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

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

DEPARTMENT OF AGRICULTURE

Office of the Secretary
7 CFR Part 2

Animal and Plant Health Inspection
Service

7 CFR Part 371
[Docket No. 05-012-1]

Noxious Weed Control and Eradication
Act; Delegation of Authority

AGENCY: Office of the Secretary and
Animal and Plant Health Inspection
Service, USDA.

ACTION: Final rule.

SUMMARY: This document delegates the
authority given to the Secretary of
Agriculture under the Noxious Weed
Control and Eradication Act of 2004 to
establish a program to provide financial
and technical assistance to control or
eradicate noxious weeds. Authority is
delegated from the Secretary of
Agriculture to the Under Secretary for
Marketing and Regulatory Programs;
from that official to the Administrator of
the Animal and Plant Health Inspection
Service; and from the Administrator of
the Animal and Plant Health Inspection
Service to the Deputy Administrator for
Plant Protection and Quarantine. In
addition, this document also removes
references to statutes that were repealed
upon enactment of the Plant Protection
Act and statutes that were repealed
upon enactment of the Animal Health
Protection Act.

DATES: Effective Date: September 23,
2005.

FOR FURTHER INFORMATION CONTACT: Dr.
Alan V. Tasker, Noxious Weeds Program
Coordinator, Invasive Species and Pest
Management, PPQ, APHIS, 4700 River
Road Unit 134, Riverdale, MD 20737—
1237; (301) 734—5225.

SUPPLEMENTARY INFORMATION:
Background

The Noxious Weed Control and
Eradication Act of 2004 (Pub. L. 108—
412) amended the Plant Protection Act
(PPA, Pub. L. 106-224, 7 U.S.C. 7701—
7772) by adding a new subtitle,
“Subtitle E—Noxious Weed Control and
Eradication” (7 U.S.C. 7781-7786),
which authorizes the Secretary of
Agriculture to establish a program to
provide financial and technical
assistance to control or eradicate
noxious weeds. This rule delegates that
authority from the Secretary of
Agriculture to the Under Secretary for
Marketing and Regulatory Programs;
from that official to the Administrator of
the Animal and Plant Health Inspection
Service; and from the Administrator of
the Animal and Plant Health Inspection
Service to the Deputy Administrator for
Plant Protection and Quarantine.

This rule also amends the delegations
of authority to remove references to
statutes that were repealed upon
enactment of the PPA and the Animal
Health Protection Act (AHPA, Pub. L.
107-171, 7 U.S.C. 8301-8317).

The PPA repealed the following
statutes:

1. The Plant Quarantine Act (7 U.S.C.
151-164a, 167);

2. The Federal Plant Pest Act (7 U.S.C.
150aa et seq., 7 U.S.C. 147a note);

3. Parts of the Federal Noxious Weed
Act of 1974 (7 U.S.C. 2802 through
2813). Section 1 and section 15 of the
Federal Noxious Weed Act were not
repealed (7 U.S.C. 2801 note; 7 U.S.C.
2814);

4. The Mexican Border Act (7 U.S.C.
149);

5. The Insect Control Act (7 U.S.C.
148 et seq.);

6. The Halogen Glomeratus Act (7
U.S.C. 1651 et seq.);

7. The Golden Nematode Act (7 U.S.C.
150 et seq.);

8. Section 1773 of the Food Security
Act of 1985 (7 U.S.C. 1481); and

9. Subsections (a) through (e) of the
Department of Agriculture Organic Act
of 1944 (7 U.S.C. 147a).

The AHPA repealed the following
statutes:

1. Pub. L. 97—46 (7 U.S.C. 147b);

2. Section 101(b) of the Act of
September 21, 1944 (7 U.S.C. 429);

3. The Act of August 28, 1950 (7
U.S.C. 2260);

4. Section 919 of the Federal
Agriculture Improvement and Reform
Act of 1996 (7 U.S.C. 2260a);

5. Section 306 of the Tariff Act of
1930 (19 U.S.C. 1306);

6. Sections 6 through 8 and 10 of the
Act of August 30, 1890 (21 U.S.C. 102
through 105);

7. The Act of February 2, 1903 (21
U.S.C. 111, 120 through 122);

8. Sections 2 through 9, 11, and 13 of
the Act of May 29, 1884 (21 U.S.C. 112,
113, 114, 114a, 114a—-1, 115 through
120, 130);

9. The first section and sections 2, 3,
and 5 of the Act of February 28, 1947
(21 U.S.C. 114b, 114c, 114d, 114d-1);

10. The Act of June 16, 1948 (21
U.S.C. 114e, 114f1);

11. Public Law 87-209 (21 U.S.C.
114g, 114h);

12. The third and fourth provisos of
the fourth paragraph under the heading
“Bureau of Animal Industry” of the Act
of May 31, 1920 (21 U.S.C. 116);

13. The first section and sections 2, 3,
4, and 6 of the Act of March 3, 1905 (21
U.S.C. 123 through 127);

14. The first proviso under the
heading “General expenses, Bureau of
Animal Industry” under the heading
“BUREAU OF ANIMAL INDUSTRY” of
the Act of June 30, 1914 (21 U.S.C. 128);

15. The fourth proviso under the
heading “Salaries and Expenses’” under
the heading “Animal and Plant Health
Inspection Service” of title I of the
Agriculture, Rural Development, Food
and Drug Administration, and Related
Agencies Appropriations Act, 2001 (21
U.S.C. 129);

16. The third paragraph under the
heading “MISCELLANEOUS” of the Act
of May 26, 1910 (21 U.S.C. 131);

17. The first section and sections 2
through 6 and 11 through 13 of Public
Law 87-518 (21 U.S.C. 134 through
134h);

18. Public Law 91-239 (21 U.S.C. 135
through 135b);

19. Sections 12 through 14 of the
Federal Meat Inspection Act (21 U.S.C.
612 through 614); and

20. Chapter 39 of title 46, United
States Code.

We will further amend title 7 and title
9 of the Code of Federal Regulations in
a future rulemaking action to update
authority citations for the Plant
Protection Act.

This rule relates to internal agency
management. Therefore, this rule is
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exempt from the provisions of Executive
Order 12866 and 12988. Moreover,
pursuant to 5 U.S.C. 553, notice of
proposed rulemaking and opportunity
for comment are not required for this
rule, and it may be made effective less
than 30 days after publication in the
Federal Register. In addition, under 5
U.S.C. 804, this rule is not subject to
congressional review under the Small
Business Regulatory Enforcement
Fairness Act of 1996, Pub. L. 104-121.
Finally, this action is not a rule as
defined by 5 U.S.C. 601 et seq., the
Regulatory Flexibility Act, and thus is
exempt from the provisions of that Act.

List of Subjects
7 CFR Part 2

Authority delegations (Government
agencies).

7 CFR Part 371

Organization and functions
(Government agencies).

m Accordingly, 7 CFR parts 2 and 371
are amended as follows:

PART 2—DELEGATIONS OF
AUTHORITY BY THE SECRETARY OF
AGRICULTURE AND GENERAL
OFFICERS OF THE DEPARTMENT

m 1. The authority citation for part 2
continues to read as follows:

Authority: 7 U.S.C. 6912(a)(1); 5 U.S.C.
301; Reorganization Plan No. 2 of 1953, 3
CFR 1949-1953 Comp., p. 1024.

Subpart C—Delegations of Authority to
the Deputy Secretary, the Under
Secretaries and Assistant Secretaries

m 2.In § 2.22, paragraph (a)(2) is
amended as follows:

m a. By removing paragraphs (a)(2)(ii)
through (a)(2)(vi), paragraphs (a)(2)(ix)
through (a)(2)(xvii), and paragraph
(a)(2)(xix).

m b. By redesignating paragraphs
(a)(2)(vii) and (a)(2)(viii) as paragraphs
(a)(2)(ii) and (a)(2)(iii), paragraph
(a)(2)(xviii) as (a)(2)(iv), and paragraphs
(a)(2)(xx) through (a)(2)(x1x) as
paragraphs (a)(2)(v) through (a)(2)(xxxv),
respectively.

m c. By revising newly redesignated
paragraphs (a)(2)(iv), (a)(2)(xi),
(a)(2)(xv), and (a)(2)(xxxi) to read as set
forth below.

