) and, in some areas, there
were increased amounts of small
follicles and increased cells within the
follicles (hyperplasia). Thyroid
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hormones were not measured in this
study. It is possible that the thyroid
changes were due to an indirect effect
by increased metabolism of thyroid
hormones by the liver. No treatment
related effects were observed on litter
sizes or on the early development of
pups.

In a 90—day oral toxicity study
performed in rats (MRID 46610818),
Polyglycol 26—2 was administered to
male and female rats at dose levels of 0,
5,15, 50, 150, and 500 mg/kg/day. The
no-observed-effect-level (NOAEL) was
determined to be 50 mg/kg/day, and the
lowest-observed-effect-level (LOAEL)
was determined to be 150 mg/kg/day
based up lesions in the liver and kidney
of both sexes.

In a 90—day Oral Toxicity Study
performed in Beagle dogs (MRID
46610819), Polyglycol 26—2 was
administered orally at 0, 3, 10, 36, and
92 mg/kg/day. No evidence of adverse
effects was observed at any of the doses
in this study.

A similar study in Beagle dogs was
carried out for Polyglycol 26-3 (MRID
46610820). No adverse effects were
noted at doses up to 100 mg/kg/day (the
higest dose tested). The study was
classified as Acceptable/non-guideline.

There are no pu%lished metabolism
studies for this series of surfactants. The
mammalian metabolism pathway
proposed in the petition is based on the
polyalkoxylate metabolism of alkyl
alchohols documented in publicly
available literature. By analogy to the
polyethoxylated surfactants, the
significant metabolic pathway could be
hydrolytic or oxidative removal of the
polyalkoxylate chains to generate an
isomeric mixture of di-sec butyl phenol
and the polypropoxylate polyethoxylate
alchohol that may be further oxidized.

The proposed polypropoxylates and
polyethoxylates, alchohols and
carboxylic acids, should be rapidly

excreted as conjugates. The liver, lungs
and gastrointestinal tract are the most
important sites for phenol metabolism
with excretion proceeding rapidly
through conjugation to generate phenyl
glucuronide and phenyl sulfate. The di-
sec butyl side chains may or may not be
degraded but depending on their
position on the phenol, because of steric
hindrance, may slow down conjugation
and conjugation of the phenolic
polymeric component.

There are no chronic toxicity studies
available for POE/POP mono(di-sec-
butylphenyl) ether. The Agency used a
qualitative structure activity
relationship (SAR) database, DEREK
Version 11, to determine if there were
structural alerts suggestive of
carcinogenicity. No structural alerts
were identified.

Specific information on the studies
received and the nature of the adverse
effects caused by POE/POP mono(di-
sec-butylphenyl) ether, as well as, the
NOAEL and the LOAEL from the
toxicity studies can be found at http://
www.regulations.gov in document
Polyoxyethylene Polyoxypropylene
Mono(di-sec-Butylphenyl) Ether (JITF
CST 20 Inert Ingredients). Human
Health Risk Assessment to Support
Proposed Exemption from the
Requirement of a Tolerance When Used
as Inert Ingredients in Pesticide
Formulations at pp 9-14 and pp 42—-47
in docket ID number EPA-HQ-OPP—
2008-0944.

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, a toxicological point of departure
(POD) is identified as the basis for
derivation of reference values for risk
assessment. The POD may be defined as
the highest dose at which no adverse
effects are observed (the NOAEL) in the
toxicology study identified as

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

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

A summary of the toxicological
endpoints for POE/POP mono(di-sec-
butylphenyl) ether used for human
health risk assessment is shown in the
following Table.

TABLE—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR POE/POP MONO(DI-SEC-BUTYLPHENYL) ETHER FOR

USE IN HUMAN HEALTH RISK ASSESSMENT

Exposure/Scenario

Point of Departure and Uncer-
tainty/Safety Factors

RfD, PAD, LOC for
Risk Assessment

Study and Toxicological Effects

Acute dietary (all populations)

An effect attributable to a single exposure was not identified.
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TABLE—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR POE/POP MONO(DI-SEC-BUTYLPHENYL) ETHER FOR
USE IN HUMAN HEALTH RISk ASSESSMENT—Continued

Exposure/Scenario

Point of Departure and Uncer-
tainty/Safety Factors

RfD, PAD, LOC for
Risk Assessment

Study and Toxicological Effects

Chronic dietary (all populations)

NOAEL= 82 mg/kg/day

Chronic RfD = 0.82

UF4 = 10x mg/kg/day
UFy = 10x cPAD = 0.82 mg/kg/
FQPA SF = 1x day

Combined Repeated Dose Toxicity Study with
the Reproduction/Developmental Toxicity
Screening Test-Rat OPPTS Harmonized
Guideline 870.3650

Parental LOAEL = 304 mg/kg bw/day based
on clinical signs in male and female rats
(salivation), increased incidence of thyroid
follicular  epithelial  hypertrophy  and
hyperplasia in male rats, reduction of pro-
thrombin time in male and female rats, and
reduction of activated partial thromboplastin
time in female rats.

Reproductive/Developmental LOAEL was not
observed.

Incidental Oral, Dermal, and In-

NOAEL= 82 mg/kg/day

Residential LOC for

halation (Short-, Inter- UFA = 10x MOE = 100.
mediate-, and Long-Term) UFy = 10x
FQPA SF = 1x

50% dermal absorption; inhalation
toxicity is assumed to be equiv-
alent to oral toxicity.

Combined Repeated Dose Toxicity Study with
the Reproduction/Developmental Toxicity
Screening Test-Rat OPPTS Harmonized
Guideline 870.3650

Parental LOAEL = 304 mg/kg bw/day based
on clinical signs in male and female rats,
increased incidence of thyroid follicular
epithelial hypertrophy and hyperplasia in
male rats, reduction of prothrombin time in
male and female rats, and reduction of acti-
vated partial thromboplastin time in female
rats.

Reproductive/ Developmental LOAEL was not
observed.

Cancer (oral, dermal, inhala-
tion)

Classification: No animal toxicity data available for an assessment. Based on SAR analysis, POE/POP
mono(di-sec-butylphenyl) ether is not expected to be carcinogenic.

Point of Departure (POD) = A data point or an estimated point that is derived from observed dose-response data and used to mark the begin-
ning of extrapolation to determine risk associated with lower environmentally relevant human exposures. NOAEL = no observed adverse effect
level. LOAEL = lowest observed adverse effect level. UF = uncertainty factor. UFA = extrapolation from animal to human (interspecies). UFy =
potential variation in sensitivity among members of the human population (intraspecies). PAD = population adjusted dose (a=acute, c=chronic).
FQPA SF = FQPA Safety Factor. RfD = reference dose. LOC = level of concern.

C. Exposure Assessment

Sufficient data were provided on the
chemical identity of the POE/POP
mono(di-sec-butylphenyl) ether inert
ingredients; however, limited data are
available on the metabolism and
environmental degradation of these
compounds. The Agency relied
collectively on information provided on
the representative chemical structures,
the generic cluster structures, the
modeled physicochemical information,
as well as the structure-activity
relationship information. Additionally,
information on other surfactants and
chemicals of similar size and
functionality was considered to
determine the residues of concern for
these inert ingredients.

The registrant selected Polyglycol 26—
2 (CAS RN 69029-39-6), a complex
mixture of polyethoxylated/
polypropoxylated, POE/POP, ethers of a
mixture of the three different isomeric

di-sec-butyl phenols, for toxicity testing.

The Agency has concluded that the
cluster grouping was appropriate. Based

on the chemical structure, it is likely
that the parent compound will degrade
in the environment to 2,4-di-sec-butyl
phenol, and 2,6-di-sec-butyl phenol.
The Agency considered the SAR
analysis, and information in the
literature, and concluded that the butyl-
phenols are not likely to be more toxic
than the parent compounds.
Considering the high residue approach
to the dietary risk assessment that
basically assumes no degradation of the
parent and 100% CT, and the fact that
the two degradates are not likely to be
more toxic than the parent, the parent
compound risk assessment is protective
of any potential toxicity effects of the
butylphenols. Therefore, it is not
necessary to assess the exposure to the
butylphenols separately.

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to POE/POP mono(di-sec-
butylphenyl) ether, EPA considered
exposure under the petitioned-for
exemptions from the requirement of a
tolerance. EPA assessed dietary

exposures from POE/POP mono(di-sec-
butylphenyl) ether in food as follows:

i. Acute exposure. No adverse effects
attributable to a single exposure of POE/
POP mono(di-sec-butylphenyl) ether
was seen in the toxicity databases.
Therefore, acute dietary risk
assessments for POE/POP mono(di-sec-
butylphenyl) ether is not necessary.

ii. Chronic exposure. In conducting
the chronic dietary exposure
assessment, EPA used food
consumption information from the U.S.
Department of Agriculture (USDA)
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII). As to residue levels
in food, no residue data were submitted
for POE/POP mono(di-sec-butylphenyl)
ether. In the absence of specific residue
data, EPA has developed an approach
which uses surrogate information to
derive upper bound exposure estimates
for the subject inert ingredient. Upper
bound exposure estimates are based on
the highest tolerance for a given
commodity from a list of high-use
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insecticides, herbicides, and fungicides.
A complete description of the general
approach taken to assess inert
ingredient risks in the absence of
residue data is contained in the
memorandum entitled Alkyl Amines
Polyalkoxylates (Cluster 4): Acute and
Chronic Aggregate (Food and Drinking
Water) Dietary Exposure and Risk
Assessments for the Inerts. (D361707, S.
Piper, 2/25/09) and can be found at
http://www.regulations.gov in docket ID
number EPA-HQ-OPP-2008-0738.

In the dietary exposure assessment,
the Agency assumed that the residue
level of the inert ingredient would be no
higher than the highest tolerance for a
given commodity. Implicit in this
assumption is that there would be
similar rates of degradation (if any)
between the active and inert ingredient
and that the concentration of inert
ingredient in the scenarios leading to
these highest of tolerances would be no
higher than the concentration of the
active ingredient.

The Agency believes the assumptions
used to estimate dietary exposures lead
to an extremely conservative assessment
of dietary risk due to a series of
compounded conservatisms. First,
assuming that the level of residue for an
inert ingredient is equal to the level of
residue for the active ingredient will
overstate exposure. The concentrations
of active ingredient in agricultural
products is generally at least 50% of the
product and often can be much higher.
Further, pesticide products rarely have
a single inert ingredient; rather there is
generally a combination of different
inert ingredients used which
additionally reduces the concentration
of any single inert ingredient in the
pesticide product in relation to that of
the active ingredient. In the case of
POE/POP mono(di-sec-butylphenyl)
ether, EPA made a specific adjustment
to the dietary exposure assessment to
account for the use of these inerts in
herbicide formulations only. The
Agency identified the residue drivers
(crop/tolerance combinations) in this
assessment that constitute the majority
of the dietary risk, and has replaced the
residue value with the highest herbicide
tolerances for those commodities. The
risk drivers for the dietary assessment
for which herbicide tolerances were
used were the leafy vegetable (except
brassica) crop group, pome fruits, and
grapes.

Second, the conservatism of this
methodology is compounded by EPA’s
decision to assume that, for each
commodity, the active ingredient which
will serve as a guide to the potential
level of inert ingredient residues is the
active ingredient with the highest

tolerance level. This assumption
overstates residue values because it
would be highly unlikely, given the
high number of inert ingredients, that a
single inert ingredient or class of
ingredients would be present at the
level of the active ingredient in the
highest tolerance for every commodity.
Finally, a third compounding
conservatism is EPA’s assumption that
all foods contain the inert ingredient at
the highest tolerance level. In other
words, EPA assumed 100% of all foods
are treated with the inert ingredient at
the rate and manner necessary to
produce the highest residue legally
possible for an active ingredient. In
summary, EPA chose a very
conservative method for estimating
what level of inert residue could be on
food, then used this methodology to
choose the highest possible residue that
could be found on food and assumed
that all food contained this residue. No
consideration was given to potential
degradation between harvest and
consumption even though monitoring
data shows that tolerance level residues
are typically one to two orders of
magnitude higher than actual residues
in food when distributed in commerce.

Accordingly, although sufficient
information to quantify actual residue
levels in food is not available, the
compounding of these conservative
assumptions will lead to a significant
exaggeration of actual exposures. EPA
does not believe that this approach
underestimates exposure in the absence
of residue data.

iii. Cancer. The Agency used a
qualitative structure activity
relationship (SAR) database, DEREK11,
to determine if there were structural
alerts suggestive of carcinogenicity. No
structural alerts for carcinogenicity were
identified. POE/POP mono(di-sec-
butylphenyl) ether are not expected to
be carcinogenic. Therefore, a cancer
dietary exposure assessment is not
necessary to assess cancer risk.

iv. Anticipated residue and percent
crop treated (PCT) information. EPA did
not use anticipated residue and/or PCT
information in the dietary assessment
for POE/POP mono(di-sec-butylphenyl)
ether. Tolerance level residues and/or
100% CT were assumed for all food
commodities.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for POE/POP mono(di-sec-butylphenyl)
ether in drinking water. These
simulation models take into account
data on the physical, chemical, and fate/
transport characteristics of POE/POP
mono(di-sec-butylphenyl) ether. Further

information regarding EPA drinking
water models used in the pesticide
exposure assessment can be found at
http://www.epa.gov/oppefed1/models/
water/index.htm.

A screening level drinking water
analysis, based on the Pesticide Root
Zone Model/Exposure Analysis
Modeling System (PRZM/EXAMS) was
performed to calculate the estimated
drinking water concentrations (EDWGCs)
of POE/POP mono(di-sec-butylphenyl)
ether. Modeling runs on four surrogate
inert ingredients using a range of
physical chemical properties that would
bracket those of POE/POP mono(di-sec-
butylphenyl) ether were conducted.
Modeled acute drinking water values
ranged from 0.001 parts per billion
(ppb) to 41 ppb. Modeled chronic
drinking water values ranged from
0.0002 ppb to 19 ppb. Further details of
this drinking water analysis can be
found at http://www.regulations.gov in
the document Polyoxyethylene
Polyoxypropylene Mono(di-sec-
Butylphenyl) Ether (JITF CST 20 Inert
Ingredients). Human Health Risk
Assessment to Support Proposed
Exemption from the Requirement of a
Tolerance When Used as Inert
Ingredients in Pesticide Formulations at
pp 15-16 and 50-52 in docket ID
number EPA-HQ-OPP-2008-0944.

For the purpose of the screening level
dietary risk assessment to support this
request for an exemption from the
requirement of a tolerance for POE/POP
mono(di-sec-butylphenyl) ether, a
conservative drinking water
concentration value of 100 ppb based on
screening level modeling was used to
assess the contribution to drinking
water for chronic dietary risk
assessments for the parent compounds
and for the metabolites of concern.
These values were directly entered into
the dietary exposure model.

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). POE/POP
mono(di-sec-butylphenyl) ether may be
used as inert ingredients in herbicide
products that are registered for specific
uses that may result in outdoor
residential exposures. A screening level
residential exposure and risk
assessment was completed for herbicide
products containing POE/POP mono(di-
sec-butylphenyl) ether as inert
ingredients. In this assessment,
representative scenarios, based on end-
use product application methods and
labeled application rates, were selected.
The POE/POP mono(di-sec-butylphenyl)
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may be used as inert ingredients in
pesticide formulations (herbicides) that
are used around the home. The Agency
did not identify any products intended
for use on pets or home cleaning
products that contain the POE/POP
mono(di-sec-butylphenyl) ether inert
ingredients. The Agency conducted an
assessment to represent worst-case
residential exposures to herbicides only
by assessing POE/POP mono(di-sec-
butylphenyl) ether in herbicide
formulations (Outdoor Scenarios).
Further details of this residential
exposure and risk analysis can be found
at http://www.regulations.gov in the
memorandum entitled JITF Inert
Ingredients. Residential and
Occupational Exposure Assessment
Algorithms and Assumptions Appendix
for the Human Health Risk Assessments
to Support Proposed Exemption from
the Requirement of a Tolerance When
Used as Inert Ingredients in Pesticide
Formulations (D364751, 5/7/09, Lloyd/
LaMay in docket ID number EPA-HQ-
OPP-2008-0710.