§2.22 Under Secretary for Marketing and
Regulatory Programs.

(a) * x %

(2) * x %

(iv) Section 18 of the Federal Meat
Inspection Act, as amended, as it
pertains to the issuance of certificates of

condition of live animals intended and
offered for export (21 U.S.C. 618);

* * * * *

(x1) Virus-Serum-Toxin Act (21 U.S.C.
151-159).
* * * * *

(xv) The Federal Noxious Weed Act of
1974, as amended (7 U.S.C. 2801 note;
2814).

* * * * *

(xxxii) Plant Protection Act, as
amended (7 U.S.C. 7701-7786).

* * * * *

Subpart N—Delegations of Authority
by the Under Secretary for Marketing
and Regulatory Programs

m 3.In § 2.80, paragraph (a) is amended
as follows:

m a. By removing paragraphs (a)(2)
through (a)(6), paragraphs (a)(9) through
(a)(17), and paragraph (a)(19).

m b. By redesignating paragraphs (a)(7)
and (a)(8) as paragraphs (a)(2) and (a)(3),
paragraph (a)(18) as (a)(4), and
paragraphs (a)(20) through (a)(56) as
paragraphs (a)(5) through (a)(41),
respectively.

m c. By revising newly redesignated
paragraphs (a)(4), (a)(11), (a)(16), and
(a)(36) to read as set forth below.

§2.80 Administrator, Animal and Plant
Health Inspection Service.

(a] * * *

(4) Section 18 of the Federal Meat
Inspection Act, as amended, as it
pertains to the issuance of certificates of
condition of live animals intended and
offered for export (21 U.S.C. 618).

* * * * *

(11) Virus-Serum-Toxin Act (21
U.S.C. 151-159).

* * * * *

(16) The Federal Noxious Weed Act of
1974, as amended (7 U.S.C. 2801 note;
2814).

* * * * *

(36) Plant Protection Act, as amended

(7 U.S.C. 7701-7786).

* * * * *

PART 371—ORGANIZATION,
FUNCTIONS, AND DELEGATIONS OF
AUTHORITY

m 4. The authority citation for part 371
continues to read as follows:
Authority: 5 U.S.C. 301.

m 5.In § 371.3, paragraph (b)(2)(x) is
revised to read as follows:

§371.3 Plant protection and quarantine.
* * * * *

(b)* EE
(2)* L

(x) Plant Protection Act, as amended
(7 U.S.C. 7701-7786).

* * * * *

m 6.In § 371.4, paragraph (b) is amended
as follows:

m a. By removing paragraphs (b)(3)(i)
through (b)(3)(viii), and paragraph
(b)(3)(x).

m b. By redesignating paragraphs
(b)(3)(ix) as paragraph (b)(3)(i) and
paragraphs (b)(3)(xi) through (b)(3)(xxiv)
as paragraphs (b)(3)(ii) through
(b)(3)(xv), respectively.

m c. By revising newly redesignated
paragraph (b)(3)(i) to read as set forth

below.

§371.4 Veterinary Services.
* * * * *

(b) * % %

(3) * x %

(i) Section 18 of the Federal Meat
Inspection Act, as amended, as it
pertains to the issuance of certificates of
condition of live animals intended and
offered for export (21 U.S.C. 618).

* * * * *

For Part 2, Subpart C:
Dated: September 20, 2005.
Mike Johanns,
Secretary of Agriculture.

For Part 2, Subpart N:
Dated: September 20, 2005.
Charles D. Lambert,
Acting Under Secretary for Marketing and
Regulatory Programs.
For Part 371:
Dated: September 20, 2005.
W. Ron DeHaven,

Administrator, Animal and Plant Health
Inspection Service.

[FR Doc. 0519044 Filed 9-22-05; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE

Agricultural Research Service
7 CFR Part 500

RIN 0518—-AA02

National Arboretum

AGENCY: Agricultural Research Service;
Research, Education, and Economics;
USDA.

ACTION: Final rule.

SUMMARY: The Department of
Agriculture (USDA) is modifying the
rules of conduct at the United States
National Arboretum (USNA) and the
schedule of fees to be charged for
certain uses of the facilities, grounds,
and services at the USNA.
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DATES: This rule is effective October 24,
2005.

ADDRESSES: Address all correspondence
to Thomas S. Elias, Director, U.S.
National Arboretum, Beltsville Area,
Agricultural Research Service, 3501
New York Avenue, NE., Washington, DC
20002.

FOR FURTHER INFORMATION CONTACT:
Dana Laster, Administrative and
Marketing Manager, U.S. National
Arboretum, Beltsville Area, ARS, 3501
New York Avenue, NE., Washington, DC
20002; (202) 245-45309.

SUPPLEMENTARY INFORMATION:
Background

Section 890(b) of the Federal
Agriculture Improvement and Reform
Act of 1996, Pub. L. 104-127 (1996 Act)
expanded the authorities of the
Secretary of Agriculture to charge
reasonable fees for the use of USNA
facilities and grounds. These authorities
included the ability to charge fees for
temporary use by individuals or groups
of USNA facilities and grounds
consistent with the mission of the
USNA. In addition, authority was
granted to charge fees for the use of the
USNA for photography and
cinematography. Pursuant to the Act,
the Agricultural Research Service (ARS)
promulgated a fee schedule for the
USNA at 7 CFR part 500, subpart B. All
rules and regulations noted in 7 CFR
part 500, subpart A, Conduct on the U.S.
National Arboretum Property, also
apply to individuals or groups granted
approval to use the facilities and
grounds.

A proposed rule revising the USNA
fee and conduct rules at 7 CFR part 500
was published for comment on
December 20, 2004 (69 FR 75880). One
hundred one comments were received
from individuals and six organizations.
The vast majority of public comments
(approximately 96 percent) were
received with regards to commercial
photography. The majority of
commentators asserted that Public Law
106-206, 16 U.S.C. 4601-6d(a), which
governs the “lands’” administered by the
Secretary, supersedes the earlier
authority granted the Secretary codified
at 20 U.S.C. 196(a) with respect to
commercial photography at the USNA.
USDA asserts that the controlling
authority for charging fees for
photography and cinematography at the
USNA is found at 20 U.S.C. 196(a)(5)
which permits USDA to “charge such
fees as the Secretary of Agriculture
considers reasonable for the use of the
National Arboretum for commercial
photography or cinematography.”

Nevertheless, § 500.23 was revised to
only charge a fee for the use of the
facility and grounds of the USNA for
commercial photography or
cinematography that use models, sets, or
props that are not part of the site’s
natural or cultural resources or
administrative facilities; take place
where members of the public are
generally not allowed; or take place at
a location where additional
administrative costs are likely. This
action provides a balance both to allow
photography and cinematography, yet
also allow the USNA the ability to
charge fees under prescribed conditions
that are consistent with Public Law
106—206 to assure the integrity of the
USNA as a public facility.

Further comments by stakeholders
that are addressed by revisions in this
final rule are as follows: (1) To assure
the coverage of potential damage to
property and collections, the addition of
a refundable deposit for use of the
facility or grounds, excluding the
classroom, is included. (2) As
recommended, the user fee for the
Friendship Garden is increased to
$1,500 to be comparable to other USNA
locations. (3) The prohibition without
the prior approval of the USNA Director
to distribute materials was reworded.
Prior approval by the USNA Director is
only required to distribute materials to
USNA general public visitors. (4) A
clarification on the use of candles at
events was made. The use of small
candles has been included in the final
rule. (5) As requested, the wording
regarding receipts has been changed. (6)
Concern that the 30-day advance notice
for special events is too excessive. A 2-
day advanced notice does not provide
the USNA with adequate time to
prepare sites and assign staff and
supervision as needed which includes
upfront time to change employee work
schedules. However, the advance notice
minimum was modified to 15 calendar
days. (7) Concern over the exclusion of
events on peak weekends and during
normal visitation periods. Reference to
the exclusion was deleted. (8) Concern
that 10 working days for response by
USNA is excessive. The response time
was modified to a maximum of five
working days. (9) Concern that the two
weeks advance payment for tours is too
lengthy. The advance payment
requirement was modified to a one week
minimum.

Revisions to the final rule were not
made in response to some stakeholder
comments because they were deemed
not to be in the best interest of the
government. These include the
following: (1) Desire to automatically
waive use fees for stakeholders.

Automatically waiving use fees for all
events greatly would diminish the
financial support to the USNA. (2)
Concern that the prior approval to serve
beer and wine is unnecessary and
unwarranted. Current ARS policy
requires prior approval by the USNA
Director and Beltsville Area Director for
the consumption of beer and wine at the
USNA. Departmental regulations as well
as Federal Property Management
Regulations restrict use of alcohol on
Federal property. (3) A request was
made to allow raffles at the USNA.
Raffles require a permit from the District
of Columbia and may reflect a less than
positive image of USDA when raffles are
held on USDA property. (4) A comment
that fees collected will be dedicated, in
part, for the maintenance of the
particular USNA site that generated the
fees. Since the funds generated will be
used to maintain the USNA, the more
popular facilities will naturally tend to
receive more of the funds, but the USNA
is not committing to a rigid funding
formula. (5) Concern that the fee for use
of the courtyard area within the
National Bonsai and Penjing Museum is
too low. The fee is in line with facilities
use fees in other institutions and in
consideration of the geographical
location of the USNA. The fee will be
evaluated and reconsidered after the
first and second years of facilities use.
Fees may be adjusted based upon the
demand for this space and the level of
maintenance needed to support the
facilities use.

Lastly, some stakeholder comments
reflect current practices of the USNA
and therefore are not addressed in the
final rule. These include: (1) Concern
about closing the Bonsai and Penjing
Museum during normal visitation hours
for special events. The current policy is
that special events will generally not
result in the closing of the Museum to
visitors during normal visitation hours;
however, special exceptions may be
made at the discretion of the USNA
Director; (2) Concern over staffing for
security during special events. The
current practice of the USNA is to
provide additional supervision,
including additional security staff, as
necessary to protect the grounds and
assets of the USNA; (3) Concern about
protecting and preserving the existing
facilities and landscape at the
Friendship Garden. Guidelines issued
by the USNA for facilities use will help
ensure that the quality and condition of
the garden displays, collections, and
facilities are not compromised.

Classification

This rule change has been reviewed
under Executive Order 12866, and it has
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been determined that it is not a
“significant regulatory action” rule
because it will not have an annual effect
on the economy of $100 million or more
or adversely and materially affect a
sector of the economy, productivity,
competition, jobs, the environment,
public health or safety, or State, local,
or Tribal governments or communities.
This rule change will not create any
serious inconsistencies or otherwise
interfere with actions taken or planned
by another agency. It will not materially
alter the budgetary impact of
entitlements, grants, user fees, or loan
programs, or the rights and obligations
of recipients thereof, and does not raise
novel legal or policy issues arising out
of legal mandates, the President’s
priorities, or principles set forth in
Executive Order 12866.

Regulatory Flexibility Act

The Department of Agriculture
certifies that this rule change will not
have a significant impact on a
substantial number of small entities as
defined in the Regulatory Flexibility
Act, Pub. L. No. 96—-354, as amended (5
U.S.C. 601, et seq.).

Paperwork Reduction Act

In accordance with the Office of
Management and Budget (OMB)
regulations (5 CFR part 1320) which
implement the Paperwork Reduction
Act of 1995, Pub. L. 104-13, as amended
(44 U.S.C. chapter 35), the information
collection and recordkeeping
requirements that have been imposed in
the management of these programs have
been approved by OMB and assigned
OMB control number 0518-0024 for the
use of facilities or the performance of
photography/cinematography at the
USNA.

List of Subjects in 7 CFR Part 500

Agricultural research, Federal
buildings and facilities, Government
property, USNA, Photography,
Cinematography, User fees.

m For the reasons set out in the
preamble, 7 CFR part 500 is revised as
set forth below:

PART 500—NATIONAL ARBORETUM

Subpart A—Conduct on U.S. National
Arboretum Property

Sec.

500.1 General.

500.2 Recording presence.

500.3 Preservation of property.

500.4 Conformity with signs and emergency
directions.

500.5 Nuisances.

500.6 Gambling.

500.7 Intoxicating beverages and narcotics.

500.8 Soliciting, vending, debt collection,
and distribution of handbills.

500.9 Photographs for news or advertising.

500.10 Pets.

500.11 Vehicular and pedestrian traffic.

500.12 Weapons and explosives.

500.13 Nondiscrimination.

500.14 Exceptions.

500.15 Penalties and other law.

Subpart B—Fee Schedule for Certain Uses

of National Arboretum Facilities and

Grounds.

500.20 Scope.

500.21 Fee schedule for tram and tours.

500.22 Fees and conditions for use of
facilities and grounds.

500.23 Fees for commercial photography
and cinematography on grounds.

500.24 Fee schedule.

500.25 Payment of fees.

Authority: 20 U.S.C. 196(a); sub secs. 2, 4,
5; 40 U.S.C. 121(d); 40 U.S.C. 1315(c).

Subpart A—Conduct on U.S. National
Arboreturm Property

§500.1 General.

The rules and regulations in this part
apply to the buildings and grounds of
the U.S. National Arboretum (USNA),
Washington, DC, and to all persons
entering in or on such property. The
Administrator, General Services
Administration, has delegated to the
Secretary of Agriculture, with authority
to further delegate, the authority to
make all the needful rules and
regulations for the protection of the
buildings and grounds of the USNA (34
FR 6406). The Secretary of Agriculture
has in turn delegated such authority to
the Administrator, Agricultural
Research Service (34 FR 7389). The
rules and regulations in this part are
issued pursuant to such delegations.

§500.2 Recording presence.

Admission to the USNA during
periods when it is closed to the public
will be limited to authorized
individuals who may be required to sign
the register or display identification
documents when requested by the
Security Staff, or other authorized
individuals.

§500.3 Preservation of property.

(a) While at the USNA, it is unlawful
to:

(1) Willfully destroy, damage, or
remove USNA property or any part
thereof;

(2) Set or maintain any open fire on
the property of the USNA; however, the
use of small candles may be approved
at the discretion of the Director, USNA;
or

(3) Apply any type of insecticide or
herbicide on the grounds of the USNA,
except for USNA employees in the

course of their official duties or other
persons authorized by the Director,
USNA.

(b) Persons not employed by USNA
are not permitted to bring biological
agents of any kind, including but not
limited to disease and pest agents of
plants, onto the property without
written permission of the Director,
USNA.

§500.4 Conformity with signs and
emergency directions.

Persons in and on property of the
USNA shall comply with official signs
of prohibitory or directive nature and
with the directions of authorized
individuals.

§500.5 Nuisances.

(a) The use of loud, abusive, or
otherwise improper language;
unwarranted loitering, sleeping, or
assembly; the creation of any hazard to
persons or things; improper disposal of
rubbish; spitting; prurient prying; the
commission of any obscene or indecent
act, or any other unseemly or disorderly
conduct; throwing articles of any kind
from a building, and climbing upon any
part of a building is prohibited.

(b) Playing of music or creation of
other noises of a decibel level high
enough to be heard outside of the USNA
is prohibited.

§500.6 Gambling.

Participating in games for money or
other personal property, or the
operation of gambling devices, the
conduct of a lottery or pool, or the
selling or purchasing of numbers tickets,
in or on USNA property, is prohibited.

§500.7 Intoxicating beverages and
narcotics.

(a) Entering USNA property or the
operation of a motor vehicle thereon, by
a person under the influence of
intoxicating beverages or a narcotic
drug, is prohibited.

(b) Except as provided in subpart B of
this part, possession of or consumption
of intoxicating beverages on USNA
property is prohibited.

(c) The sale of alcoholic beverages on
the grounds of the USNA is prohibited.

(d) The possession of or use of
narcotic drugs on the grounds of the
USNA is prohibited.