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

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

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(c) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants

and children. This additional margin of
safety is commonly referred to as the
FQPA safety factor (SF). In applying this
provision, EPA either retains the default
value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
The available mammalian toxicology
database consists of one combined
repeated dose toxicity study with the
reproduction/developmental toxicity
screening test in rats for alkyl phenolic
glycol ether, three subchronic oral
toxicity studies (rats and dogs), and
acute data on the representative inerts.

There was no evidence of increased
susceptibility in the offspring because
no developmental or reproductive
toxicity was observed in the OPPTS
Harmonized Guideline 870.3650 study.
No treatment related effects were
observed on litter sizes or on the early
development of pups.

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

i. The toxicity database for POE/POP
mono(di-sec-butylphenyl) ether is
considered adequate for assessing the
risks to infants and children (the
available studies are described in Unit
IvV.D.2.).

ii. No developmental or reproductive
toxicity was observed in the OPPTS
Harmonized Guideline 870.3650
combined repeated dose toxicity study
with the reproduction/developmental
toxicity screening test in rats following
prenatal and postnatal exposure and
there are no concerns for sensitivity of
the offspring.

iii. There was no evidence of
neurotoxicity in the database. In
addition, there is no indication that
POE/POP mono(di-sec-butylphenyl)
ether are neurotoxic chemicals and thus
there is no need for a developmental
neurotoxicity study or additional UFs to
account for neurotoxicity.

iv. The primary target organ toxicity
observed in the database is thyroid
toxicity, prothrombin time, and body
weight effects. Thyroid effects are
manifested following short duration
exposure and only observed at 304 mg/
kg/day (the higest dose tested). The
Agency has considerable knowledge and
understanding of the mechanism of
thyroid toxicity. The Agency concluded
that any dose that prevents pertuvation
of thyroid would be protective of
chronic and cancer effects. Therefore,
the Agency concluded that regulating at
a NOAEL of 82 mg/kg/day with effects

seen at 304 mg/kg/day with a
hundredfold uncertainty factor
(UFs=10X; UF,=10X) provides an
adequate margin of protection and that
an additional UF for extrapolation from
subchronic toxicity study to a chronic
exposure scenario is not needed.

v. There are no residual uncertainties
identified in the exposure databases.
The food and drinking water assessment
is not likely to underestimate exposure
to any subpopulation, including those
comprised of infants and children. The
food exposure assessments are
considered to be highly conservative as
they are based on the use of the highest
tolerance level from the surrogate
pesticides for every food and 100% crop
treated is assumed for all crops. EPA
also made conservative (protective)
assumptions in the ground and surface
water modeling used to assess exposure
to POE/POP mono(di-sec-butylphenyl)
ether in drinking water. EPA used
similarly conservative assumptions to
assess post-application exposure of
children as well as incidental oral
exposure of toddlers. These assessments
will not underestimate the exposure and
risks posed by POE/POP mono(di-sec-
butylphenyl) ether.

E. Aggregate Risks and Determination of
Safety

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

1. Acute risk. There was no hazard
attributable to a single exposure seen in
the toxicity database for POE/POP
mono(di-sec-butylphenyl) ether.
Therefore, the POE/POP mono(di-sec-
butylphenyl) ether are not expected to
pose an acute risk.

2. Chronic risk. A chronic aggregate
risk assessment takes into account
exposure estimates from chronic dietary
consumption of food and drinking
water. Using the exposure assumptions
discussed in this unit for chronic
exposure (including limiting the uses of
the POE/POP mono(di-sec-butylphenyl)
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ether inert ingredients in agricultural
products to use in herbicide
formulations and using the maximum
herbicide tolerances for key
commodities), the chronic dietary
exposure from food and water to POE/
POP mono(di-sec-butylphenyl) ether is
14% of the cPAD for the U.S.
population and 36% of the cPAD for
children 1 to 2 yrs old, the most highly
exposed population subgroup.

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

POE/POP mono(di-sec-butylphenyl)
ether are used as inert ingredients in
pesticide products that are currently
registered for uses that could result in
short-term residential exposure and the
Agency has determined that it is
appropriate to aggregate chronic
exposure through food and water with
short-term residential exposures to the
POE/POP mono(di-sec-butylphenyl)
ether. Using the exposure assumptions
described in this unit, EPA has
concluded that the combined short-term
aggregated food, water, and residential
exposures result in aggregate MOEs of
110 for both adult males and females,
respectively. Adult residential exposure
combines high end outdoor dermal and
inhalation handler exposure with a high
end post application dermal exposure
from contact with treated lawns. EPA
has concluded the combined short-term
aggregated food, water, and residential
exposures result in an aggregate MOE of
140 for children. Children’s residential
exposure includes total exposures
associated with contact with treated
lawns (dermal and hand-to-mouth
exposures). As the level of concern is for
MOE:s that are lower than 100, these
MOE:s are not of concern.

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

POE/POP mono(di-sec-butylphenyl)
ether are used as inert ingredients in
pesticide products that are currently
registered for uses that could result in
intermediate-term residential exposure
and the Agency has determined that it
is appropriate to aggregate chronic
exposure through food and water with
intermediate-term residential exposures
to POE/POP mono(di-sec-butylphenyl)
ether. Using the exposure assumptions
described in this unit, EPA has
concluded that the combined
intermediate-term aggregated food,
water, and residential exposures result

in aggregate MOEs of 470 and 490 for
both adult males and females,
respectively. Adult residential exposure
includes high end post application
dermal exposure from contact with
treated lawns. EPA has concluded that
the combined intermediate-term
aggregated food, water, and residential
exposures result in an aggregate MOE of
190 for children. Children’s residential
exposure includes total exposures
associated with contact with treated
lawns (dermal and hand-to-mouth
exposures). As the level of concern is for
MOE:s that are lower than 100, these
MOE:s are not of concern.

5. Aggregate cancer risk for U.S.
population. The Agency has not
identified any concerns for
carcinogenicity relating to POE/POP
mono(di-sec-butylphenyl) ether.

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 or to infants and children
from aggregate exposure to residues of
POE/POP mono(di-sec-butylphenyl)
ether.

V. Other Considerations

A. Analytical Enforcement Methodology

An analytical method is not required
for enforcement purposes since the
Agency is establishing an exemption
from the requirement of a tolerance
without any numerical limitation.

B. International Residue Limits

The Agency is not aware of any
country requiring a tolerance for POE/
POP mono(di-sec-butylphenyl) ether nor
have any CODEX Maximum Residue
Levels been established for any food
crops at this time.

VI. Conclusion

Therefore, an exemption from the
requirement of a tolerance is established
for residues of Polyoxyethylene
polyoxypropylene mono(di-sec-
butylphenyl) ether when used as an
inert ingredient in herbicide
formulations only, for pre-harvest uses
under 40 CFR 180.920 and used at no
more than 30% by weight in herbicide
formulations intended for application to
turf.

VII. Statutory and Executive Order
Reviews

This final rule establishes an
exemption from the requirement of 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 final rule has been
exempted from review under Executive
Order 12866, this final rule is not
subject to Executive Order 13211,
entitled Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the 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.

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

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

VIII Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the

Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

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

Dated: July 28, 2009.
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.In §180.920, the table is amended
by adding alphabetically the following
inert ingredients:

§180.920 Inert ingredients used pre-
harvest; exemptions from the requirement
of a tolerance.

* * * * *

Inert Ingredients

Limits

Uses

* *

Polyoxyethylene polyoxypropylene

* *

mono(di-sec-
butylphenyl) ether (CAS Reg. No. 69029-39-6)

* * *

formulations intended

* *

Limited to herbicide formulations only, and to
no more than 30% by weight in herbicide
for application to turf

* *

Surfactants,
surfactants

related adjuvants of

[FR Doc. E9—18717 Filed 8—4—09; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2009-0490; FRL—8428-5]
Sodium and Ammonium
Naphthalenesulfonate Formaldehyde

Condensates; Exemption from the
Requirement of a Tolerance

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

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of the sodium and
ammonium napthalenesulfonate
formaldehyde condensates, herein
referred to in this document as the
SANFCs, when used as inert ingredients
in pesticide formulations applied to
growing corps under 40 CFR 180.920.
The Joint Inerts Task Force (JITF),
Cluster Support Team Number 11 and
Akzo Nobel Surface Chemistry, LLC,
submitted petitions to EPA under the
Federal Food, Drug, and Cosmetic Act
(FFDCA), requesting an exemption from
the requirement of a tolerance. This
regulation eliminates the need to
establish a maximum permissible level
for residues of the SANFCs.

DATES: This regulation is effective
August 5, 2009. Objections and requests
for hearings must be received on or
before October 5, 2009, and must be

filed in accordance with the instructions

provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2009-0490. All documents in the
docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Kerry Leifer, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308-8811; e-mail address:
leifer.kerry@epa.gov.

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this Action Apply to Me?

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

¢ Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

e Pesticide manufacturing (NAICS
code 32532).

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

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

In addition to accessing electronically
available documents at http://
www.regulations.gov, you may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
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also access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
cite 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.gov/opptsfrs/home/
guidelin.htm.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2009-0490 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
before October 5, 2009.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2009-0490, by one of the
following methods:

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

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

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

II. Background

In the Federal Register of March 4,
2009 (74 FR 9397) (FRL-8401-8), 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 9E7516) by The
Joint Inerts Task Force (JITF), Cluster
Support Team Number 11 (CST 11), ¢/
o CropLife America, 1156 15th Street,
NW., Suite 400, Washington, DC 20005.
The petition requested that 40 CFR
180.920 be amended by establishing
exemptions from the requirement of a
tolerance for residues of sodium and
ammonium naphthalenesulfonate
formaldehyde condensates. That notice
referenced a summary of the petition
prepared by the JITF, CST 11, the
petitioner, which is available to the
public in the docket, http://
www.regulations.gov. Docket ID number
EPA-HQ-OPP-2009-0043 was
established for the petition. There were
no comments received in response to
the notice of filing.

In the Federal Register of March 25,
2009 (74 FR 12856) (FRL-8399-4), 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 8E7405) by Akzo
Nobel Surface Chemistry, LLC, 525 West
Van Buren Street, Chicago, IL 60607—
3823. The petition requested that 40
CFR 180.920 be amended by
establishing exemptions from the
requirement of a tolerance for residues
of mono-, di-, and
trimethylnapthalenesulfonic acids and
napthalenesulfonic acids formaldehyde
condensates, ammonium and sodium
salts. That notice referenced a summary
of the petition prepared by Akzo Nobel
Surface Chemistry, LLC, the petitioner,
which is available to the public in the
docket, http://www.regulations.gov.
Docket ID number EPA-HQ-OPP-2008—
0822 was established for the petition.
There were no comments received in
response to the notice of filing.

These two petitions are grouped
because they fall under the same general
chemical description criteria.

These petitions were submitted in
response to a final rule published
August 9, 2006 (71 FR 45415)(FRL—
8084—1) in which the Agency revoked,
under section 408(e)(1) of the Federal
Food, Drug, and Cosmetic Act (FFDCA),
the existing exemptions from the
requirement of a tolerance for residues
of certain inert ingredients because of
insufficient data to make the
determination of safety required by
FFDCA section 408(b)(2). The expiration
date for the tolerance exemptions
subject to revocation was August 9,
2008, which was later extended to
August 9, 2009, by a final rule
published in the Federal Register of
August 4, 2008 to allow for data to be
submitted to support the establishment
of tolerance exemptions for these inert

ingredients prior to the effective date of
the tolerance exemption revocation.

III. Inert Ingredient Definition

Inert ingredients are all ingredients
that are not active ingredients as defined
in 40 CFR 153.125 and include, but are
not limited to, the following types of
ingredients (except when they have a
pesticidal efficacy of their own):
Solvents such as alcohols and
hydrocarbons; surfactants such as
polyoxyethylene polymers and fatty
acids; carriers such as clay and
diatomaceous earth; thickeners such as
carrageenan and modified cellulose;
wetting, spreading, and dispersing
agents; propellants in aerosol
dispensers; microencapsulating agents;
and emulsifiers. The term “inert” is not
intended to imply nontoxicity; the
ingredient may or may not be
chemically active. Generally, EPA has
exempted inert ingredients from the
requirement of a tolerance based on the
low toxicity of the individual inert
ingredients.

IV. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish an exemption
from the requirement of 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. First,
EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings.

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
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and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
exemption from the requirement of a
tolerance for residues of the SANFCs
when used as inert ingredients in
pesticide formulations applied to
growing crops. EPA’s assessment of
exposures and risks associated with
establishing tolerances follows.

A. Toxicological Profile

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

The toxicology database for the
SANFC inerts is adequate to support
their use as inert ingredients in
pesticide formulations. The existing
toxicology database for the SANFC
consists of two OPPTS Harmonized
Guideline 870.3650 (combined repeated
dose toxicity study with the
reproduction/developmental toxicity
screening test in rats), and several
studies from the scientific literature on
acute toxicity and mutagenicity.

The available toxicity data indicates
that SANFC has low acute oral and
inhalation toxicity. SANFC was not
mutagenic in an Ames test. In a repeated
28-42 day OPPTS Harmonized
Guideline 870.3650 combined repeated
dose toxicity study with the
reproduction/developmental toxicity
screening with the representative test
compound, naphthalenesulfonic acid,
sodium salt polymer with formaldehyde
(CAS 9084—-06—4), there was no
evidence of increased susceptibility.
Parental toxicity manifested as
decrements in body-weight gain in both
sexes at the limit dose (1,000
milligrams/kilogram/day (mg/kg/day)).
No developmental or reproductive
effects were observed at doses of 100,
300, and 1,000 mg/kg/day. In an OPPTS
Harmonized Guideline 870.3650 study
submitted by Akzo Nobel Chemistry,
LLC, no systemic toxicity was observed
at doses up to and including 456 mg/kg/
day. (The highest dose tested). There
was no evidence of potential
neurotoxicity or immunotoxicity in the
adult animal in the OPPTS Harmonized
Guideline 870.3650 study at the limit
dose of 1,000 mg/kg/day. There is no
evidence that the SANFCs are
carcinogenic. There are no chronic data
available on the SANFC surfactants;

however, no structural alerts for cancer
were identified in a qualitative structure
activity relationship (SAR) database,
DEREK Version 11. In addition, there
was little concern about any of the
postulated metabolites having greater
toxicity than the parent compounds.
The higher molecular weight polymeric
SANFC surfactants (MW>1,000) are not
expected to be readily absorbed or
metabolized, and should thus be rapidly
excreted (likely in the feces) unchanged.
Additionally, lower molecular
microsome cytochrome P-450
oxygenases may hydroxylate the
naphthalene ring and/or methylene
bridge to produce alternative
metabolites that should also be readily
conjugated and excreted. Furthermore,
these compounds are formaldehyde
condensates and do not contain free
formaldehyde. Therefore, formaldehyde
is not a residue of concern. In summary,
due to the low hazard potential for these
inert compounds, a quantitative risk
assessment is not required for the
SANFC inerts.