§500.8 Soliciting, vending, debt collection,
and distribution of handbills.

(a) The following activities are
prohibited on USNA grounds:

(1) Soliciting of alms or contributions;

(2) Display or distribution of
commercial advertising;

(3) Collecting private debts;

(4) Campaigning for election to any
office;
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(5) Soliciting and vending for
commercial purposes (including, but
not limited to, the vending of
newspapers and other publications);

(6) Soliciting signatures on petitions,
polls, or surveys (except as authorized
by the USNA); and

(7) Impeding ingress to or egress from
the USNA.

(b) Distribution to USNA general
public visitors of material such as
pamphlets, handbills, and flyers is
prohibited without prior approval of the
Director, USNA.

(c) The prohibitions in paragraphs (a)
and (b) of this section do not apply to:

(1) Commercial or nonprofit activities
performed under contract or concession
with the USNA or pursuant to the
provisions of the Randolph Sheppard
Act;

(2) The solicitation of USNA
personnel for contributions for the
Combined Federal Campaign (CFC);

(3) National or local drives for funds
for welfare, health, and other purposes
sponsored or approved by the
Agricultural Research Service; or

(4) Personal notices posted by
employees on authorized bulletin
boards.

§500.9 Photographs for news or
advertising.

Photographs for news purposes may
be taken at the USNA without prior
permission. Photographs for advertising
and other commercial purposes may be
taken, but only with the prior approval
of the Director, USNA and fees may be
charged pursuant to § 500.23.

§500.10 Pets.

Pets brought upon USNA property
must have proper vaccinations and,
except assistance trained animals, must
be kept on leash at all times. The release
or abandonment of fish, plants, and
animals of any kind on USNA grounds
is prohibited.

§500.11 Vehicular and pedestrian traffic.

(a) Drivers of all vehicles in or on
USNA property shall drive only on
established roads, shall drive in a
careful and safe manner at all times, and
shall comply with the signals and
directions of the Security Staff and all
posted traffic signs.

(b) The blocking of entrances,
driveways, walks, loading platforms, or
fire hydrants, and parking in designated
no parking areas in or on USNA
property is prohibited.

(c) Except in emergencies, parking in
or on USNA property in other than
designated areas is not allowed without
a permit. Parking without authority,
parking in unauthorized locations or in

locations reserved for other persons, or
contrary to the direction of posted signs,
is prohibited.

(d) USNA approval is required for all
vehicles needed for access setup and
breakdown activities relating to special
events, ceremonies, or related activities.
Off-road routes will be determined by
the USNA.

(e) In addition to the penalties
provided in § 500.15, vehicles parked in
violation of this section are subject to
being towed and the cost of such towing
being assessed to the owner of such
vehicle.

(f) This section may be supplemented
from time to time, by the issuance and
posting of specific traffic directives as
may be required, and when so issued
and posted such directives shall have
the same force and effect as if
incorporated in this subpart.

§500.12 Weapons and explosives.

(a) No person while in or on USNA
property shall carry firearms, other
dangerous or deadly weapons, or
explosives, either openly or concealed,
except for authorized official purposes.

(b) No person while in or on the
USNA shall ignite fireworks or other
pyrotechnical devices.

§500.13 Nondiscrimination.

The USNA is subject to the policy of
nondiscrimination in programs or
activities conducted by the United
States Department of Agriculture as set
forth in 7 CFR part 15d.

§500.14 Exceptions.

The Administrator, Agricultural
Research Service, may in individual
cases make prior, written exceptions to
the rules and regulations in this part if
it is determined to be not adverse to the
public interest.

§500.15 Penalties and other law.

Whoever shall be found guilty of
violating the rules and regulations in
this subpart is subject to fine under title
18, United States Code, or
imprisonment of not more than 30 days,
or both (see 40 U.S.C. 1315(c)). Nothing
contained in the rules and regulations in
this part shall be construed as
abrogating or authorizing the abrogation
of any other regulations or any Federal
law or any laws and regulations of the
District of Columbia that may be
applicable.

Subpart B—Fee Schedule for Certain
Uses of National Arboretum Facilities
and Grounds

§500.20 Scope.

This subpart sets forth schedules of
fees for temporary use by individuals or

groups of United States National
Arboretum (USNA) facilities and
grounds. This subpart also sets forth
schedules of fees for the use of the
USNA for commercial photography and
cinematography. Fees generated will be
used to offset costs of services or for the
purposes of promoting the mission of
the USNA. All rules and regulations
noted in 7 CFR 500, subpart A—
Conduct on the U.S. National
Arboretum Property, will apply to
individuals or groups granted approval
to use the facilities and grounds for the
purposes specified in this subpart.

§500.21 Fee schedule for tram and tours.

The USNA provides tours of the
USNA grounds in a 48-passenger tram
(accommodating 2 wheelchairs). The fee
is as follows: $4.00 per adult, $3.00 per
senior citizen or Friend of the National
Arboretum, and $2.00 per child under
the age 17. Children under 4 sharing a
seat with an adult will not be charged.
Pre-scheduled tram tours for groups
may be arranged for a set fee of $125.00.
Additionally, a tour guide may be pre-
arranged to provide a non-tram tour for
the fee of $50 per hour. Promotional
programs offering discounted fees for
these programs may be instituted at the
discretion of the USNA. Payment for use
of the tram is due at the time of ticket
purchase. Payment for pre-scheduled
tram tours must be made at least one
week in advance. Payment for pre-
scheduled, non-tram guided tours must
be made at least one week in advance
of the tour date.

§500.22 Fees and conditions for use of
facilities and grounds.

(a) Fee requirement. (1) The USNA
will charge a fee for temporary use by
individuals or groups of USNA facilities
and grounds. Fees for specific sites are
listed in § 500.24.

(2) Non-profit scientific or
educational organizations whose
purposes and interests are
complementary to the mission of the
USNA and which substantially support
the mission and purpose of the USNA
(e.g., Friends of the National Arboretum,
National Bonsai Foundation, National
Capital Area Federation of Garden
Clubs, Herb Society of America) may be
exempted from the fee for use of USNA
facility or grounds requirement of this
subpart by the Director, but still must
reimburse the USNA for its costs,
including setup, clean-up, security, and
other costs as applicable.

(3) A Half Day usage is defined as 4
hours or less; a Whole Day usage is
defined as more than 4 hours in a day.
In all cases, usage includes all time
during which a venue is committed,
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including time used to set up before and
clean up after an event. For after-hours
usage of sites or facilities, an additional
$40/hour will be added for supervision
for each required staff member or
security officer, with higher amounts
required for sites or facilities that are
more sensitive.

(b) Reservations. (1) Facilities and
grounds are available by reservation at
the discretion of the Director of the
USNA and may be available to
individuals or groups for uses that are
consistent with the mission of the
USNA. Agency initiatives may be
granted first priority. Offices and
hallways inside secured doors will not
be available for use.

(2) Reservations to use USNA
facilities and grounds may be made
directly with the USNA. To ensure
consideration, reservation requests
should be made as far in advance as
possible with a minimum of 15 calendar
days prior to the date of use required for
all reservations. This advanced notice
will provide the USNA adequate time to
prepare sites and assign staff and
supervision as necessary.

(3) The USNA will make every effort
to respond to requests in a quick and
timely fashion. The USNA will respond
to reservation requests within 5 working
days with information as to whether the
requested site is available for use. The
USNA will also give notice to the
prospective user of any planned
activities (construction, maintenance,
pesticide applications, and any similar
activities) that might affect the planned
use or event.

(4) A 50 percent non-refundable
deposit will be due at the time of a
booking in order to reserve a specific
date and location. The remaining 50
percent is due five working days prior
to the event.

(c) Terms and conditions of use. (1)
The USNA provides space, water, and
electrical hookup when available, and
restrooms where available. Users must
provide all tents, tables, chairs, trash
receptacles, or other property required
for the scheduled event. Users must
remove all trash from the property at the
conclusion of the event. Users must
remove all tents, tables and chairs, and
other property no later than 5:00 p.m. of
the day following the event. The USNA
will charge a facility use and break
down fee of $500.00 per day for each
day following the deadline to remove
temporary facilities and equipment. The
USNA will not store temporary facilities
or equipment for users.