Specific information on the studies
received are included in the Agency’s
Human Health Risk Assessment which
can be found at http://
www.regulations.gov in document
Sodium and Ammonium
Naphthalenesulfonate Formaldehyde
Condensates (SANFCs - JITF CST 11
Inert Ingredients). “Human Health Risk
Assessment to Support Proposed
Exemption from the Requirement of a
Tolerance When Used as Inert
Ingredients in Pesticide Formulations,”
pages 6—8 and pages 11-14 in docket ID
number EPA-HQ-OPP-2009-0043 and
also in document ‘“Mono-, Di-, and
Trimethylnapthalensulfonic Acids and
Naphthalenesulfonic Acids
Formaldehyde Condensates,
Ammonium and Sodium Salts: Review
of Toxicological Studies in Support of
an Exemption from the Requirement of
a Tolerance (40 CFR 180.920 and 40
CFR 180.910) When Used as Inert
Ingredients in Pesticide Formulations”
in docket ID number EPA-HQ-OPP—
2008-0822.

B. Toxicity Endpoint Selection and
FQPA Considerations

There was no significant hazard
identified in the OPPTS Harmonized
Guideline 870.3650 study at the limit
dose of 1,000 mg/kg/day to either
parental animals or their offspring.
Thus, due to their low potential hazard
and the lack of a hazard endpoint, it was
determined that a quantitative risk
assessment using safety factors applied
to a point of departure protective of an
identified hazard endpoint is not
appropriate for the SANFCs. The

Agency notes that there was no
evidence of neurotoxicity or increased
susceptibility to the offspring of rats
following prenatal or postnatal exposure
in the OPPTS Harmonized Guideline
870.3650 studies. Based on this
information, there is no concern, at this
time, for increased sensitivity to infants
and children to the SANFCs when used
as inert ingredients in pesticide
formulations applied to growing crops
and a safety factor analysis has not been
used to assess risk. For the same reason,
EPA has determined that an additional
safety factor is not needed to protect the
safety of infants and children.

C. Aggregate Exposures

In examining aggregate exposure,
section 408 of FFDCA directs EPA to
consider available information
concerning exposures from the pesticide
residue in food and all other non-
occupational exposures, including
drinking water from ground water or
surface water and exposure through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses).

The SANFC inerts are used as
dispersants, defoamers and emulsifiers
in pesticide formulations. These
surfactants have a wide range of
industrial uses as well as serve as
emulsifiers in personal care products
and in food contact packaging.

The residues of concern are for the
parent compound only. Considering the
large size and polarity of the SANFC
molecules, it is unlikely that they would
be readily absorbed by livestock or
taken up by plants for further
metabolism.

No hazard was identified for the acute
and chronic dietary assessment (food
and drinking water), or for the short-,
intermediate-, and long-term residential
assessments, and therefore no
quantitative aggregate risk assessments
were performed.

D. Cumulative Effects From Substances
With a Common Mechanism of Toxicity

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

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

E. Determination of Safety

Based on all available information,
EPA concludes that there is a reasonable
certainty that no harm will result to the
general population or to infants and
children from aggregate exposure to
residues of the SANFCs when used as
inert ingredients in pesticide
formulations applied to growing crops.

V. Other Considerations

A. Analytical Enforcement Methodology

An analytical method is not required
for enforcement purposes since the
Agency is establishing an exemption
from the requirement of a tolerance
without any numerical limitation.

B. International Residue Limits

The Agency is not aware of any
country requiring a tolerance for the
SANFCs nor have any CODEX
Maximum Residue Levels been
established for any food crops at this
time.

VI. Conclusion

Therefore, an exemption from the
requirement of a tolerance is established
for residues of the sodium and
ammonium naphthalenesulfonate
formaldehyde condensates, under the
tolerance expression mono-, di-, and
trimethylnapthalenesulfonic acids and
napthalenesulfonic acids formaldehyde
condensates, ammonium and sodium
salts, when used as inert ingredients in
pesticide formulations applied to
growing crops under 40 CFR 180.920.

VII. Statutory and Executive Order
Reviews

This final rule establishes an
exemption from the requirement of 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 final rule has been
exempted from review under Executive
Order 12866, this final rule is not
subject to Executive Order 13211,
entitled Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

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

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

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

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

VIII. Congressional Review Act

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

List of Subjects in 40 CFR Part 180

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

Dated: July 29, 2009.

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.In § 180.920, the table is amended
by adding alphabetically the following
inert ingredients to read as follows:

§180.920 Inert ingredients used pre-
harvest; exemptions from the requirement
of a tolerance.

* * * * *

Inert Ingredients

Limits

Uses

9008-63-3, 9069-80-1,
68425-94-5)

*

Mono-, di-, and trimethylnapthalenesulfonic acids and napthalenesulfonic acids
formaldehyde condensates, ammonium and sodium salts (CAS Reg. Nos.
9084-06-4, 36290-04-7, 91078-68-1,

* * * *

141959-43-5,

* * * *

Surfactants, related adjuvants of surfactants
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BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2009-0042; FRL—8424-4]
Methyl Poly(Oxyethylene)Cs_C ;s

Alkylammonium Chlorides; Exemption
from the Requirement of a Tolerance

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

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of methyl
poly(oxyethylene)Cs—Cis
alkylammonium chlorides where the
poly(oxyethylene) content is n=2-15
and where Cs—Cis alkyl is linear and
may be saturated or unsaturated, herein
referred to in this document as methyl
poly(oxyethylene)Cs—Cis
alkylammonium chlorides (MPOAGs),
when used as an inert ingredient in
pesticide formulations for pre-harvest
uses under 40 CFR 180.920 at a
maximum of 10% by weight in
herbicide formulations and 5% by
weight in all other formulations. The
Joint Inerts Task Force (JITF), Cluster
Support Team (CST No. 7), submitted a
petition to EPA under the Federal Food,
Drug, and Cosmetic Act (FFDCA),
requesting an exemption from the
requirement of a tolerance. This
regulation eliminates the need to
establish a maximum permissible level
for residues of MPOACs.

DATES: This regulation is effective
August 5, 2009. Objections and requests
for hearings must be received on or
before October 5, 2009, and must be
filed in accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2009-0042. All documents in the
docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are

available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Kerry Leifer, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308—-8811; e-mail address:
leifer.kerry@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this Action Apply to Me?

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

e Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

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

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

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

Guidlines referenced in this document,
go directly to the guidelines at http://
www.epa.gpo/opptsfrs/home/
suidelin.htm.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2009-0042 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
before October 5, 2009.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2009-0042, by one of the
following methods:

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

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

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

II. Background

In the Federal Register of March 4,
2009 (74 FR 9397) (FRL-8401-8), 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 9E7518) by The
JITF, CST No. 7, c/o CropLife America,
1156 15t St., NW., Suite 400,
Washington, DC 20005. The petition
requested that 40 CFR 180.920 be
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amended by establishing exemptions
from the requirement of a tolerance for
residues of the inert ingredient methyl
poly(oxyethylene)Cs—Cis
alkylammonium chlorides where the
poly(oxyethylene) content is n=2-15
and where Cg—C;g alkyl is linear and
may be saturated or unsaturated
(MPOAG:S) for pre-harvest uses at a
maximum of 10% by weight in
herbicide formulations and 5% by
weight in all other formulations. That
notice referenced a summary of the
petition prepared by The JITF, CST No.
7, the petitioner, which is available to
the public in the docket, http://
www.regulations.gov.

The Agency received two comments
in response to the notice of filing. Both
comments was received from private
citizens who opposed the authorization
to sell any pesticide that leaves a
residue on food. The Agency
understands the commenters’ concerns
and recognizes that some individuals
believe that no residue of pesticides
should be allowed. However, under the
existing legal framework provided by
section 408 of FFDCA, EPA is
authorized to establish pesticide
tolerances or exemptions where persons
seeking such tolerances or exemptions
have demonstrated that the pesticide
meets the safety standard imposed by
that statute.

This petition was submitted in
response to a final rule of August 9,
2006, (71 FR 45415) (FRL-8084-1) in
which the Agency revoked, under
section 408(e)(1) of the FFDCA, the
existing exemptions from the
requirement of a tolerance for residues
of certain inert ingredients because of
insufficient data to make the
determination of safety required by
section 408(b)(2) of FFDCA. The
expiration date for the tolerance
exemptions subject to revocation was
August 9, 2008, which was later
extended August 9, 2009 by a final rule
published in the Federal Register of
August 4, 2008. (73 FR 45312) (FRL—
8372-7) to allow for data to be
submitted to support the establishment
of tolerance exemptions for these inert
ingredients prior to the effective date of
the tolerance exemption revocation.

IIL. Inert Ingredient Definition

Inert ingredients are all ingredients
that are not active ingredients as defined
in 40 CFR 153.125 and include, but are
not limited to, the following types of
ingredients (except when they have a
pesticidal efficacy of their own):
Solvents such as alcohols and
hydrocarbons; surfactants such as
polyoxyethylene polymers and fatty
acids; carriers such as clay and

diatomaceous earth; thickeners such as
carrageenan and modified cellulose;
wetting, spreading, and dispersing
agents; propellants in aerosol
dispensers; microencapsulating agents;
and emulsifiers. The term “inert” is not
intended to imply nontoxicity; the
ingredient may or may not be
chemically active. Generally, EPA has
exempted inert ingredients from the
requirement of a tolerance based on the
low toxicity of the individual inert
ingredients.

IV. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish an exemption
from the requirement of 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. First,
EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings.

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
exemption from the requirement of a
tolerance for residues of MPOACs when
used as inert ingredients in pesticide
formulations for pre-harvest uses at a
maximum of 10% by weight in
herbicide formulations and 5% by
weight in all other formulations. EPA’s
assessment of exposures and risks

associated with establishing tolerances
follows.

A. Toxicological Profile

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

The toxicity data available on the
MPOAG:s consists of acute toxicity
studies, mutagenicity studies, and an
OPPTS Harmonized Guideline 870.3650
combined repeated dose toxicity study
with the reproduction/developmental
toxicity screening test. The majority of
the MPOAC compounds are reported as
“not acutely toxic” for lethality by the
oral and dermal routes of exposure
(Toxicity Category III). However, CAS
Reg. No. 70750-47-9, the representative
test compound, is more toxic by the oral
and dermal routes (Toxicity Category II).
All MPOAG: are severely irritating to
the eye (Toxicity Category I), and the
MPOAC identified by CAS Reg.
No.70750—47-9 (quatenary ammonium
compounds, coco
alkylbis(hydroxyethyl)methy1,
chlorides) is severely irritating to the
skin. Inhalation data on two of the
MPOAGC s indicate irritation at high
doses.

The OPPTS Harmonized Guideline
870.3650 study on the representative
surfactant, (CAS Reg. No. 70750-47-9)
demonstrated severe toxicity in rats, as
evidenced by deaths of all test subjects
at 100 milligrams/kilogram/day (mg/kg/
day) after 5 days, and deaths of 5 out of
10 females at 50 mg/kg/day after 6—8
days of exposure. Given the extremely
corrosive nature of the test material, the
Agency believes that the high mortality
rate is secondary to the forestomach
lesions seen in the rats. Further, the
Agency notes that the severity of the
effects may be related to the unique
anatomy of the rats. Humans do not
have a forestomach which serves as a
storage reservoir in rodents; therefore,
effects seen in the rat forestomach are
likely to be significantly more severe
than what would be expected from the
compound in the glandular stomachs in
humans and therefore, have less
relevance to humans.

The no observed adverse effect level
(NOAEL) for developmental and
reproductive toxicity is 25 mg/kg/day,
the lowest dose tested (LDT). Although
no reproductive or developmental
effects were observed at the next higher
dose of 50 mg/kg/day, the evaluation at
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this dose level included only 5
surviving female animals. While the
actual lowest observed adverse effect
level (LOAEL) for reproductive
developmental effects may be higher, or
reproductive developmental effects may
not occur at all as a result of exposure
to this chemical, in the absence of a
sufficient number of animals to assess,
the Agency has conservatively assumed
that if more animals had been available
at the mid-dose, developmental or
reproductive toxicity might have been
observed. There are no concerns for
sensitivity of offspring.

There was no evidence of
neurotoxicity in this study; functional-
observational battery and motor-activity
data were similar in all the treatment
groups. Liver enzymes were elevated
but were not accompanied by
microscopic lesions or increased organ
weight and were not considered
adverse. No carcinogenicity studies are
available for the MPOACs. A qualitative
structure activity relationship database,
DEREK Version 11, identified no
structural alerts suggestive of
carcinogenicity.

Specific information on the studies
received and the nature of the adverse
effects caused by MPOAGCs as well as
the NOAEL and the LOAEL from the

toxicity studies can be found at http://
www.regulations.gov in document
MPOACGs-JITF CST No. 7 Inert
Ingredients). Human Health Risk
Assessment to Support Proposed
Exemption from the Requirement of a
Tolerance When Used as Inert
Ingredients in Pesticide Formulations
pages 9-13 and pages 25-26 in docket
ID number EPA-HQ-OPP-2009-0042.

B. Toxicological Endpoints

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

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

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

A summary of the toxicological
endpoints for MPOACGs used for human
health risk assessment is shown in
Table 1 of this unit.

TABLE 1.—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR MPOACS FOR USE IN HUMAN HEALTH RISK

ASSESSMENT

Exposure/Sce-

nario certainty/Safety Factors

Point of Departure and Un-

RfD, PAD, LOC for Risk Assess-
ment

Study and Toxicological Effects

Acute dietary (all
populations)

Acute toxicity was not identified.

Chronic dietary
(all populations)

NOAEL = 25 mg/kg/day
UFA = 10x
UF]—[ = 10x

(FQPA) SF = 1x

Food quality protection act

Chronic RfD = 0.25 mg/kg/day
cPAD = 0.25 mg/kg/day

LOAEL = 50 mg/kg/day based on stomach inflamma-
tion and mortality associated with the forestomach
inflammation

Incidental oral NOAEL= 25 mg/kg/day

(short-term and | UF4 = 10x
intermediate- UFu = 10x
term) FQPA SF = 1x

Residential LOC for MOE = 100

LOAEL = 50 mg/kg/day based on stomach inflamma-
tion and mortality associated with the forestomach
inflammation.

Dermal and inha-
lation (all dura-
tions)

Quantitative assessment not required: Cluster is corrosive irritating and exposure will be self limiting; expected low-dermal
and inhalation absorptions; product is used in low percentages in household products (i.e., low exposure).

Cancer (oral, der-
mal, inhalation)

be carcinogenic.

Classification: No animal toxicity data available for an assessment. Based on SAR analysis, MPOACs is not expected to

POD = A data point or an estimated point that is derived from observed dose-response data and used to mark the beginning of extrapolation
to determine risk associated with lower environmentally relevant human exposures. NOAEL = no observed adverse effect level. LOAEL = lowest
observed adverse effect level. UF = uncertainty factor. UF5 = extrapolation from animal to human (interspecies). UFy = potential variation in sen-
sitivity among members of the human population (intraspecies). PAD = population adjusted dose (a=acute, c=chronic). FQPA SF = FQPA Safety
Factor. RfD = reference dose. MOE = margin of exposure. LOC = level of concern. N/A = not applicable.

C. Exposure Assessment

Sufficient data were provided on the
chemical identity of the MPOACs;
however, limited data are available on

the metabolism and environmental
degradation of these compounds. The
Agency relied collectively on
information provided on the

representative chemical structures, the
generic cluster structures, the submitted
physicochemical data, structure-activity
relationship information, as well as
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information on other surfactants and
chemicals of similar size and
functionality to determine the residues
of concern for these inert ingredients.
The residues of concern for risk
assessment purposes are the parent
compounds only.

The registrant selected CAS Reg. No.
70750—47-9, as the test compound
because the coco alkyl encompasses the
broad range of Cs—C;s alkyl chain
included in the descriptor. The Agency
concluded that the cluster grouping was
appropriate. Further, the Agency also
concluded that it is unlikely that any
potential environmental degradates that
would be found in food and water will
be more toxic than the parent
compound. Residue estimates used in
the dietary risk assessment were chosen
to represent an upper bound on the
combined residues of parent and any
potential metabolite or degradate of
concern.

Quantitative dermal or inhalation risk
assessments were not be performed for
residential exposures because the
MPOAC :s are highly corrosive irritating,
and therefore, exposure will be self-
limiting and will be regulated based on
labeling of the formulations. There is
not a significant concern for dermal or
inhalation exposures due to expected
low dermal and inhalation absorptions
and the fact that the product is used in
low percentages in household products
(i.e., low exposure). An aggregate
assessment need only be conducted for
food, water, and incidental oral
exposures.

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to MPOACs, EPA considered
exposure under the petitioned-for
exemptions from the requirement of a
tolerance. EPA assessed dietary
exposures from MPOACG:s in food as
follows:

i. Acute exposure. No adverse effects
attributable to a single exposure of
MPOACs was seen in the toxicity
databases. Therefore, acute dietary risk
assessments for MPOAG:s is not
necessary.

ii. Chronic exposure. In conducting
the chronic dietary exposure
assessment, EPA used food
consumption information from the
United States Department of Agriculture
(USDA) 1994-1996 and 1998
Nationwide Continuing Surveys of Food
Intake by Individuals (CSFII). As to
residue levels in food, no residue data
were submitted for MPOACs. In the
absence of specific residue data, EPA
has developed an approach which uses
surrogate information to derive upper
bound exposure estimates for the
subject inert ingredient. Upper bound

exposure estimates are based on the
highest tolerance for a given commodity
from a list of high-use insecticides,
herbicides, and fungicides. A complete
description of the general approach
taken to assess inert ingredient risks in
the absence of residue data is contained
in the memorandum entitled Alkyl
Amines Polyalkoxylates (Cluster 4):
Acute and Chronic Aggregate (Food and
Drinking Water) Dietary Exposure and
Risk Assessments for the Inerts.
(D361707, S. Piper, 2/25/09) and can be
found at http://www.regulations.gov in
docket ID number EPA-HQ-OPP-2008—
0738.

In the dietary exposure assessment,
the Agency assumed that the residue
level of the inert ingredient would be no
higher than the highest tolerance for a
given commodity. Implicit in this
assumption is that there would be
similar rates of degradation (if any)
between the active and inert ingredient
and that the concentration of inert
ingredient in the scenarios leading to
these highest of tolerances would be no
higher than the concentration of the
active ingredient.

The Agency believes the assumptions
used to estimate dietary exposures lead
to an extremely conservative assessment
of dietary risk due to a series of
compounded conservatisms. First,
assuming that the level of residue for an
inert ingredient is equal to the level of
residue for the active ingredient will
overstate exposure. The concentrations
of active ingredient in agricultural
products is generally at least 50% of the
product and often can be much higher.
Further, pesticide products rarely have
a single inert ingredient; rather there is
generally a combination of different
inert ingredients used which
additionally reduces the concentration
of any single inert ingredient in the
pesticide product in relation to that of
the active ingredient. In the case of
MPOACs, EPA made a specific
adjustment to the dietary exposure
assessment to account for the use
limitations of the amount of MPOACs
that may be in formulations (no more
than 10% by weight in herbicide
formulations) and assumed that the
MPOAG:s are present at the maximum
limitations rather than at equal
quantities with the active ingredient.
This remains a very conservative
assumption because surfactants are
generally used at levels far below this
percentage.

Second, the conservatism of this
methodology is compounded by EPA’s
decision to assume that, for each
commodity, the active ingredient which
will serve as a guide to the potential
level of inert ingredient residues is the

active ingredient with the highest
tolerance level. This assumption
overstates residue values because it
would be highly unlikely, given the
high number of inert ingredients, that a
single inert ingredient or class of
ingredients would be present at the
level of the active ingredient in the
highest tolerance for every commodity.
Finally, a third compounding
conservatism is EPA’s assumption that
all foods contain the inert ingredient at
the highest tolerance level. In other
words, EPA assumed 100% of all foods
are treated with the inert ingredient at
the rate and manner necessary to
produce the highest residue legally
possible for an active ingredient. In
summary, EPA chose a very
conservative method for estimating
what level of inert residue could be on
food, then used this methodology to
choose the highest possible residue that
could be found on food and assumed
that all food contained this residue. No
consideration was given to potential
degradation between harvest and
consumption even though monitoring
data shows that tolerance level residues
are typically one to two orders of
magnitude higher than actual residues
in food when distributed in commerce.

Accordingly, although sufficient
information to quantify actual residue
levels in food is not available, the
compounding of these conservative
assumptions will lead to a significant
exaggeration of actual exposures. EPA
does not believe that this approach
underestimates exposure in the absence
of residue data.

iii. Cancer. The Agency used a
qualitative SAR database, DEREK11, to
determine if there were structural alerts
suggestive of carcinogenicity. No
structural alerts for carcinogenicity were
identified. MPOAGCs are not expected to
be carcinogenic. Therefore, a cancer
dietary exposure assessment is not
necessary to assess cancer risk.

iv. Anticipated residue and percent
crop treated (PCT) information. EPA did
not use anticipated residue and PCT
information in the dietary assessment
for MPOAGs. Tolerance level residues
and 100 PCT were assumed for all food
commodities.

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

A screening level drinking water
analysis, based on the Pesticide Root
Zone Model /Exposure Analysis
Modeling System (PRZM/EXAMS) was
performed to calculate the estimated
drinking water concentrations (EDWGCs)
of MPOACs. Modeling runs on four
surrogate inert ingredients using a range
of physical chemical properties that
would bracket those of MPOACGCs were
conducted. Modeled acute drinking
water values ranged from 0.001 parts
per billion (ppb) to 41 ppb. Modeled
chronic drinking water values ranged
from 0.0002 ppb to 19 ppb. Further
details of this drinking water analysis
can be found at http://
www.regulations.gov in the document
MPOAGs- JITF, (CST No. 7 Inert
Ingredients). Human Health Risk
Assessment to Support Proposed
Exemption from the Requirement of a
Tolerance When Used as Inert
Ingredients in Pesticide Formulations,
pages 13—14 and 28—46 in docket ID
number EPA-HQ-OPP-2009-0042.

For the purpose of the screening level
dietary risk assessment to support this
request for an exemption from the
requirement of a tolerance for MPOACs,
a conservative drinking water
concentration value of 100 ppb based on
screening level modeling was used to
assess the contribution to drinking
water for chronic dietary risk
assessments for the parent compounds
and for the metabolites of concern.
These values were directly entered into
the dietary exposure model.

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). MPOACs
may be used in inert ingredients in
pesticide products that are registered for
specific uses that may result in both
indoor and outdoor residential
exposures. A screening level residential
exposure and risk assessment was
completed for products containing
MPOAG :S as inert ingredients. In this
assessment, representative scenarios,
based on end-use product application
methods and labeled application rates,
were selected. The MPOACs may be
used as inert ingredients in pesticide
formulations that are used in and
around the home. Additionally, uses are
possible in household cleaning products
and in personal care products. The
Agency has not selected endpoints for
dermal or inhalation risk assessmenst;
therefore, only exposure scenarios
which will result in oral exposures have

been assessed for the MPOACs. The
Agency conducted an assessment to
represent worst-case residential
exposure by assessing postapplication
exposures and risks from MPOAGs in
pesticide formulations (outdoor
scenarios) and MPOACs in disinfectant-
type uses (indoor scenarios). Further
details of this residential exposure and
risk analysis can be found at http://
www.regulations.gov in the
memorandum 9entitled JITF Inert
Ingredients. Residential and
Occupational Exposure Assessment
Algorithms and Assumptions Appendix
for the Human Health Risk Assessments
to Support Proposed Exemption from
the Requirement of a Tolerance When
Used as Inert Ingredients in Pesticide
Formulations; (D364751, 5/7/09, Lloyd/
LaMay in docket ID number EPA-HQ-
OPP-2008-0710.

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

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

D. Safety Factor for Infants and
Children

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

2. Prenatal and postnatal sensitivity.
The toxicity data available on the
MPOAG:s consists of acute toxicity
studies, mutagenicity studies, and an
OPPTS Harmonized Guideline 870.3650
combined repeated dose toxicity study
with the reproduction developmental
toxicity screening test.

There was no evidence of increased
sensitivity in young animals because no
developmental or reproductive toxicity
occurred in the lowest dose group
(doses of 25 mg/kg/day) in the
reproductive developmental toxicity
screening test. Additionally, no
developmental or reproductive toxicity
was noted in the mid-dose group (doses
of 50 mg/kg/day); however, since there
were only five surviving female animals
in this group, which is considered an
insufficient number of animals, the
study LOAEL was set at the mid-dose
level. The mortality in rats that occurred
in the study was associated with
forestomach inflammation. Given the
extremely corrosive nature of the test
material, the Agency believes that the
high mortality rate is secondary to the
forestomach lesions seen in the rats.
Further, the Agency notes that the
severity of the effects may be related to
the unique anatomy of the rats. Humans
do not have a forestomach which serves
as a storage reservoir in rodents;
therefore effects seen in the rat
forestomach are likely to be significantly
more severe than what would be
expected from the compound in the
glandular stomachs in humans, and
therefore, have less relevance to
humans.

There was no evidence of
neurotoxicity in the OPPTS Harmonized
Guideline 870.3650 study; functional-
observational battery and motor-activity
data were similar in all the treatment
groups.

There are no residual uncertainties
identified in the exposure databases.
The dietary (food and water) exposure
assessment is not likely to
underestimate exposure to any
subpopulation, including those
comprised of infants and children.

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

i. The toxicity database for MPOACs
is considered adequate for assessing the
risks to infants and children (the
available studies are described in Unit
Iv.D.2).

ii. No quantitative or qualitative
increased susceptibility was
demonstrated in the offspring in the
OPPTS Harmonized Guideline 870.3650
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combined repeated dose toxicity study
with the reproduction developmental
toxicity screening test in rats following
in utero and post-natal exposure.

iii. Although mortality occurred in the
OPPTS Harmonized Guideline 870.3650
study that was associated with
forestomach inflammation, the Agency
believes that, given the extremely
corrosive nature of the test material, the
high mortality rate is secondary to the
forestomach lesions seen in the rats.
Further, the Agency notes that the
severity of the effects may be related to
the unique anatomy of the rats. Humans
do not have a forestomach which serves
as a storage reservoir in rodents;
therefore effects seen in the rat
forestomach are likely to be significantly
more severe than what would be
expected from the compound in the
glandular stomachs in humans and
therefore, have less relevance to
humans.

iv. There was no evidence of
neurotoxicity in the OPPTS Harmonized
Guideline 870.3650 study. Functional-
observational battery and motor-activity
data were similar in all the treatment
groups. Thus, no additional
neurotoxicity data are required.

v. While there is no chronic toxicity
study, the Agency has concluded that
since endpoint risk assessment is based
on the forestomach lesions in rats, a
very conservative hazard endpoint,
coupled with the highly conservative
exposure assessment and an absence of
evidence of increased sensitivity, or
neurotoxicity, the use of the standard
100X inter-species and intra-species UF
are adequate to protect infants and
children, and no additional UF is
needed for extrapolating from
subchronic to chronic exposure.

vi. There are no residual uncertainties
identified in the exposure databases.
The food and drinking water assessment
is not likely to underestimate exposure
to any subpopulation, including those
comprised of infants and children. The
food exposure assessments are
considered to be highly conservative as
they are based on the use of the highest
tolerance level from the surrogate
pesticides for every food and 100 PCT
is assumed for all crops. EPA also made
conservative (protective) assumptions in
the ground and surface water modeling
used to assess exposure to MPOAGs in
drinking water. EPA used similarly
conservative assumptions to assess post-
application exposure of children as well
as incidental oral exposure of toddlers.
These assessments will not
underestimate the exposure and risks
posed by MPOAG:s.

E. Aggregate Risks and Determination of
Safety

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

1. Acute risk. There was no hazard
attributable to a single exposure seen in
the toxicity database for MPOACs.
Therefore, the MPOACs are not
expected to pose an acute risk.

2. Chronic risk. A chronic aggregate
risk assessment takes into account
exposure estimates from chronic dietary
consumption of food and drinking
water. Using the exposure assumptions
discussed in this unit for chronic
exposure, the chronic dietary exposure
from food and water to MPOACs is 16%
of the cPAD for the U.S. population and
51% of the cPAD for children 1-2 yrs
old, the most highly exposed population
subgroup.

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

MPOAG S are used as an inert
ingredients in pesticide products that
are currently registered for uses that
could result in short-term residential
exposure and the Agency has
determined that it is appropriate to
aggregate chronic exposure through food
and water with short-term residential
exposures to MPOACs. Using the
exposure assumptions described in this
unit, EPA has concluded the combined
short-term aggregated food, water, and
residential exposures result in an
aggregate MOE of 190 for children.
Children’s residential exposure includes
hand-to-mouth exposures. As the LOC is
for MOEs that are lower than 100, this
MOE is not of concern.

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

MPOAG:s are currently registered for
uses that could result in intermediate-
term residential exposure and the
Agency has determined that it is
appropriate to aggregate chronic
exposure through food and water with
intermediate-term residential exposures
to MPOACs. Using the exposure
assumptions described in this unit, EPA
has concluded the combined
intermediate-term aggregated food,
water, and residential exposures result
in an aggregate MOE of 190 for children.
Children’s residential exposure includes
hand-to-mouth exposures. As the LOC is
for MOEs that are lower than 100, this
MOE is not of concern.

5. Aggregate cancer risk for U.S.
population. The Agency has not
identified any concerns for
carcinogenicity relating to MPOACs.

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, or to infants and children
from aggregate exposure to residues of
MPOAGs.

V. Other Considerations

A. Analytical Enforcement Methodology

An analytical method is not required
for enforcement purposes since the
Agency is establishing an exemption
from the requirement of a tolerance
without any numerical limitation.

B. International Residue Limits

The Agency is not aware of any
country requiring a tolerance for
MPOAGs nor have any CODEX
Maximum Residue Levels been
established for any food crops at this
time.

VI. Conclusion

Therefore, an exemption from the
requirement of a tolerance is established
for residues methyl
poly(oxyethylene)Cs—Cis
alkylammonium chlorides where the
poly(oxyethylene) content is n=2-15
and where Cg—C;z alkyl is linear and
may be saturated or unsaturated
(MPOAG:S) for pre-harvest uses at a
maximum of 10% by weight in
herbicide formulations and 5% by
weight in all other formulations.

VII. Statutory and Executive Order
Reviews

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

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

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,

the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

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

VIII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller

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

List of Subjects in 40 CFR Part 180

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

Dated: July 21, 2009.

G. Jeffrey Herndon,
Acting 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.In §180.920, the table is amended
by adding alphabetically the following
inert ingredients to read as follows:

§180.920 Inert ingredients used pre-
harvest; exemptions from the requirement
of a tolerance.

* * * * *

Inert Ingredients

Limits

Uses

*

Methyl poly(oxyethylene)Cs—Cs

77-4, 64755-05-1, 61791-10-4,

3.

*

alkylammonium
chlorides where the poly(oxyethylene) content is
n=2-15 and where Cs—C;s alkyl is linear and may be
saturated or unsaturated (CAS Reg. Nos. 3010-24—
0, 18448-65-2, 70750-47-9, 22340-01-8, 67784—
28724-32-5,
28880-55-9, 68187—69-9, 68607-27-2, 60687—-90—

* * * * * *

* * * * * *

Concentration in formulated end use products not to
exceed 10% by weight in herbicide products and 5%
by weight in all other pesticide products.

Surfactants, related adju-
vants of surfactants

[FR Doc. E9—18348 Filed 8—4—09; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[EPA-HQ-OPP-2009-0099; FRL-8428-6]

Sodium Alkyl Naphthalenesulfonate;
Exemption from the Requirement of a
Tolerance

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule.