(2) Users must abide by USNA vehicle
regulations in § 500.11 including the

requirement to obtain USNA approval
whenever off road access is required for
setup.

(3) The USNA will not assume any
responsibility for last minute changes
due to failure of current mechanical
systems, severe storms and other
weather events, emergencies relating to
security and safety.

(4) Some events that involve bringing
animals and certain plants onto the
USNA property may not be compatible
with the plant research, display, and
education mission of the USNA. Such
events will be evaluated on a case-by-
case basis and exceptions may be made
by the Director of the USNA.

(5) Music and bands will be permitted
but the decibel level of music should
not be loud enough to be heard outside
the boundaries of the USNA.

(6) (i) A refundable deposit as
specified in paragraph (c)(6)(ii) of this
section for use of the facility or grounds,
excluding the classroom, will be
collected in advance. In the event of
building, property, or grounds damage
or excessive cleaning requirements, the
deposit will be used for repair and
remediation and the balance will be
refunded within 30 days of the event
date. In the event that cleaning
requirements or damage to the building,
property or grounds exceeds the amount
of the refundable deposit, the deposit
will be used in full, with additional
charges billed and due within 30 days
of billing. Damages to plants, grounds,
facilities, or equipment will be assessed
on a value based on replacement costs,

including labor.
(ii) Refundable Deposit Schedule.

Refundable

Event fee deposit

required
$15,000-10,000 $2,000
$9,999-5,000 ............ 1,000
$4,999 and less 500

(7) Upon prior request, the Director
may approve the consumption of beer
and wine during uses of USNA pursuant
to this section. Such permission
generally will not be granted during
times when USNA is open to the public.
Director approval shall be conditioned
upon compliance by users and by any
of their agents or contractors, with all
applicable provisions of the District of
Columbia Code governing sale and
consumption of alcoholic beverages,
including the rules of the District of
Columbia Department of Consumer
Affairs, Alcoholic Beverage Regulation
Administration.

(8) All users of the USNA pursuant to
this subpart, as well as all those

contracting with such users of the
USNA, shall comply with all Federal
and local laws.

(9) The USNA is a Federal property
under the jurisdiction of the United
States Department of Agriculture.

All activities are subject to Federal
rules and regulations governing the use
of public buildings and grounds.

(10) The USNA will not be
responsible for any damage or loss
suffered by an individual, group, or
their contractor during a permitted
event at the USNA.

(11) The Director may impose
additional incidental terms and
conditions concerning the use of the
USNA facilities consistent with this
part.

(12) Marriage ceremonies and
accompanying receptions may only be
held in the Dogwood Collection.

§500.23 Fees for commercial photography
and cinematography on grounds.

The USNA may charge a fee for the
use of the facility or grounds for
purposes of commercial photography or
cinematography as specified in §500.24.
Facilities and grounds are available for
use for commercial photography or
cinematography at the discretion of the
USNA Director. Requests for use should
be made a minimum of two weeks in
advance of the required date. The USNA
will charge for supervision costs at the
rate of $40.00 per hour per security
officer, in addition to the fees listed
below. The USNA Director may waive
fees for photography or cinematography
conducted for the purpose of
disseminating information to the public
regarding the USNA and its mission or
for the purpose of First Amendment
activity. The USNA will charge a non-
refundable application fee of $30 for
commercial photography or
cinematography activities that use
models, sets or props that are not part
of the natural, cultural resources, or
administrative facilities features of the
site; take place where members of the
public are generally not allowed; or take
place at a location where additional
administrative costs are likely. If the
application is approved and fees will be
incurred, the application fee will be
applied to the total fee due. No other
credits will be given for the application
fee. Fee payments for use of facilities or
grounds or for commercial photography
and cinematography must be made in
advance of services being rendered.
These payments are to be made in the
form of a check or money order.

§500.24 Fee Schedule.
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Event by category Fee* Unit Notes
USNA Terrace ......coceeceeeneerieeesieeieeseeee $12,000 ..oovvvieiiiiieeieene PerDay .....ccccceeviinincennnene Up to 240 seated or 300 standing.
USNA Herb Garden ........cccocceevveiiennecennen. 10,000 ...oooiiiiiieieeeee PerDay .....cccccvveeneeeinenne Entrance Circle, Rose and Knot Garden:

USNA Meadow
USNA Administration Building Lobby ........
USNA Auditorium .......cccoeeerveieneeeeneeeens
Friendship Garden
National Capitol Columns ..........ccceeveeneee.

Bonsai Museum International, Pavilion | 10,000 ............cccecuvveeeeeennn. Per Day ....ccccceeveeeenes
and Upper Courtyard.

Bonsai Museum Chinese Pavilion ............. 10,000 ... Per Day ....ccccoeveeeennes
Dogwood Collection Allee & Circle ............ 3,000 ...ooiiiiiieeeeeee PerDay .....ccccveeenunen.
M Street Picnic Area .........ccceviiiiiinicenen. 5,000 ...ooiiiiiiiie s PerDay .....cccceeeeeveene
ClasSroom ......cccceeieiiiiiniiieiee e 125 Per Day ....cccceveeeenes
B0 o Per Half Day ...............

Still Photography:
Individual .......ccoooviiiiiiiie, NO Charge .....ccccceerveeviees | e
(@ {1 B30 e Application Fee ...........
$250 plus Supervision ...... Per Half Day ...............

Cinematography:

Set Preparation ........cccccoevcvieieenicennen.

FilMiNg .ooooveeieeeeec e

$30
$250 plus Supervision ......
$1,500 to $3,900 ..............

Per Whole Day.

Application Fee ...........

Per Whole Day ...........

Up to 48 seated or 100 standing; can-
not be tented. Specialty Garden: Up to
200 standing; may not be tented.

Up to 600 seated or 1000 standing.

Up to 150 standing.

Up to 120 seated or 200 standing.

Up to 60 seated or 100 standing.

Up to 190 seated or 400 standing; cannot
be tented; includes night lighting of col-
umns.

Up to 120 seated or 200 standing.

Up to 50 seated or 100 standing.

Up to maximum of 150 people at event;
reserved for marriage ceremonies and
accompanying receptions only.

Up to 200 seated or standing; paved or
grassy areas can be tented.

Standard set-up with 40 chairs; includes
microphone/lectern, screen, projection
stand, two flip charts (no paper), and
trashcan.

For personal use only; includes hand-
held cameras, recorders and tripods.
All photography that use models, sets or
props that are not part of the site’s nat-
ural or cultural resources or administra-
tive facilities; or take place where
members of the public are generally
not allowed; or take place at a location
where additional administrative costs

are likely.

Set up; no filming.

Sliding scale based on number of people
in cast and crew and number of pieces
of equipment from 45 people and 6
pieces of equipment = $1,500 to 200
people = $3,900; 5 people with carry
on equipment = same as still photog-
raphy.

*Fees include only access to sites; additional security charges may be necessary depending upon the site and the number of people

participating.

§500.25 Payment of fees.

(a) Unless provided otherwise, all
payments due under this subpart must
be made by cash, check, or money order
(in U.S. funds). Checks and money
orders for payment of any fees imposed
under this part are to be made payable,
in U.S. funds, to the “U.S. National
Arboretum.” Upon request, the USNA
shall provide receipts to requesters for
their records or billing purposes. If the
USNA enters into an agreement to allow
USNA visitors and users to make
payment in the form of a credit card,
USNA visitors and users who are
assessed user fees may pay those fees
with a credit card subject to the terms
and conditions of such agreement.

(b) Any fees that become past due
shall be collected in accordance with 7
CFR part 3.

Done at Washington, DC, this 19th day of
September, 2005.

Edward B. Knipling,

Administrator, Agricultural Research Service.
[FR Doc. 05-18991 Filed 9-22—-05; 8:45 am]
BILLING CODE 3410-03-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 948
[Docket No. FV05-948-2 FIR]

Irish Potatoes Grown in Colorado;
Decreased Assessment Rate

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Final rule.