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of sodium alkyl
naphthalenesulfonate, herein referred to
in this document as SANS, when used
as an inert ingredient at a maximum of
30% by weight in pesticide
formulations for pre-harvest and post-
harvest uses, as well as, for application
to animals. The Joint Inerts Task Force
(JITF), Cluster Support Team Number
10, submitted a petition to EPA under
the Federal Food, Drug, and Cosmetic
Act (FFDCA), requesting an exemption
from the requirement of a tolerance.

This regulation eliminates the need to
establish a maximum permissible level
for residues of SANS.

DATES: This regulation is effective
August 5, 2009. Objections and requests
for hearings must be received on or
before October 5, 2009, and must be
filed in accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2009-0099. All documents in the
docket are listed in the docket index
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available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Kerry Leifer, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308—8811; e-mail address:

leifer.kerry@epa.gov.
SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this Action Apply to Me?

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

¢ Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

e Pesticide manufacturing (NAICS
code 32532).

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

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

In addition to accessing electronically
available documents at http://

www.regulations.gov, you may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
cite 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.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2009-0099 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
October 5, 2009.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2009-0099, by one of the
following methods:

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

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

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

II. Background

In the Federal Register of April 15,
2009 (74 FR 17487) (FRL-8409-7), 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 9E7524) by The
Joint Inerts Task Force (JITF), Cluster
Support Team 10 (CST 10), c/o CropLife
America, 1156 15th Street, NW., Suite
400, Washington, DC 20005. The
petition requested that 40 CFR 180.910
and 40 CFR 180.930 be amended by
establishing exemptions from the
requirement of a tolerance for residues
of the inert ingredient sodium alkyl
naphthalenesulfonate (SANS). That
notice referenced a summary of the
petition prepared by JITF (CST 10), the
petitioner, which is available to the
public in the docket, http://
www.regulations.gov. There were no
comments received in response to the
notice of filing.

Based upon review of the data
supporting the petition, EPA has
modified the exemptions requested by
adding a use limitation of not more than
30% by weight in pesticide
formulations applied pre-and post-
harvest and in pesticide formulations
applied to animals. This limitation is
based on the Agency’s risk assessment
which can be found at http://
www.regulations.gov in document
Sodium Alkyl Naphthalenesulfonate
(SANS) - JITF CST 10 Inert Ingredients).
Human Health Risk Assessment to
Support Proposed Exemption from the
Requirement of a Tolerance When Used
as Inert Ingredients in Pesticide
Formulations in docket ID number
EPA-HQ-OPP-2009-0099.

This petition was submitted in
response to a final rule of August 9,
2006, (71 FR 45415) (FRL-8084-1) in
which the Agency revoked, under
section 408(e)(1) of the Federal Food,
Drug, and Cosmetic Act (FFDCA), the
existing exemptions from the
requirement of a tolerance for residues
of certain inert ingredients because of
insufficient data to make the
determination of safety required by
section 408(b)(2) of FFDCA. The
expiration date for the tolerance
exemptions subject to revocation was
August 9, 2008, which was later
extended to August 9, 2009 by a final
rule published in the Federal Register
of August 4, 2008 (73 FR 45312) (FRL—-
8372-7) to allow for data to be
submitted to support the establishment
of tolerance exemptions for these inert
ingredients prior to the effective date of
the tolerance exemption revocation.
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IIL. Inert Ingredient Definition

Inert ingredients are all ingredients
that are not active ingredients as defined
in 40 CFR 153.125 and include, but are
not limited to, the following types of
ingredients (except when they have a
pesticidal efficacy of their own):
Solvents such as alcohols and
hydrocarbons; surfactants such as
polyoxyethylene polymers and fatty
acids; carriers such as clay and
diatomaceous earth; thickeners such as
carrageenan and modified cellulose;
wetting, spreading, and dispersing
agents; propellants in aerosol
dispensers; microencapsulating agents;
and emulsifiers. The term “inert” is not
intended to imply nontoxicity; the
ingredient may or may not be
chemically active. Generally, EPA has
exempted inert ingredients from the
requirement of a tolerance based on the
low toxicity of the individual inert
ingredients.

IV. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)@) of FFDCA
allows EPA to establish an exemption
from the requirement of 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. First,
EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings.

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has

sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
exemption from the requirement of a
tolerance for residues of SANS, when
used as an inert ingredient in pesticide
formulations for pre-harvest and post-
harvest uses, as well as for application
to animals provided that the
concentration of the SANS inerts is
limited to no more than 30% by weight
in pesticide formulations. EPA’s
assessment of exposures and risks
associated with establishing tolerances
follows.

A. Toxicological Profile

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

The representative test compounds for
the SANS cluster group include (1) an
aqueous mixture containing 80% 3-
butyl-naphthalene- 1 sulfonate (CAS
Reg. No. 25638—-17-9) and 20% sodium
di-3, 6-dibutyl naphthalene-1-sulfonate
(CAS Reg. No. 25417-20-3); (2) a
complex mixture from a boiling
distillate from petroleum catalytic
reformer fractionator residue that
includes Co-rich Cs-Cjo-alkyl-sodium
naphthalenesulfonate (CAS Reg. No.
908356-16—-1); and (3)
naphthalenesulfonic acid, sodium salt,
isopropylate (CAS Reg. No. 68442—09—
1), which is a mixture containing
sodium diisopropyl and triisopropyl-2-
naphthalenesulfonates in a 40:60 ratio,
with 6% of mono-isopropyl-2-
naphthalenesulfonates. The existing
toxicology database for the SANS inerts
consists of an OPPTS Harmonized
Guideline 870.3650 (combined repeated
dose toxicity study with the
reproduction/developmental toxicity
screening studies in rats) on each of the
representative SANS, and several
publicly-available studies on acute
toxicity. These data are adequate to
apply to the SANS inerts when used as
inert ingredients in pesticide
formulations and to characterize the
potential toxic effects of these
surfactants.

The sodium alkyl
naphthalenesulfonates have low acute
oral and inhalation toxicity but are
irritating to the skin and eye. No
mutagenicity data are available. The
OPPTS Harmonized Guideline 870.3650
combined repeated dose toxicity study
with the reproduction/developmental

toxicity screening tests on three
representative surfactants demonstrate
local irritation effects on the
forestomach/stomach, reduced body-
weight gain during mating (males), and/
or decrease in thymus weight and
thymus atrophy and microscopic lesions
in the kidney (females) in the parental
animals. No evidence of neurotoxicity
was observed in any of the studies.

There was evidence of increased
susceptibility to the offspring of rats
following prenatal or postnatal exposure
to naphthalenesulfonic acid, sodium
salt, isopropylate. Increased post-
implantation and postnatal losses and
reduced pup body weights were
observed at 120 and 288 milligrams/
kilograms/day (mg/kg/day), whereas
maternal toxicity was observed only at
288 mg/kg/day, as evidenced by
mortality, and increase in liver enzymes
and creatinine, increased kidney weight,
and histopathological lesions in the
kidney (tubular cell necrosis), stomach
(inflammatory submucosal infiltrates
and mucosal ulceration) and liver
(hepatic fatty change). Based on the fact
that there is a clear NOAEL for the pup
effects, the point of departure is based
on this endpoint (increased post-
implantation and postnatal losses and
reduced pup weight) and is protective of
the effects seen in the study, and
because of the highly conservative
inputs used in both the hazard and
exposure assessments, there is no
residual concern for this finding.

No evidence of increased
susceptibility was observed following
prenatal or postnatal exposure to the
other representative inerts. Following
exposure to an aqueous mixture
containing 3-butyl-naphthalene-1
sulfonate and sodium di-3, 6-dibutyl
naphthalene-1-sulfonate, parental
toxicity manifested as microscopic
forestomach lesions, and developmental
toxicity manifested as decreased pup
body weight ({7-8%). No other
developmental effects or reproductive
effects were observed, and there was no
evidence of neurotoxicity in the adult
animal. Following exposure to a
complex mixture from a boiling
distillate from petroleum catalytic
reformer fractionator residue that
includes Co-rich Cs-Cjo-alkyl-sodium
naphthalenesulfonate, parental toxicity
manifested as decreased body-weight
gain during premating (males),
decreased testes weight, increased
incidence of hematopoiesis in the liver
(females), and an increased incidence of
erosion in the glandular stomach (both
sexes) at the limit dose. No
developmental or reproductive effects
were observed, and there was no
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evidence of neurotoxicity in the adult
animal at the limit dose.

The SANS metabolism and
elimination are contingent on both the
nature of the alkyl groups and the
nature and extent of naphthalene ring
substituents. The Agency’s August 1998
“Toxicological Review of Naphthalene
(CAS Reg. No. 91-20-3)” states that the
in vivo and in vitro metabolism of the
parent unsubstituted naphthalene has
been studied extensively in mammalian
systems. Without a functional group for
conjugation, it is expected that the
majority of absorbed unsubstituted
naphthalene is eliminated and will
proceed through microsome cytochrome
P-450 oxygenases to 1- and 2-napthols.

However, in the case of the CST 10
SANS surfactants, in addition to
microsome cytochrome P-450
oxygenases, the 1- or 2-sulfonic acid
sodium salt moieties on the naphthalene
ring may provide a handle by which
these compounds can be readily
conjugated and eliminated.

There is no evidence that the SANS
inerts are carcinogenic. The Agency
used a qualitative structure activity
relationship (SAR) database, DEREK
Version 11, to determine if there were
structural alerts. No structural alerts
were identified. In addition, there was
little concern that any of the postulated
metabolites would have greater toxicity
than the parent compounds.

Specific information on the studies
received and the nature of the adverse
effects caused by the SANS, as well as,
the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in document
Sodium Alkyl Naphthalenesulfonate
(SANS) - JITF CST 10 Inert Ingredients).
Human Health Risk Assessment to
Support Proposed Exemption from the
Requirement of a Tolerance When Used
as Inert Ingredients in Pesticide
Formulations, pages 9-13 and 46-53 in
docket ID number EPA-HQ-OPP-2009—
0099.

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, a toxicological point of departure
(POD) is identified as the basis for
derivation of reference values for risk
assessment. The POD may be defined as
the highest dose at which no adverse
effects are observed (the NOAEL) in the
toxicology study identified as
appropriate for use in risk assessment.
However, if a NOAEL cannot be
determined, the lowest dose at which
adverse effects of concern are identified
(the LOAEL) or a Benchmark Dose
(BMD) approach is sometimes used for
risk assessment. Uncertainty/safety
factors (UFs) are used in conjunction
with the POD to take into account

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

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

A summary of the toxicological
endpoints for SANS used for human
health risk assessment is shown in the
following Table 1.

TABLE 1.—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR SANS FOR USE IN HUMAN HEALTH RISk

ASSESSMENT

Exposure/Scenario

Point of Departure and Uncer-
tainty/Safety Factors

RfD, PAD, LOC for Risk Assess-
ment

Study and Toxicological Effects

Acute dietary (all populations)

No appropriate

endpoints identified for acute dietary assessment.

Chronic dietary (all populations)

NOAEL = 50 mg/kg/day

UFA = 10x
UFH = 10x
FQPA SF = 1x

Chronic RfD = 0.5 mg/kg/day
cPAD = 0.5 mg/kg/day

OPPTS Harmonized Guideline
870.3650

Combined Repeated Dose Tox-
icity Study with the Reproduc-
tion/Developmental Toxicity
Screen in Rats

LOAEL = 120 mg/kg/day, based
on increased postnatal loss, re-
duced viability, decreased birth
index

Incidental Oral, (Short- and Inter-
mediate-Term), Dermal and In-
halation (Short, Intermediate-,
and Long-term)

NOAEL = 50 mg/kg/day

UFA = 10x
UF]—[ = 10x
FQPA SF = 1x

(5% dermal absorption; inhalation
hazard assumed to be equiva-
lent to oral hazard)

Residential LOC for MOE = 100

OPPTS Harmonized Guideline
870.3650

Combined Repeated Dose Tox-
icity Study with the Reproduc-
tion/Developmental Toxicity
Screen in Rats

LOAEL = 120 mg/kg/day, based
on increased postnatal loss, re-
duced viability, decreased birth
index.
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TABLE 1.—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR SANS FOR USE IN HUMAN HEALTH RISK

ASSESSMENT—Continued

Exposure/Scenario

Point of Departure and Uncer-
tainty/Safety Factors

ment

RfD, PAD, LOC for Risk Assess-

Study and Toxicological Effects

Cancer (oral, dermal, inhalation)

Classification: No animal toxicity data available for an assessment. Based on SAR analysis, SANS are
not expected to be carcinogenic.

Point of Departure (POD) = A data point or an estimated point that is derived from observed dose-response data and used to mark the begin-
ning of extrapolation to determine risk associated with lower environmentally relevant human exposures. NOAEL = no observed adverse effect
level. LOAEL = lowest observed adverse effect level. UF = uncertainty factor. UF5 = extrapolation from animal to human (interspecies). UFy =
potential variation in sensitivity among members of the human population (intraspecies). PAD = population adjusted dose (a=acute, c=chronic).
FQPA SF = FQPA Safety Factor. RfD = reference dose. MOE = margin of exposure. LOC = level of concern. N/A = not applicable.

C. Exposure Assessment

Very limited information is available
for the sodium alkyl
naphthalenesulfonates (SANS) with
respect to plant and animal metabolism
or environmental degradation. The
Agency relied collectively on
information provided on the
representative chemical structures, the
submitted physicochemical data,
structure-activity relationship
information, as well as information on
other surfactants and chemicals of
similar size and functionality to
determine the residues of concern for
these inert ingredients. Based on SAR
analysis the SANS inerts are unlikely to
degrade in the environment to
compounds that are more toxic than the
parent compounds; therefore, the parent
compounds SANS are the residues of
concern.

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to SANS, EPA considered
exposure under the petitioned-for
exemptions from the requirement of a
tolerance. EPA assessed dietary
exposures from SANS in food as
follows:

i. Acute exposure. No adverse effects
attributable to a single exposure of
SANS was seen in the toxicity
databases. Therefore, an acute dietary
risk assessment for SANS is not
necessary.

ii. Chronic exposure. In conducting
the chronic dietary exposure
assessment, EPA used food
consumption information from the U.S.
Department of Agriculture (USDA)
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII). As to residue levels
in food, no residue data were submitted
for SANS. In the absence of specific
residue data, EPA has developed an
approach which uses surrogate
information to derive upper bound
exposure estimates for the subject inert
ingredient. Upper bound exposure
estimates are based on the highest
tolerance for a given commodity from a
list of high-use insecticides, herbicides,

and fungicides. A complete description
of the general approach taken to assess
inert ingredient risks in the absence of
residue data is contained in the
memorandum entitled Alkyl Amines
Polyalkoxylates (Cluster 4): Acute and
Chronic Aggregate (Food and Drinking
Water) Dietary Exposure and Risk
Assessments for the Inerts (D361707, S.
Piper, 2/25/09) and can be found at
http://www.regulations.gov in docket ID
number EPA-HQ-OPP-2008-0738.

In the dietary exposure assessment,
the Agency assumed that the residue
level of the inert ingredient would be no
higher than the highest tolerance for a
given commodity. Implicit in this
assumption is that there would be
similar rates of degradation (if any)
between the active and inert ingredient
and that the concentration of inert
ingredient in the scenarios leading to
these highest of tolerances would be no
higher than the concentration of the
active ingredient.

The Agency believes the assumptions
used to estimate dietary exposures lead
to an extremely conservative assessment
of dietary risk due to a series of
compounded conservatisms. First,
assuming that the level of residue for an
inert ingredient is equal to the level of
residue for the active ingredient will
overstate exposure. The concentrations
of active ingredient in agricultural
products is generally at least 50 percent
of the product and often can be much
higher. Further, pesticide products
rarely have a single inert ingredient;
rather there is generally a combination
of different inert ingredients used which
additionally reduces the concentration
of any single inert ingredient in the
pesticide product in relation to that of
the active ingredient. In the case of
SANS, EPA made a specific adjustment
to the dietary exposure assessment to
account for the use limitations of the
amount of SANS that may be in
formulations (no more than 30% by
weight in pesticide formulations) and
assumed that the SANS are present at
the maximum limitations rather than at
equal quantities with the active

ingredient. This remains a very
conservative assumption because
surfactants are generally used at levels
far below this percentage.

Second, the conservatism of this
methodology is compounded by EPA’s
decision to assume that, for each
commodity, the active ingredient which
will serve as a guide to the potential
level of inert ingredient residues is the
active ingredient with the highest
tolerance level. This assumption
overstates residue values because it
would be highly unlikely, given the
high number of inert ingredients, that a
single inert ingredient or class of
ingredients would be present at the
level of the active ingredient in the
highest tolerance for every commodity.
Finally, a third compounding
conservatism is EPA’s assumption that
all foods contain the inert ingredient at
the highest tolerance level. In other
words, EPA assumed 100 percent of all
foods are treated with the inert
ingredient at the rate and manner
necessary to produce the highest residue
legally possible for an active ingredient.
In summary, EPA chose a very
conservative method for estimating
what level of inert residue could be on
food, then used this methodology to
choose the highest possible residue that
could be found on food and assumed
that all food contained this residue. No
consideration was given to potential
degradation between harvest and
consumption even though monitoring
data shows that tolerance level residues
are typically one to two orders of
magnitude higher than actual residues
in food when distributed in commerce.

Accordingly, although sufficient
information to quantify actual residue
levels in food is not available, the
compounding of these conservative
assumptions will lead to a significant
exaggeration of actual exposures. EPA
does not believe that this approach
underestimates exposure in the absence
of residue data.

iii. Cancer. The Agency used a
qualitative structure activity
relationship (SAR) database, DEREK11,
to determine if there were structural
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alerts suggestive of carcinogenicity. No
structural alerts for carcinogenicity were
identified. SANS are not expected to be
carcinogenic. Therefore, a cancer dietary
exposure assessment is not necessary to
assess cancer risk.

iv. Anticipated residue and percent
crop treated (PCT) information. EPA did
not use anticipated residue and/or PCT
information in the dietary assessment
for SANS. Tolerance level residues and/
or 100% CT were assumed for all food
commodities.

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

A screening level drinking water
analysis, based on the Pesticide Root
Zone Model/Exposure Analysis
Modeling System (PRZM/EXAMS) was
performed to calculate the estimated
drinking water concentrations (EDWCs)
of SANS. Modeling runs on four
surrogate inert ingredients using a range
of physical chemical properties that
would bracket those of SANS were
conducted. Modeled acute drinking
water values ranged from 0.001 parts
per billion (ppb) to 41 ppb. Modeled
chronic drinking water values ranged
from 0.0002 ppb to 19 ppb. Further
details of this drinking water analysis
can be found at http://
www.regulations.gov in the document
Sodium Alkyl Naphthalenesulfonate
(SANS) - JITF CST 10 Inert Ingredients.
Human Health Risk Assessment to
Support Proposed Exemption from the
Requirement of a Tolerance When Used
as Inert Ingredients in Pesticide
Formulations, pages 14-15 and 56-58 in
docket ID number EPA-HQ-OPP-2009-
0099.

For the purpose of the screening level
dietary risk assessment to support this
request for an exemption from the
requirement of a tolerance for SANS, a
conservative drinking water
concentration value of 100 ppb based on
screening level modeling was used to
assess the contribution to drinking
water for chronic dietary risk
assessments for the parent compounds
and for the metabolites of concern.
These values were directly entered into
the dietary exposure model.

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). SANS
may be used as inert ingredients in
pesticide products that are registered for
specific uses that may result in both
indoor and outdoor residential
exposures. A screening level residential
exposure and risk assessment was
completed for products containing
SANS as inert ingredients. In this
assessment, representative scenarios
based on end-use product application
methods and labeled application rates
were selected. The SANS may be used
as inert ingredients in pesticide
formulations that are used in and
around the home. Additionally, uses are
possible in household cleaning
products. For each of the use scenarios,
the Agency assessed residential handler
(applicator) inhalation and dermal
exposure for indoor and outdoor
scenarios with high exposure potential
(i.e., exposure scenarios with high end
unit exposure values) to serve as a
screening assessment for all potential
residential pesticides containing SANS.
Similarly, residential post application
dermal and oral exposure assessments
were also performed utilizing high end
indoor and outdoor exposure scenarios.
Further details of this residential
exposure and risk analysis can be found
at http://www.regulations.gov in the
memorandum entitled JITF Inert
Ingredients. Residential and
Occupational Exposure Assessment
Algorithms and Assumptions Appendix
for the Human Health Risk Assessments
to Support Proposed Exemption from
the Requirement of a Tolerance When
Used as Inert Ingredients in Pesticide
Formulations (D364751, 5/7/09, Lloyd/
LaMay in docket ID number EPA-HQ-
OPP-2008-0710.

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

EPA has not found the SANS to share
a common mechanism of toxicity with
any other substances, and the SANS do
not appear to produce a toxic metabolite
produced by other substances. For the
purposes of this tolerance action,
therefore, EPA has assumed that the
SANS do not have a common
mechanism of toxicity with other
substances. For information regarding
EPA’s efforts to determine which

chemicals have a common mechanism
of toxicity and to evaluate the
cumulative effects of such chemicals,
see EPA’s website at http://
www.epa.gov/pesticides/cumulative.

D. Safety Factor for Infants and
Children

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

2. Prenatal and postnatal sensitivity.
The representative test compounds for
the SANS cluster group includes:

i. An aqueous mixture containing
80% 3-butyl-naphthalene-1 sulfonate
(CAS Reg. No. 25638-17-9) and 20%
sodium di-3, 6-dibutyl naphthalene-1-
sulfonate (CAS Reg. No. 25417-20-3);

ii. A complex mixture from a boiling
distillate from petroleum catalytic
reformer fractionator residue that
includes Co-rich Cs-Cjo-alkyl-sodium
naphthalenesulfonate (CAS Reg. No.
908356—16—1); and

iii. Naphthalenesulfonic acid, sodium
salt, isopropylate (CAS Reg. No. 68442—
09-1), which is a mixture containing
sodium diisopropyl and triisopropyl-2-
naphthalenesulfonates in a 40:60 ratio,
with 6% of mono-isopropyl-2-
naphthalenesulfonates. The existing
toxicology database for the SANS inerts
consists of an OPPTS Harmonized
Guideline 870.3650 combined repeated
dose toxicity study with the
reproduction/developmental toxicity
screening studies in rats on each of the
representative SANS.

In the case of the SANS inerts, there
was no increased susceptibility to the
offspring of rats following prenatal and
postnatal exposure in two of the three
OPPTS Harmonized Guideline 870.3650
studies. There were no developmental
effects at any dose level up to the limit
dose following exposure to (CAS Reg.
No. 908356—16-1). In that study,
maternal toxicity was manifested as
mortality, an increase in liver enzymes
and creatinine, increased kidney weight,
and histopathological lesions in the
kidney (tubular cell necrosis), stomach
(inflammatory submucosal infiltrates
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and mucosal ulceration), and liver
(hepatic fatty change) at 1,000 mg/kg/
day. Following exposure to (CAS Reg.
No. 25638-17-9) and (CAS Reg. No.
25417-20-3), developmental toxicity
(decreased pup body weight; 17-8%)
was observed at the same dose level
where maternal/paternal toxicity was
observed, as evidenced by microscopic
lesions in the stomach at 540 mg/kg/
day.

]%evelopmental toxicity was observed
following exposure to (CAS Reg. No.
68442—-09-1) at a dose level where no
significant effects were observed in the
parental animals. Offspring effects
included increases in post-implantation
loss and postnatal loss and lower pup
body weights at dose levels of 120 and
288 mg/kg/day. Parental toxicity was
observed at 288 mg/kg/day, as
evidenced by mortality, increased
kidney weight and histopathological
lesions in the kidney (tubular cell
necrosis), stomach (inflammatory
submucosal infiltrates and mucosal
ulceration), and liver (hepatic fatty
change), and increase in liver enzymes
and creatinine in females. Based on the
fact that there is a clear NOAEL (50 mg/
kg/day), the point of departure is based
on this endpoint (increased postnatal
loss, decreased pup viability, reduced
birth index) and is protective of the
effects seen in the study, and because of
the highly conservative inputs used in
both the hazard and exposure
assessments, there is no residual
concern for this finding.

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

i. The toxicity database for SANS is
considered adequate for assessing the
risks to infants and children (the
available studies are described in unit
IV.D.2.). The Agency noted changes in
thymus weight and thymus atrophy.
However, these were determined to be
non-specific changes not indicative of
immunotoxicity. In addition, no blood
parameters were affected. Furthermore,
these compounds do not belong to a
class of chemicals that would be
expected to be immunotoxic. Therefore,
the Agency does not believe that an
additional uncertainty factor (UFdb) for
database uncertainties needs to be
applied. In addition, this effect was not
observed in the pups.

ii. No increased susceptibility of the
offspring or reproductive toxicity was
demonstrated in the OPPTS
Harmonized Guideline 870.3650
reproductive/developmental toxicity
studies in rats following prenatal and

postnatal exposure to two of the three
representative compounds (540 and
1,000 mg/kg/day). Increased
susceptibility was demonstrated in the
rat offspring following prenatal and
postnatal exposure to one of the three
representative compounds. Decreased
pup body weight, increased pup
mortality, and a lower viability index
were observed (120 and 288 mg/kg/day)
at a dose level where no parental
toxicity was observed. A clear NOAEL
was established for these effects, and the
point of departure is based on this
endpoint. Reproductive toxicity was
observed following exposure to one of
the representative inerts (120 and 288
mg/kg/day), as evidenced by the
reduction in birth index. A clear
NOAEL was established for this effect
and the point of departure for risk
assessment is significantly below the
NOAEL for this effect. The selected
point of departure for the dietary,
dermal and inhalation risk assessments
is protective of these offspring effects,
thus there are no residual concerns.

iii. There is no indication that SANS
are neurotoxic chemicals and thus there
is no need for a developmental
neurotoxicity study or additional UFs to
account for neurotoxicity.

iv. While there is no chronic toxicity
data, the Agency has concluded that an
additional uncertainty factor is not
needed for the use of a subchronic study
for a chronic exposure assessment
because the adverse effects observed in
the available toxicity studies are
attributable to the irritant nature of
surfactants and would not be expected
to increase in severity from subchronic
to chronic exposure scenarios. Based on
the lack of progression of severity of
effects with time, along with the
considerable similarities of effects
across the species tested, the
observation that the vast majority of the
effects observed are related to local
irritation and corrosive effects, and the
highly conservative nature of the
exposure assessment, EPA concludes
that an additional UF for extrapolation
from subchronic toxicity study to a
chronic exposure scenario is not
needed.

v. There are no residual uncertainties
identified in the exposure databases.
The food and drinking water assessment
is not likely to underestimate exposure
to any subpopulation, including those
comprised of infants and children. The
food exposure assessments are
considered to be highly conservative as
they are based on the use of the highest
tolerance level from the surrogate
pesticides for every food and 100% crop
treated is assumed for all crops. EPA
also made conservative (protective)

assumptions in the ground and surface
water modeling used to assess exposure
to SANS in drinking water. EPA used
similarly conservative assumptions to
assess post-application exposure of
children as well as incidental oral
exposure of toddlers. These assessments
will not underestimate the exposure and
risks posed by SANS.

E. Aggregate Risks and Determination of
Safety

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

1. Acute risk.There was no hazard
attributable to a single exposure seen in
the toxicity database for SANS.
Therefore, the SANS are not expected to
pose an acute risk.

2. Chronic risk. A chronic aggregate
risk assessment takes into account
exposure estimates from chronic dietary
consumption of food and drinking
water. Using the exposure assumptions
discussed in this unit for chronic
exposure, and the use limitations of not
more than 30% by weight in pesticide
formulations, the chronic dietary
exposure from food and water to SANS
is 23% of the cPAD for the U.S.
population and 75% of the cPAD for
children 1 to 2 years old, the most
highly exposed population subgroup.

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

SANS are used as inert ingredients in
pesticide products that are currently
registered for uses that could result in
short-term residential exposure and the
Agency has determined that it is
appropriate to aggregate chronic
exposure through food and water with
short-term residential exposures to
SANS. Using the exposure assumptions
described in this unit, EPA has
concluded that the combined short-term
food, water, and residential exposures
aggregated result in aggregate MOEs of
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120 for both adult males and females,
respectively. Adult residential exposure
combines high end dermal and
inhalation handler exposure with a high
end post application dermal exposure.
EPA has concluded that the combined
short-term aggregated food, water, and
residential exposures result in an
aggregate MOE of 120 for children.
Children’s residential exposure
combines dermal and hand-to-mouth
exposures. As the level of concern is for
MOE:s that are lower than 100, these
MOE:s are not of concern.

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

SANS are currently registered for uses
that could result in intermediate-term
residential exposure and the Agency has
determined that it is appropriate to
aggregate chronic exposure through food
and water with intermediate-term
residential exposures to SANS. Using
the exposure assumptions described in
this unit, EPA has concluded that the
combined intermediate-term aggregated
food, water, and residential exposures
result in aggregate MOEs of 520 for both
adult males and females, respectively.
Adult residential exposure includes
high end post application dermal
exposures. EPA has concluded that the
combined intermediate-term aggregated
food, water, and residential exposures
result in an aggregate MOE of 130 for
children. Children’s residential
exposure combines dermal and hand-to-
mouth exposures. As the level of
concern is for MOEs that are lower than
100, these MOEs are not of concern.

5. Aggregate cancer risk for U.S.
population. The Agency has not
identified any concerns for
carcinogenicity relating to SANS.

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, or to infants and children
from aggregate exposure to residues of
SANS.

V. Other Considerations
A. Analytical Enforcement Methodology

An analytical method is not required
for enforcement purposes since the
Agency is establishing an exemption
from the requirement of a tolerance
without any numerical limitation.

B. International Residue Limits

The Agency is not aware of any
country requiring a tolerance for SANS
nor have any CODEX Maximum Residue

Levels been established for any food
crops at this time.

VI. Conclusion

Therefore, an exemption from the
requirement of a tolerance is established
for residues of sodium alkyl
naphthalenesulfonates when used as
inert ingredients applied to crops pre-
harvest and post-harvest, and to animals
at a maximum of 30% by weight in
pesticide formulations.

VII. Statutory and Executive Order
Reviews

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

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

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of

power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

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

VIII. Congressional Review Act

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

List of Subjects in 40 CFR Part 180

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

Dated: July 29, 2009.

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.In §180.910, the table is amended
by adding alphabetically the following
inert ingredients to read as follows:
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§180.910 Inert ingredients used pre- and
post-harvest; exemptions from the
requirement of a tolerance.

* * * * *

Inert Ingredients

Limits Uses

Sodium alkyl naphthalenesulfonates (CAS Reg. Nos. 68909-83-1, 68909-84-2,
68909-82-0, 27213-90-7, 26264-58-4, 27178-87-6, 111163-74—7, 908356-16-1,

* * * * * * *

Limited to no more than
30% by weight in pes-

Surfactants, related adju-
vants of surfactants

25417-20-3, 25638-17-9, 145578-88-7, 1322-93-6, 1323-19-9, 7403-47-6, | ticide end-use products.
68442-09-1, 127646-44-0, 908356—-18-3).
m 4.In § 180.930, the table is amended §180.930 Inert ingredients applied to

by adding alphabetically the following
inert ingredients to read as follows:

animals; exemptions from the requirement
of a tolerance.
* * * * *

Inert Ingredients

Limits Uses

Sodium alkyl naphthalenesulfonates (CAS Reg. Nos. 68909-83-1, 68909-84-2,
68909-82—-0, 27213-90-7, 26264-58—4, 27178-87—6, 111163—-74-7, 908356—-16-1,

25417-20-3, 25638-17-9, 145578-88-7,
68442-09-1, 127646-44-0, 908356—18-3).