SUMMARY: The Department of
Agriculture (USDA) is adopting, as a
final rule, without change, an interim
final rule which decreased the
assessment rate established for the Area
No. 3 Colorado Potato Administrative
Committee (Committee) for the 2005—
2006 and subsequent fiscal periods from
$0.03 to $0.02 per hundredweight of
potatoes handled. The Committee
locally administers the marketing order
which regulates the handling of potatoes
grown in Colorado. Assessments upon
Colorado potato handlers are used by
the Committee to fund reasonable and
necessary expenses of the program. The
fiscal period begins July 1 and ends June
30. The assessment rate will remain in
effect indefinitely unless modified,
suspended, or terminated.

EFFECTIVE DATE: October 24, 2005.
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FOR FURTHER INFORMATION CONTACT:
Teresa L. Hutchinson, Marketing
Specialist, Northwest Marketing Field
Office, Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA; Telephone: (503) 326—
2724; Fax: (503) 326—7440; or George J.
Kelhart, Technical Advisor, Marketing
Order Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1400
Independence Avenue, SW., STOP
0237, Washington, DC 20250-0237;
Telephone: (202) 720-2491; Fax: (202)
720-8938.

Small businesses may request
information on complying with this
regulation by contacting Jay Guerber,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 1400 Independence SW.,
STOP 0237, Washington, DC 20250—
0237; Telephone: (202) 720-2491, Fax:
(202) 720-8938, or E-mail:
Jay.Guerber@usda.gov.

SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Agreement
No. 97 and Marketing Order No. 948,
both as amended (7 CFR part 948),
regulating the handling of potatoes
grown in Colorado, hereinafter referred
to as the “order.” The order is effective
under the Agricultural Marketing
Agreement Act of 1937, as amended (7
U.S.C. 601-674), hereinafter referred to
as the “Act.”

USDA is issuing this rule in
conformance with Executive Order
12866.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. Under the marketing order now
in effect, Colorado potato handlers are
subject to assessments. Funds to
administer the order are derived from
such assessments. It is intended that the
assessment rate as issued herein will be
applicable to all assessable Colorado
potatoes beginning July 1, 2005, and
continue until amended, suspended, or
terminated. This rule will not preempt
any State or local laws, regulations, or
policies, unless they present an
irreconcilable conflict with this rule.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608c¢(15)(A) of the Act, any
handler subject to an order may file
with USDA a petition stating that the
order, any provision of the order, or any
obligation imposed in connection with
the order is not in accordance with law
and request a modification of the order
or to be exempted therefrom. Such
handler is afforded the opportunity for
a hearing on the petition. After the
hearing USDA would rule on the
petition. The Act provides that the

district court of the United States in any
district in which the handler is an
inhabitant, or has his or her principal
place of business, has jurisdiction to
review USDA’s ruling on the petition,
provided an action is filed not later than
20 days after the date of the entry of the
ruling.

This rule continues in effect the
action that decreased the assessment
rate established for the Committee for
the 2005—-2006 and subsequent fiscal
periods from $0.03 to $0.02 per
hundredweight of Colorado potatoes
handled.

The order provides authority for the
Committee, with the approval of USDA,
to formulate an annual budget of
expenses and collect assessments from
handlers to administer the program. The
members of the Committee are
producers and handlers of Colorado
potatoes. They are familiar with the
Committee’s needs and with the costs
for goods and services in their local area
and are thus in a position to formulate
an appropriate budget and assessment
rate. The assessment rate is formulated
and discussed in a public meeting.
Thus, all directly affected persons have
an opportunity to participate and
provide input.

For the 2003-2004 and subsequent
fiscal periods, the Committee
recommended, and USDA approved, an
assessment rate that would continue in
effect from fiscal period to fiscal period
unless modified, suspended, or
terminated by USDA upon
recommendation and information
submitted by the Committee or other
information available to USDA.

The Committee met on May 12, 2005,
and unanimously recommended 2005—
2006 expenditures of $20,368 and an
assessment rate of $0.02 per
hundredweight of assessable potatoes
handled. In comparison, last year’s
budgeted expenditures were $20,668.
The assessment rate of $0.02 is $0.01
lower than the rate in effect since the
2003-2004 fiscal period. Due to
increased potato yields and a reduction
in expenses, the Committee’s reserve
has increased more than anticipated.
The decreased assessment rate will
allow the Committee to draw from the
reserve to help cover 2005-2006
expenditures. This action should
effectively lower the reserve to within
the program limit of approximately two
fiscal periods’ operational expenses.

The major expenditures
recommended by the Committee for the
2005-2006 fiscal period include $8,610
for salary, $3,000 for office rent, $1,750
for office expenses, and $1,000 for
utilities. These budgeted expenses are

the same as those approved for the
2004-2005 fiscal period.

The assessment rate recommended by
the Committee was derived by dividing
anticipated expenses by expected
shipments of Colorado potatoes.
Applying the $0.02 per hundredweight
rate of assessment to the Committee’s
585,475 hundredweight crop estimate
should provide $11,709 in assessment
income. Income derived from handler
assessments, along with interest income
and funds from the Committee’s
authorized reserve, will be adequate to
cover budgeted expenses. Funds in the
reserve ($42,701 as of July 1, 2005) will
be kept within the maximum of
approximately two fiscal periods’
operational expenses as authorized by
the order (§ 948.78).

The assessment rate will continue in
effect indefinitely unless modified,
suspended, or terminated by USDA
upon recommendation and information
submitted by the Committee or other
available information.

Although this assessment rate is
effective for an indefinite period, the
Committee will continue to meet prior
to or during each fiscal period to
recommend a budget of expenses and
consider recommendations for
modification of the assessment rate. The
dates and times of Committee meetings
are available from the Committee or
USDA. Committee meetings are open to
the public and interested persons may
express their views at these meetings.
USDA will evaluate Committee
recommendations and other available
information to determine whether
modification of the assessment rate is
needed. Further rulemaking will be
undertaken as necessary. The
Committee’s 2005—2006 budget and
those for subsequent fiscal periods will
be reviewed and, as appropriate,
approved by USDA.

Final Regulatory Flexibility Analysis

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this rule on small entities. Accordingly,
AMS has prepared this final regulatory
flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and the rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.
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Based on Committee data, there are 8
producers and 8 handlers in the
production area subject to regulation
under the order. Small agricultural
producers are defined by the Small
Business Administration (13 CFR
121.201) as those having annual receipts
of less than $750,000, and small
agricultural service firms are defined as
those whose annual receipts are less
than $6,000,000.

Based on the total number of Colorado
Area No. 3 potato producers (8), 2003
fresh potato production of 1,041,958
hundredweight (Committee records),
and the average 2003 producer price of
$5.05 per hundredweight as reported by
National Agricultural Statistics Service
(NASS), average annual revenue per
producer from the sale of potatoes can
be estimated at approximately $657,736.
In addition, based on Committee records
and an estimated average 2003 f.o.b.
price of $7.15 per hundredweight ($5.05
per hundredweight NASS producer
price plus Committee estimated packing
and handling costs of $2.10 per
hundredweight), all of the Colorado
Area No. 3 potato handlers ship under
$6,000,000 worth of potatoes. In view of
the foregoing, it can be concluded that
the majority of the Colorado Area No. 3
potato producers and handlers may be
classified as small entities.

This rule continues in effect the
action that decreased the assessment
rate established for the Committee and
collected from handlers for the 2005—
2006 and subsequent fiscal periods from
$0.03 to $0.02 per hundredweight of
potatoes. The assessment rate of $0.02 is
$0.01 less than the 2004—2005 rate. The
quantity of assessable potatoes for the
2005-2006 fiscal period is estimated at
585,475 hundredweight. Income derived
from handler assessments, along with
interest income and funds from the
Comumittee’s authorized reserve, will be
adequate to cover budgeted expenses.
Funds in the reserve ($42,701 as of July
1, 2005) will be kept within the
maximum of approximately two fiscal
periods’ operational expenses as
authorized by the order (§ 948.78).

The major expenditures
recommended by the Committee for the
2005-2006 fiscal period include $8,610
for salary, $3,000 for office rent, $1,750
for office expenses, and $1,000 for
utilities. These budgeted expenses are
the same as those approved for the
20042005 fiscal period.