* * * * * * *

1322-93-6, 1323-19-9, 7403-47-6,

* * * * * * *

Limited to no more than
30% by weight in pes-
ticide end-use products.

Surfactants, related adju-
vants of surfactants

[FR Doc. E9-18702 Filed 8—4—09; 8:45 am]|
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[EPA-HQ-OPP-2008-0881; FRL—-8429-1]

Pasteuria usgae; Temporary Exemption
From the Requirement of a Tolerance

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule.

SUMMARY: This regulation establishes a
temporary exemption from the
requirement of a tolerance for residues
of the microbial pesticide, Pasteuria
usgae, on strawberries when applied/
used as a nematicide in accordance with
the terms of Experimental Use Permit
(EUP) 85004-EUP-1. MacIntosh and
Associates, Incorporated, 1203 Hartford
Avenue, Saint Paul, MN 55116-1622
(on behalf of Pasteuria Bioscience,
Incorporated, 12085 Research Drive,
Suite 185, Alachua, FL 32615)
submitted a petition to EPA under the
Federal Food, Drug, and Cosmetic Act
(FFDCA), requesting the temporary
tolerance exemption. This regulation
eliminates the need to establish a
maximum permissible level for residues
of Pasteuria usgae in or on strawberries.
The temporary tolerance exemption
expires on December 31, 2010.

DATES: This regulation is effective
August 5, 2009. Objections and requests
for hearings must be received on or
before October 5, 2009, and must be
filed in accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2008-0881. All documents in the
docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Jeannine Kausch, Biopesticides and
Pollution Prevention Division (7511P),
Office of Pesticide Programs,

Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 347—-8920; e-mail address:
kausch.jeannine@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).

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

In addition to accessing electronically
available documents at http://
www.regulations.gov, you may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated
electronic version of 40 CFR part 180
through the Government Printing
Office’s e-CFR site at http://
www.gpoaccess.gov/ecfr. To access the
OPPTS Harmonized Guidelines
referenced in this document, go direcrly
to the guidelines at http://www.epa.gov/
opptsfrs/home/guidelin.htm.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, 21
U.S.C. 3464, 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.
You must file your objection or request
a hearing on this regulation in
accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2008-0881 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 5, 2009.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit your
copies, identified by docket ID number
EPA-HQ-OPP-2008-0881, by one of
the following methods.

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

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

¢ Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket
Facility’s normal hours of operation

(8:30 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays).
Special arrangements should be made
for deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Background and Statutory Findings

In the Federal Register of January 8,
2009 (74 FR 808) (FRL-8394-2), 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 tolerance petition (PP 8G7471)
by MacIntosh and Associates,
Incorporated, 1203 Hartford Avenue,
Saint Paul, MN 55116-1622 (on behalf
of Pasteuria Bioscience, Incorporated,
12085 Research Drive, Suite 185,
Alachua, FL 32615). The petition
requested that 40 CFR part 180 be
amended by establishing a temporary
exemption from the requirement of a
tolerance for residues of Pasteuria usgae
in or on strawberries. This notice
included a summary of the petition
prepared by the petitioner MacIntosh
and Associates, Incorporated (on behalf
of Pasteuria Bioscience, Incorporated).
There were no comments received in
response to the notice of filing.

Section 408(c)(2)(A)(i) of 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 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) of FFDCA, in
establishing or maintaining in effect an
exemption from the requirement of a
tolerance, EPA must take into account
the factors set forth in sections
408(b)(2)(C) and (D) of FFDCA, 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 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.”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings.

III. Toxicological Profile

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 and considered its validity,
completeness and reliability and the
relationship of this information 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.

Pasteuria, a genus of bacteria,
includes a number of species that have
shown potential in controlling plant-
parasitic nematodes. These bacteria are
obligate endoparasites, organisms that
grow internally in a limited range of
hosts. Pasteuria usgae, a recently
discovered species, is host-specific for
the sting nematode (Belonolaimus
longicaudatus). This species of
Pasteuria is pending recognition by the
Judicial Commission of the International
Committee for Systematic Bacteriology.
There is sufficient evidence from
morphology, host specificity, and
genomics to justify Pasteuria usgae as a
distinct species. In developing a product
for crop application, such as a use on
strawberries, the difficulty of growing
Pasteuria outside of a nematode host
has always been an obstacle. This host
specificity is at the core of EPA’s
conclusions that Pasteuria usgae may be
granted a temporary exemption from the
requirement of a tolerance. Additional
information regarding Pasteuria usgae
can be found in the biopesticides
registration action document (BRAD) on
the Biopesticides and Pollution
Prevention Division (BPPD) website:
http://www.epa.gov/pesticides/
biopesticides.

Studies submitted to the Agency were
issued master record identification
(MRID) numbers and reviewed by BPPD
scientists. The following summaries of
the toxicological profile of Pasteuria
usgae are based on an Agency risk
assessment memorandum and related
data evaluation records dated April 9,
2009.

1. Acute oral toxicity and
pathogenicity - rat, (OPPTS
Harmonized Guideline 885.3050; MRID
No. 474267-09). Pasteuria usgae does
not appear to be toxic and/or pathogenic
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in rats when dosed at 1 x 108 spores/
animal. There were no treatment-related
clinical signs or necropsy findings in
rats receiving a single oral dose of 1 x
108 Pasteuria usgae spores. Three males
in the microbial pest control agent
(MPCA)-treated group gained weight
through day 14 but lost weight by day
21. All other animals gained weight
prior to scheduled sacrifice. Microbial
enumeration was not performed because
the testing laboratory showed that the
test material would not grow on agar
media. Therefore, while no significant
adverse effects were seen, the typical
clearance of the microbe could not be
confirmed. However, because the spores
are highly specific to sting nematode,
infectivity is unlikely to be a concern.
This study was rated “Acceptable” and
Pasteuria usgae was classified as
Toxicity Category IV.

2. Acute injection toxicity and
pathogenicity - rat, (OPPTS
Harmonized Guideline 885.3200; MRID
No. 474267-11). There were no
treatment-related significant adverse
effects seen in the rats receiving a single
intravenous dose of 108 Pasteuria usgae
spores. One treated female lost weight
by day 7 but gained weight prior to
sacrifice on day 14. All other animals
gained weight throughout the study. All
animals survived and appeared normal
during the study. No abnormalities were
observed in any animal at necropsy or
in harvested organs. No significant
variations in organ weight were found
between different groups or sexes. The
acute intravenous LDsq of Pasteuria
usgae is greater than 1 x 108 spores/
animal in male and female rats.
Pasteuria usgae does not appear to be
toxic and/or pathogenic in rats when
dosed at 108 spores/animal. MRID No.
474267-09 reported that the microbial
enumeration was not done because the
test material would not grow on agar
media. Since microbial enumeration
was not performed, the infectivity was
uncertain. However, because the spores
are highly specific to sting nematode,
infectivity is unlikely to be a concern.
Pasteuria usgae was not pathogenic as
tested in this study. This study was
rated ““Acceptable” and Pasteuria usgae
was classified as Toxicity Category IV.

3. Acute dermal toxicity — rat, (OPPTS
Harmonized Guideline 885.3100; MRID
No. 474267-12). Based on the results of
this study, Pasteuria usgae does not
appear to be toxic in rats when treated
with 2,000 milligrams/kilogram (mg/kg)
at 108 spores/milliliter (mL). Thus, the
acute dermal LDs is greater than 2,000
mg/kg for 108 spores/mL in male and
female rats. There were no treatment-
related significant adverse effects seen
in the dosed rats. Two males and one

female had very slight erythema on day
1 with clearance by day 4. One male lost
weight slightly during the second week
and one male and two females lost
weight during the first week, but all
gained weight by the end of the study.
All other animals gained weight
throughout the study. This study was
rated ““Acceptable” and Pasteuria usgae
was classified as Toxicity Category IV.

4. Acute pulmonary toxicity and
pathogenicity - rat, (OPPTS
Harmonized Guideline 885.3150; MRID
No. 474267-10). In an acute pulmonary
toxicity and pathogenicity assessment,
there were no test substance-related
significant adverse effects seen in rats
receiving a single dose of approximately
1-3 x 108 spores of Pasteuria usgae. One
dosed female exhibited pale lungs.
Additionally, one untreated control
female lost weight by day 21 and
another untreated control female lost
weight by day 14 but gained weight by
day 21. One MPCA-treated male did not
gain weight by day 7 but gained weight
thereafter. However, all other animals
gained weight throughout the study.
Based on these results, Pasteuria usgae
does not appear to be toxic and/or
pathogenic in rats when dosed at
approximately 1-3 x 108 spores/animal.
Microbial enumeration was not
performed because the testing laboratory
showed that the test material would not
grow on agar media. Therefore, while no
significant adverse effects were seen, the
typical clearance of the microbe could
not be confirmed. However, because the
spores are highly specific to sting
nematode, infectivity is unlikely to be a
concern. This study was rated
“Acceptable” and Pasteuria usgae was
classified as Toxicity Category IV.

5. Hypersensitivity Incidents, (OPPTS
Harmonized Guideline 885.3400; MRID
No. 474350-02). No hypersensitivity
incidents—involving Pasteuria usgae
and occurring during fermentation,
processing, formulation, or research—
have been reported to the Agency. Any
future hypersensitivity incidents must
be reported per OPPTS Harmonized
Guideline 885.3400.

IV. Aggregate Exposures

In examining aggregate exposure,
section 408 of FFDCA directs EPA to
consider available information
concerning exposures from the pesticide
residue in food and all other non-
occupational exposures, including
drinking water from ground water or
surface water and exposure through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses).

A. Dietary Exposure

Dietary exposure to Pasteuria usgae
may occur, mainly through food.
However, the lack of acute oral toxicity/
pathogenicity, based on the toxicology
test on rats presented in Unit III, along
with the inability of the microbe to grow
outside of a nematode host, support the
establishment of a temporary exemption
from the requirement of a tolerance for
Pasteuria usgae. Additionally, under 40
CFR 180.1135, a similar active
ingredient, Pasteuria penetrans, was
assessed previously and granted a
permanent exemption from the
requirement of a tolerance in or on all
raw agricultural commodities, except
roots and tubers, when used as a
nematicide in the production of fruits
and vegetables in greenhouses (59 FR
66740, December 28, 1994).

1. Food. The program description for
EUP 85004-EUP-1 details application
timing and methods, which indicate
strawberry exposure to Pasteuria usgae
is unlikely to occur (e.g., Pasteuria
usgae formulations are applied via
overhead spray or broadcast at bed
formation or prior to planting but only
via drip irrigation during plant growth).
Should exposure to Pasteuria usgae take
place during the course of EUP 85004-
EUP-1, standard practices of washing,
cooking, or processing fruits will reduce
residues of Pasteuria usgae and
minimize dietary exposure. Any actual
dietary exposure is expected to be
several orders of magnitude lower than
the dose used in the acute oral toxicity/
pathogenicity test referenced in Unit III,
during which no toxic or pathogenic
effects were observed in rats. The
Agency concludes that there is a
reasonable certainty that no harm will
result from the aggregate exposure to the
residues of Pasteuria usgae in food.

2. Drinking water exposure. Exposure
of humans to residues of Pasteuria
usgae in drinking water is unlikely. The
proposed use patterns, use sites, and
application methods associated with
EUP 85004-EUP-1 do not include direct
application to aquatic environments. In
the unlikely event that Pasteuria usgae
is transferred to surface or ground water
intended for eventual human
consumption, the microbe would not
survive the conditions water is
subjected to in a drinking water
treatment facility, including
flocculation, chlorination, pH
adjustments, and/or filtration. Even if
oral exposure should occur through
drinking water, the Agency concludes
that there is a reasonable certainty that
no harm will result from the exposure
to the residues of Pasteuria usgae in all
the anticipated drinking water
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exposures because of the lack of acute
oral toxicity/pathogenicity to mammals
and the host-specific nature of the
microbe, as previously described.

B. Other Non-Occupational Exposure

Potential non-occupational dermal or
inhalation exposure is considered
unlikely for this distinctly agricultural
use with specific application timing and
methods.

1. Dermal exposure. Non-
occupational dermal exposure to
Pasteuria usgae, when used as labeled
and according to the terms of EUP
85004-EUP-1, is expected to be
negligible because the use is limited to
agricultural settings. Additionally, the
methods and timing of application
explained in the program description for
EUP 85004-EUP-1 should make
strawberry exposure to Pasteuria usgae
unlikely. If non-occupational dermal
exposure were to occur through treated
food commodities, the risk posed by this
low toxicity microbe is likely to be
minimal based on the dermal toxicity
test described in Unit IIL

2. Inhalation exposure. Non-
occupational inhalation exposure to
Pasteuria usgae, when used as labeled
and according to the terms of EUP
85004-EUP-1, is expected to be
negligible because the use is limited to
agricultural settings. Additionally, the
methods and timing of application
allow for sufficient drying of any treated
commodities (should exposure to
Pasteuria usgae even occur) prior to
distribution to consumers, which
further reduces the possibility for non-
occupational inhalation exposure. If
non-occupational inhalation exposure
were to occur through treated food
commodities, the risk posed by this low
toxicity microbe is likely to be minimal
based on the pulmonary toxicity and
pathogenicity test described in Unit III.

V. Cumulative Effects

Section 408(b)(2)(D)(v) of the FFDCA
requires the Agency to consider the
cumulative effects of exposure to
Pasteuria usgae and to other substances
that have a common mechanism of
toxicity. These considerations include
the possible cumulative effects of such
residues on infants and children. As
demonstrated in Unit III, Pasteuria
usgae is not toxic or pathogenic to
mammals via any of the routes of
exposure examined. Consequently,
since this microbial pesticide has no
demonstrated toxicity and is specific to
the sting nematode, there is no reason
to anticipate cumulative effects from the
residues of this product with other
related microbial pesticides.

VI. Determination of Safety for U.S.
Population, Infants and Children

FFDCA section 408(b)(2)(C) provides
that EPA shall assess the available
information about consumption patterns
among infants and children, special
susceptibility of infants and children to
pesticide chemical residues, and the
cumulative effects on infants and
children of the residues and other
substances with a common mechanism
of toxicity. In addition, FFDCA section
408(b)(2)(C) 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 database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of exposure (safety),
which are often referred to as
uncertainty factors, are incorporated
into EPA risk assessments either
directly or through the use of a margin
of exposure analysis, or by using
uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk.

Based on the acute toxicity and
pathogenicity data discussed in Unit III,
EPA concludes that there is a reasonable
certainty that no harm will result from
aggregate exposure to the U.S.
population, including infants and
children, to the residues of Pasteuria
usgae. This includes all anticipated
dietary exposures and all other
exposures for which there is reliable
information. The Agency has arrived at
this conclusion because the data
available on Pasteuria usgae do not
demonstrate toxic, pathogenic, or
infective potential to mammals. Thus,
there are no threshold effects of concern
and, as a result, the provision requiring
an additional margin of safety does not
apply. Further, the considerations of
consumption patterns, special
susceptibility, and cumulative effects do
not apply to pesticides without a
demonstrated significant adverse effect.

VII. Other Considerations

A. Endocrine Disruptors

Section 408(p) of the FFDCA requires
EPA to develop a screening program to
determine whether certain substances
(including all pesticide active and other
ingredients) “may have an effect in
humans that is similar to an effect
produced by a naturally occurring
estrogen, or such other endocrine effect
as the Administrator may designate.”
Following the recommendations of its
Endocrine Disruptor Screening and
Testing Advisory Committee (EDSTAC),
EPA determined that there were

scientific bases for including, as part of
its program, androgen and thyroid
hormone systems, in addition to the
estrogen hormone system. EPA also
adopted EDSTAC’s recommendation
that the Program include evaluations of
potential effects on wildlife.