Due to increased potato yields and a
reduction in expenses, the Committee’s
reserve has increased more than
anticipated. Therefore, the Committee
recommended a decreased assessment
rate to enable an increased draw on the
reserve, thus maintaining the level of

the reserve within program limits of
approximately two fiscal periods’
operational expenses.

The Committee discussed alternatives
to this rule, including alternative
expenditure levels, but determined that
the recommended expenses were
reasonable and necessary to adequately
cover program operations. Lower
assessment rates were considered, but
not recommended because they would
not generate the income necessary to
administer the program.

A review of historical information and
preliminary information pertaining to
the current crop year indicates that the
producer price for the 2005-2006 season
could range between $5.05 and $7.75
per hundredweight. Therefore, the
estimated assessment revenue for the
2005-2006 fiscal period as a percentage
of total producer revenue could range
between 0.40 and 0.26 percent.

This action continues in effect the
action that decreased the assessment
obligation imposed on handlers.
Assessments are applied uniformly on
all handlers, and some of the costs may
be passed on to producers. However,
decreasing the assessment rate reduces
the burden on handlers, and may reduce
the burden on producers. In addition,
the Committee’s meeting was widely
publicized throughout the Colorado
potato industry and all interested
persons were invited to attend and
participate in the Committee’s
deliberations on all issues. Like all
Committee meetings, the May 12, 2005,
meeting was a public meeting and all
entities, both large and small, were able
to express views on these issues.

This action imposes no additional
reporting or recordkeeping requirements
on either small or large Colorado potato
handlers. As with all Federal marketing
order programs, reports and forms are
periodically reviewed to reduce
information requirements and
duplication by industry and public
sector agencies.

USDA has not identified any relevant
Federal rules that duplicate, overlap, or
conflict with this rule.

An interim final rule concerning this
action was published in the Federal
Register on June 27, 2005 (70 FR 36814).
Copies of that rule were also mailed or
sent via facsimile to all Area No. 3
Colorado potato handlers. Finally, the
interim final rule was made available
through the Internet by USDA and the
Office of the Federal Register. A 60-day
comment period was provided for
interested persons to respond to the
interim final rule. The comment period
ended August 26, 2005, and no
comments were received.

A small business guide on complying
with fruit, vegetable, and specialty crop
marketing agreements and orders may
be viewed at: http://www.ama.usda.gov/
fv/moab.html. Any questions about the
compliance guide should be sent to Jay
Guerber at the previously mentioned
address in the FOR FURTHER INFORMATION
CONTACT section.

After consideration of all relevant
material presented, including the
information and recommendation
submitted by the Committee and other
available information, it is hereby found
that this rule, as hereinafter set forth,
will tend to effectuate the declared
policy of the Act.

List of Subjects in 7 CFR Part 948

Marketing agreements, Potatoes,
Reporting and recordkeeping
requirements.

PART 948—IRISH POTATOES GROWN
IN COLORADO

m Accordingly, the interim final rule
amending 7 CFR part 948 which was
published at 70 FR 36814 on June 27,
2005, is adopted as a final rule without
change.

Dated: September 19, 2005.
Lloyd C. Day,

Administrator, Agricultural Marketing
Service.

[FR Doc. 05-18990 Filed 9-22-05; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 985
[Docket No. FV05-985-2 IFR]

Marketing Order Regulating the
Handling of Spearmint Oil Produced in
the Far West; Revision of the Salable
Quantity and Allotment Percentage for
Class 1 (Scotch) and Class 3 (Native)
Spearmint Oil for the 2005-2006
Marketing Year

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Interim final rule with request
for comments.

SUMMARY: This rule revises the quantity
of Class 1 (Scotch) and Class 3 (Native)
spearmint oil that handlers may
purchase from, or handle for, producers
during the 2005—-2006 marketing year.
This rule increases the Scotch spearmint
oil salable quantity from 677,409
pounds to 1,062,898 pounds, and the
allotment percentage from 35 percent to
55 percent. In addition, this rule
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increases the Native spearmint oil
salable quantity from 867,958 pounds to
1,019,600 pounds, and the allotment
percentage from 40 percent to 47
percent. The order regulates the
handling of spearmint oil produced in
the Far West and is administered locally
by the Spearmint Oil Administrative
Committee (Committee). The Committee
recommended this rule for the purpose
of avoiding extreme fluctuations in
supplies and prices and to help
maintain stability in the Far West
spearmint oil market.

DATES: Effective June 1, 2005, through
May 31, 2006; comments received by
November 22, 2005 will be considered
prior to issuance of a final rule.
ADDRESSES: Interested persons are
invited to submit written comments
concerning this rule. Comments must be
sent to the Docket Clerk, Marketing
Order Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1400
Independence Avenue SW., STOP 0237,
Washington, DC 20250-0237; Fax: (202)
720-8938; E-mail:

moab.docketclerk@usda.gov; or Internet:

http://www.regulations.gov. All
comments should reference the docket
number and the date and page number
of this issue of the Federal Register and
will be made available for public
inspection in the Office of the Docket
Clerk during regular business hours, or
can be viewed at: http://
www.ams.usda.gov/fv/moab.html.

FOR FURTHER INFORMATION CONTACT:
Susan M. Hiller, Northwest Marketing
Field Office, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA;
Telephone: (503) 326—2724, Fax: (503)
326—7440; or George Kelhart, Technical
Advisor, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1400
Independence Avenue SW., STOP 0237,
Washington, DC 20250-0237;
Telephone: (202) 720-2491, Fax: (202)
720-8938.

Small businesses may request
information on complying with this
regulation by contacting Jay Guerber,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 1400 Independence
Avenue SW., STOP 0237, Washington,
DC 20250-0237; Telephone: (202) 720—
2491, Fax: (202) 720-8938, or E-mail:
Jay.Guerber@usda.gov.

SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Order No.
985 (7 CFR part 985), as amended,
regulating the handling of spearmint oil
produced in the Far West (Washington,
Idaho, Oregon, and designated parts of
Nevada and Utah), hereinafter referred

to as the “order.” The order is effective
under the Agricultural Marketing
Agreement Act of 1937, as amended (7
U.S.C. 601-674), hereinafter referred to
as the “Act.”

The Department of Agriculture
(USDA) is issuing this rule in
conformance with Executive Order
12866.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. This rule is not intended to
have retroactive effect. This rule will
not preempt any State or local laws,
regulations, or policies, unless they
present an irreconcilable conflict with
this rule.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608c(15)(A) of the Act, any
handler subject to an order may file
with USDA a petition stating that the
order, any provision of the order, or any
obligation imposed in connection with
the order is not in accordance with law
and request a modification of the order
or to be exempted therefrom. A handler
is afforded the opportunity for a hearing
on the petition. After the hearing USDA
would rule on the petition. The Act
provides that the district court of the
United States in any district in which
the handler is an inhabitant, or has his
or her principal place of business, has
jurisdiction to review USDA’s ruling on
the petition, provided an action is filed
not later than 20 days after the date of
the entry of the ruling.

The initial salable quantity and
allotment percentages for Scotch and
Native spearmint oil for the 2005-2006
marketing year were recommended by
the Committee at its October 6, 2004,
meeting. The Committee recommended
salable quantities of 677,409 pounds
and 867,958 pounds, and allotment
percentages of 35 percent and 40
percent, respectively, for Scotch and
Native spearmint oil. A proposed rule
was published in the Federal Register
on January 12, 2005 (70 FR 2027).
Comments on the proposed rule were
solicited from interested persons until
February 11, 2005. No comments were
received. Subsequently, a final rule
establishing the salable quantities and
allotment percentages for Scotch and
Native spearmint oil for the 2005-2006
marketing year was published in the
Federal Register on March 24, 2005 (70
FR 14969).