The Agency has no knowledge of
Pasteuria usgae being an endocrine
disruptor, nor is this microbe related to
any class of known endocrine
disruptors. Following several routes of
exposure in rodents, the Tier I
toxicology data indicated that the
immune system was still intact.
However, due to the difficulties in
recovering Pasteuria usgae, clearance
could not be determined; nevertheless,
there is no reason to believe that
additional data, specifically on the
endocrine effects of this microbial
pesticide, are required at this time.
Consequently, endocrine-related
concerns did not impact the Agency’s
safety finding for Pasteuria usgae. When
the appropriate screening and/or testing
protocols being considered under the
Agency’s Endocrine Disruptor Screening
Program (EDSP) have been developed
and vetted, Pasteuria usgae may be
subjected to additional screening and/or
testing to better characterize effects
related to endocrine disruption.

B. Analytical Method(s)

The Agency is establishing a
temporary exemption from the
requirement of a tolerance without any
numerical limitation; therefore, the
Agency has concluded that an analytical
method is not required for enforcement
purposes for Pasteuria usgae.

C. Codex Maximum Residue Level

No Codex maximum residue level
exists for Pasteuria usgae.

VIII. Statutory and Executive Order
Reviews

This final rule establishes a temporary
exemption from the requirement of 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 final rule has been
exempted from review under Executive
Order 12866, this final rule is not
subject to Executive Order 13211,
entitled Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
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Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

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

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

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

IX. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and

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

List of Subjects in 40 CFR Part 180

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

Dated: July 22, 2009.
Debra Edwards,
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 180.1290 is added to
subpart D to read as follows:

§180.1290 Pasteuria usgae; temporary
exemption from the requirement of a
tolerance.

Pasteuria usgae is temporarily exempt
from the requirement of a tolerance
when applied/used as a nematicide on
strawberries in accordance with the
terms of EUP 85004-EUP-1. This
temporary exemption from the
requirement of a tolerance expires and
is revoked on December 31, 2010.

[FR Doc. E9-18472 Filed 8—4-09; 8:45 am]
BILLING CODE 6560-50-S

DEPARTMENT OF TRANSPORTATION

National Highway Traffic Safety
Administration

49 CFR Part 599

[ Docket No. NHTSA-2009-0120]
RIN 2127-AK54; Notice 1

Requirements and Procedures for
Consumer Assistance To Recycle and
Save Program

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

ACTION: Final rule.

SUMMARY: This final rule amends the
regulation implementing the Consumer
Assistance to Recycle and Save (CARS)
Program, published on July 29, 2009 in
the Federal Register, under the CARS

Act (Pub. L. 111-32). The rule clarifies
the insurance eligibility requirements
for trade-in vehicles under the CARS
program. The rule makes substantive
changes and a conforming amendment
related to the timing for disabling trade-
in vehicle engines. The rule also makes
a technical amendment to the
requirements and procedures for
identifying salvage auctions and
disposal facilities. Finally, we provide a
clarification related to the insurance
requirement under the CARS Act.
DATES: This final rule is effective August
5, 2009. Petitions: If you wish to petition
for reconsideration of this rule, your
petition must be received by September
21, 2009.

ADDRESSES: If you submit a petition for
reconsideration of this rule, you should
refer in your petition to the docket
number of this document and submit
your petition to: Administrator,
National Highway Traffic Safety
Administration, 1200 New Jersey
Avenue, SE., West Building,
Washington, DC 20590.

The petition will be placed in the
public docket. Anyone is able to search
the electronic form of all documents
received into any of our dockets by the
name of the individual submitting the
document (or signing the document, if
submitted on behalf of an association,
business, labor union, etc.). You may
review the complete User Notice and
Privacy Notice for Regulations.gov at
http://www.regulations.gov/search/
footer/privacyanduse.jsp.

FOR FURTHER INFORMATION CONTACT: For
questions, you may call David Bonelli,
NHTSA Office of Chief Counsel,
telephone (202) 366-5834.
SUPPLEMENTARY INFORMATION: This final
rule amends the regulation
implementing the Consumer Assistance
to Recycle and Save (CARS) Program,
published on July 29, 2009 (74 FR
37878), under the CARS Act (Pub. L.
111-32). The rule makes substantive
changes and a conforming amendment
related to the timing for disabling trade-
in vehicle engines. The rule also makes
a technical amendment to the
requirements and procedures for
identifying salvage auctions and
disposal facilities. Finally, the agency
clarifies the application of the insurance
requirement under the CARS Act.

a. Engine Disablement

The rule currently requires a dealer
that receives an eligible trade-in vehicle
under the CARS program to disable that
vehicle’s engine prior to submitting an
application for reimbursement and prior
to transferring the vehicle to a disposal
facility. That requirement is
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implemented in sections 599.300(a),
599.300(d)(2), 599.300(e)(1)(i) and the
certifications in Appendix A.

The agency has determined that the
requirement for a dealer to disable the
engine prior to submitting an
application for reimbursement could
create an undue hardship for a dealer in
some circumstances. For example, a
dealer operating in good faith may
conduct a non-compliant transaction
under the CARS program and extend a
credit that is disapproved for
reimbursement after the sale or lease of
a new vehicle to a customer. If the
engine of the trade-in vehicle has
already been disabled under these
circumstances, as the rule currently
requires, the dealer would not only
forgo a CARS credit reimbursement, but
also be unable to recoup the full value
of the trade-in vehicle to mitigate its
loss.

With these considerations in mind,
this final rule amends the provision
relating to the timing of the dealer’s
disablement of the engine of the trade-
in vehicle. The agency is removing the
requirement that the dealer disable the
engine prior to submitting an
application for reimbursement and
replacing it with a provision that allows
engine disablement before or after
submission of the application for
reimbursement, but in all cases prior to
leaving the dealership or property
owned by or under the control of the
dealership.

Accordingly, we are amending section
599.300(a) to specify that the dealer
must store the trade-in vehicle at the
dealership or property owned by or
under the control of the dealership until
the engine is disabled. We are amending
section 599.300(d) to remove the
requirement for engine disablement
prior to submission of the request for
reimbursement and to insert a
requirement that the dealer must disable
the engine at its dealership or property
owned by or under the control of the
dealership not more than seven calendar
days after the government reimburses
the dealer for the value of the credit.
The continued storage of the trade-in
vehicle and the disablement of trade-in
vehicle’s engine are conditions of the
government’s payment of the credit to
the dealer that the dealer is obligated to
satisty.

We are amending the certification in
Appendix A to allow a dealer to certify,
at the time of the submission of the
application for reimbursement, that the
dealer has either already disabled the
engine at the dealership or property
owned by or under the control of the
dealership or will store the trade-in
vehicle at the dealership or property

owned by or under the control of the
dealership and disable the engine at the
dealership or property owned by or
under the control of the dealership not
more than seven calendar days after
receiving electronic reimbursement for
the credit. The amendment does not
change the requirement that the dealer
disable the engine before the trade-in
vehicle is transferred to the disposal
facility or salvage auction. The storage
requirement enables the agency to
inspect to see that the dealer has not
shipped the trade-in vehicle
prematurely. The rule makes a
conforming change section
599.300(d)(3) to retain the requirement
to mark the title prior to submission of
the application for reimbursement.
Finally, today’s amendments do not
affect the requirements for pre-July 24th
trade-in vehicles under the program
where the vehicle has already been
transferred from the dealership.

b. Technical Amendments

The final rule currently requires
salvage auctions, as a condition of
participation in the program, to transfer
trade-in vehicles only to a disposal
facility listed on the agency’s website at
cars.gov/disposal or to a facility that
disposes of vehicles in Puerto Rico, the
Virgin Islands, Guam, American Samoa,
or the Commonwealth of the Northern
Mariana Islands. Section 599.201(a)(1)
of the regulation incorrectly stated that
a salvage auction may transfer the
vehicle to a disposal facility identified
in Section 599.201(b)(2) or (b)(3). The
correct citations are Section
599.201(a)(2) or (a)(3). Today’s
amendment makes that correction.

The agency is amending the Dealer
Certifications (Appendix A). We are
removing the reference to the “‘engine
block” and replacing it with the
“engine” for conformity with the
language in the regulation. In this same
dealer certification, the phrase “‘render
inoperative” is being replaced with the
word ‘‘disable.”” This change, too,
allows the dealer certification form in
Appendix A to conform to the language
used throughout the rule. These changes
do not change the meaning of the rule.
The procedures of Appendix B, Engine
Disablement Procedures for the CARS
Program, continue to apply. These
dealer certification changes will also be
made to the electronic certification
screen a dealer sees while entering a
transaction. It may take some time to
amend the electronic form. However,
the new certifications are now available
in the Summary of Sale sheet, which
should be used immediately. The
certifications on this form will control

and the superseded certification on the
electronic form will not be binding.

Finally, the agency is amending the
Disposal Facility Certification Form
(Appendix E) by replacing incorrect
information in one of the input fields.
We are removing “End of Life Vehicle
Solution (ELVS) Identification No. (if
assigned)” and replacing it with
“NHTSA Disposal Facility Identification
No. (if assigned).” The requested
number is a unique identifier assigned
by NHTSA to the disposal facility
identified on the CARS website—it is
not assigned by the ELVS program. This
correction should resolve the instances
of misdirected inquiries from dealers
seeking a number from the ELVS
program.

c. Insurance Eligibility Requirements

In addressing the requirement under
the CARS Act that the trade-in vehicle
be “continuously insured consistent
with the applicable State law,” the
agency stated in the preamble to the rule
its interpretation that the Act requires
all transactions to meet the continuous
one-year insurance condition as a
threshold matter with respect to any
trade-in vehicle under the CARS
program. Upon further consideration of
the statutory language and because the
prior interpretation has only been in
effect a few days, the agency has
concluded that, in those States with no
insurance requirement, the rule’s
requirement unfairly penalizes
consumers who are in compliance with
State law. Therefore, today’s
interpretation exempts trade-in vehicles
registered in New Hampshire and
Wisconsin from the one-year insurance
requirement because both New
Hampshire and Wisconsin have no
insurance requirement under State Law.
As this interpretation is not inconsistent
with the existing regulatory text, no
change to the rule is necessary;
however, the dealer and purchaser
certifications (Appendix A) are being
amended to make today’s interpretation
clear.

Statutory Basis for This Action

This final rule makes amendments to
implement the Consumer Assistance to
Recycle and Save Act (CARS Act) (Pub.
L. 111-32), which directs the Secretary
to issue final regulations.

APA Requirements and Effective Date

The rule is being issued without first
providing a notice and an opportunity
for public comment. Section 1302(d) of
the CARS Act provides that
“notwithstanding” the requirements of
section 553 of title 5, United States
Code, the Secretary shall promulgate
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final regulations to implement the
Program not later than 30 days after the
date of the enactment of this Act. Given
that schedule and the fact that this 4-
month program with a statutorily fixed
end date has already begun, the agency
finds for good cause that providing
notice and comment is impracticable
and contrary to the public interest for
these changes to the final rule. Drafting
and issuing a proposed rule, providing
a period for public comment, and
addressing those comments in the final
rule would have been highly
impracticable in the time available and
would have substantially delayed
issuance of this final rule. Because sales
of new vehicles under the program have
begun in what appears to be high
volume, we believe it is necessary to
provide these amendments and
clarification immediately so that no one
will be harmed in making transactions.

Because of the CARS Act schedule
and the fact that the 4-month program
has already begun, the agency finds that
it has good cause to make this rule
effective fewer than 30 days after the
publication in the Federal Register. In
view of the fact that sales of new
vehicles under the program have begun
in what appears to be high volume, we
believe it is necessary to provide these
amendments and clarifications
immediately so that no one will be
harmed in making transactions. We also
note that, other than the technical
provisions, this rule is relieving
restrictions in the original final rule. It
would, therefore, be inconsistent with
Congressional intent, impracticable, and
contrary to the public interest, to delay
the effective date of the regulation,
which would, in turn, adversely affect
effective implementation of the
program.

Accordingly, the effective date of this
final rule is August 5, 2009.

Regulatory Analyses and Notices

Because of the public and
Congressional interest in the CARS
program, this rulemaking is considered
significant under Executive Order 12866
and the Department of Transportation’s
Regulatory Policies and Procedures. It
was reviewed by the Office of
Management and Budget. The agency
has discussed the relevant requirements
of the Regulatory Flexibility Act,
Executive Order 13132 (Federalism),
Executive Order 12988 (Civil Justice
Reform), the National Environmental
Policy Act, the Paperwork Reduction
Act, and the Unfunded Mandates
Reform Act in the July 29, 2009 final
rule cited above. This rule does not
change the finding in those analyses.

Regulatory Identifier Number (RIN)

The Department of Transportation
assigns a regulatory 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.

Privacy Act

Please note that anyone is able to
search the electronic form of all
comments received into any of our
dockets by the name of the individual
submitting the comment (or signing the
comment, if submitted on behalf of an
association, business, labor union, etc.).
You may review the complete User
Notice and Privacy Notice for
Regulations.gov at http://www.
regulations.gov/search/footer/
privacyanduse.jsp.

List of Subjects in 49 CFR Part 599

Fuel Economy, Motor Vehicle Safety.
m In consideration of the foregoing,
NHTSA hereby amends 49 CFR part 599
as set forth below.

PART 599—REQUIREMENTS AND
PROCEDURES FOR CONSUMER
ASSISTANCE TO RECYCLE AND SAVE
ACT PROGRAM

m 1. The authority citation for Part 599
continues to read as follows:

Authority: 49 U.S.C. 32901, Notes;
delegation of authority at 49 CFR 1.50.

m 2. Section 599.201 is amended by
revising paragraph (a)(1) to read as
follows:

§599.201 Identification of salvage
auctions and disposal facilities.

(a] * % %

(1) A salvage auction that will transfer
trade-in vehicles received under this
program only to a disposal facility
identified in paragraph (a)(2) or (a)(3) of
this section.

* * * * *

m 3. Section 599.300 is amended by
revising paragraphs (a), (d) introductory
text, (d)(2), and (d)(3), to read as
follows:

§599.300 Requirements for qualifying
transactions.

(a) In general. To qualify for a credit
under the CARS Program, a dealer must
sell or lease a new vehicle that meets
eligibility requirements to a purchaser,
obtain a trade-in vehicle that meets

eligibility requirements from the
purchaser, satisfy combined fuel
economy requirements for both the new
and trade-in vehicles, store the trade-in
vehicle at the dealership or property
owned by or under the control of the
dealership until the engine is disabled,
disable the engine of the trade-in
vehicle at the dealership or property
owned by or under the control of the
dealership, satisfy the limitations and
restrictions of the program, arrange for
disposal of the trade-in vehicle at a
qualifying disposal facility or through a
qualifying salvage auction, and register
and submit a complete application for
reimbursement to NHTSA,
demonstrating that it meets all the
requirements of this part.

* * * * *

(d) Trade-In Vehicle—Disclosure of
Scrap Value, Engine Disablement, and
Title Marking. As part of a qualifying
transaction under this part, the dealer

shall:

* * * * *

(2) Except as provided in paragraph
(e) of this section, store the trade-in
vehicle at the dealership or property
owned by or under the control of the
dealership until its engine is disabled
following the procedures set forth in
Appendix B to this part, disable the
engine of the trade-in vehicle at the
dealership or property owned by or
under the control of the dealership
following the procedures set forth in
Appendix B to this part, and certify, as
provided in Appendix A to this part,
dealer certifications section, that either
the engine of the trade-in vehicle has
been disabled at the dealership or
property owned by or under the control
of the dealership, or that the trade-in
vehicle will be stored at the dealership
or property owned by or under the
control of the dealership until the
engine is disabled and the engine of the
trade-in vehicle will be 