This rule revises the quantity of
Scotch and Native spearmint oil that
handlers may purchase from, or handle
for, producers during the 2005—-2006
marketing year, which ends on May 31,
2006. Pursuant to authority contained in
§§985.50, 985.51, and 985.52 of the

order, the Committee met on August 24,
2005, and in two separate motions,
recommended that the 2005-2006
Scotch and Native spearmint oil
allotment percentages be increased by
20 percent and 7 percent, respectively.
With seven of the eight members
present at the meeting, each of the
recommendations passed with six
members in favor and one member
opposed. In both cases, the members
opposing the recommendations favored
larger increases.

Thus, taking into consideration the
following discussion on adjustments to
the Scotch and Native spearmint oil
salable quantities, this rule increases the
2005-2006 marketing year salable
quantities and allotment percentages for
Scotch and Native spearmint oil to
1,062,898 pounds and 55 percent, and
1,019,600 pounds and 47 percent,
respectively.

The salable quantity is the total
quantity of each class of oil that
handlers may purchase from, or handle
for, producers during the marketing
year. The total salable quantity is
divided by the total industry allotment
base to determine an allotment
percentage. Each producer is allotted a
share of the salable quantity by applying
the allotment percentage to the
producer’s individual allotment base for
the applicable class of spearmint oil.

The original total industry allotment
base for Scotch spearmint oil for the
2005—-2006 marketing year was
established at 1,935,455 pounds and
was revised at the beginning of the
2005-2006 marketing year to 1,932,542
pounds to reflect a 2004-2005
marketing year loss of 2,913 pounds of
base due to non-production of some
producers’ total annual allotments.
When the revised total allotment base of
1,932,455 pounds is applied to the
originally established allotment
percentage of 35 percent, the 2005—-2006
marketing year salable quantity of
677,409 is effectively modified to
676,390 pounds.

The same situation applies to Native
spearmint oil where the original total
industry allotment base for the 2005—
2006 marketing year was established at
2,169,894 pounds and was revised at the
beginning of the 2005-2006 marketing
year to 2,169,362 pounds to reflect a
2004-2005 marketing year loss of 532
pounds of base due to non-production
of some producers’ total annual
allotments. When the revised total
allotment base of 2,169,362 pounds is
applied to the originally established
allotment percentage of 40 percent, the
2005—-2006 marketing year salable
quantity of 867,958 is effectively
modified to 867,745 pounds.



Federal Register/Vol. 70, No. 184 /Friday, September 23, 2005/Rules and Regulations

55715

By increasing the salable quantity and
allotment percentage, this rule makes an
additional amount of Scotch and Native
spearmint oil available by releasing oil
from the reserve pool. When applied to
each individual producer, the allotment
percentage increases allow each
producer to take up to an amount equal
to their allotment base from their
reserve for each respective class of oil.
Before November 1, 2005, a producer
may also transfer excess oil to another
producer to enable that producer to fill
a deficiency in that producer’s annual
allotment for that class of oil.

The following tables summarize the
Committee recommendations:

Scotch Spearmint Oil Recommendation

(A) Estimated 2005—-2006 Allotment
Base—1,935,455 pounds. This is the
estimate on which the original 2005—
2006 Scotch spearmint oil salable
quantity and allotment percentage was
based.

(B) Revised 2005-2006 Allotment
Base—1,932,542 pounds. This is 2,913
pounds less than the estimated
allotment base of 1,935,455 pounds.
This is less because some producers
failed to produce all of their 2004—-2005
allotment.

(C) Initial 2005-2006 Allotment
Percentage—35 percent. This was
recommended by the Committee on
October 6, 2004.

(D) Initial 2005—2006 Salable
Quantity—677,409. This figure is 35
percent of 1,935,455 pounds.

(E) Initial Adjustment to the 2005—
2006 Salable Quantity—676,390
pounds. This figure reflects the salable
quantity initially available after the
beginning of the 2005-2006 marketing
year due to the 2,913 pound reduction
in the industry allotment base to
1,932,542 pounds.

(F) Increase in Allotment
Percentage—20 percent. The Committee
recommended a 20 percent increase at
its August 24, 2005, meeting.

(G) 2005-2006 Allotment
Percentage—55 percent. This figure is
derived by adding the increase of 20
percent to the initial 2005-2006
allotment percentage of 35 percent.

(H) Calculated Revised 2005-2006
Salable Quantity—1,062,898 pounds.
This figure is 55 percent of the revised
2005-2006 allotment base of 1,932,542
pounds.

(I) Computed Increase in the 2005—
2006 Salable Quantity—386,508
pounds. This figure is 20 percent of the
revised 2005—2006 allotment base of
1,932,542 pounds.

In making this recommendation, the
Committee considered all available
information on price, supply, and

demand. The Committee also
considered reports and other
information from handlers and
producers in attendance at the meeting
and reports given by the Committee
manager from handlers who were not in
attendance. The 2005-2006 marketing
year began on June 1, 2005. Handlers
have reported purchases and committed
sales of 682,547 pounds of Scotch
spearmint oil for the period of June 1,
2005, through August 24, 2005. This
amount is 93 percent of the total sales
for the five-year average of 736,991
pounds. Handlers estimated the total
demand for the 2005-2006 marketing
year could be between 917,745 pounds
to 937,745 pounds. These amounts
exceed the five-year average for an
entire marketing year by 180,754
pounds to 200,754 pounds. Therefore,
based on past history, the industry may
not be able to meet market demand
without this increase. When the
Committee made its initial
recommendation for the establishment
of the Scotch spearmint oil salable
quantity and allotment percentage for
the 2005—-2006 marketing year, it had
anticipated that the year would end
with an ample available supply.

Native Spearmint Oil Recommendation

(A) Estimated 2005—2006 Allotment
Base—2,169,894 pounds. This is the
estimate on which the original 2005—
2006 Native spearmint oil salable
quantity and allotment percentage was
based.

(B) Revised 2005-2006 Allotment
Base—2,169,362 pounds. This is 532
pounds less than the estimated
allotment base of 2,169,894 pounds.
This is less because some producers
failed to produce all of their 2004—2005
allotment.

(C) Initial 2005—-2006 Allotment
Percentage—40 percent. This was
recommended by the Committee on
October 6, 2004.

(D) Initial 2005—2006 Salable
Quantity—=867,958. This figure is 40
percent of 2,169,894 pounds.

(E) Initial Adjustment to the 2005—
2006 Salable Quantity—=867,745
pounds. This figure reflects the salable
quantity initially available after the
beginning of the 2005-2006 marketing
year due to the 532 pound reduction in
the industry allotment base to 2,169,362
pounds.

(F) Increase in Allotment
Percentage—7 percent. The Committee
recommended a 7 percent increase at its
August 24, 2005, meeting.

(G) 2005—-2006 Allotment
Percentage—47 percent. This figure is
derived by adding the increase of 7

percent to the initial 2005-2006
allotment percentage of 40 percent.

(H) Calculated Revised 2005—-2006
Salable Quantity—1,019,600 pounds.
This figure is 47 percent of the revised
2005-2006 allotment base of 2,169,362
pounds.

(I) Computed Increase in the 2005—
2006 Salable Quantity—151,855
pounds. This figure is 7 percent of the
revised 2005—2006 allotment base of
2,169,362 pounds.

In making this recommendation, the
Committee considered all available
information on price, supply, and
demand. The Committee also
considered reports and other
information from handlers and
producers in attendance at the meeting
and reports given by the Committee
manager from handlers who were not in
attendance. The 2005—-2006 marketing
year began on June 1, 2005. Handlers
have reported purchases and committed
sales of 742,221 pounds of Native
spearmint oil for the period of June 1,
2005, through August 24, 2005. This
amount is 77 percent of the total sales
for the five-year average of 962,377
pounds. Handlers estimated the total
demand for the 2005-2006 marketing
year could be between 1,122,221
pounds to 1,222,221 pounds. These
amounts exceed the five-year average for
an entire marketing year by 159,844
pounds to 259,844 pounds. Therefore,
based on past history, the industry may
not be able to meet market demand
without this increase. When the
Committee made its initial
recommendation for the establishment
of the Native spearmint oil salable
quantity and allotment percentage for
the 2005-2006 marketing year, it had
anticipated that the year would end
with an ample available supply.

Based on its analysis of available
information, USDA has determined that
the salable quantity and allotment
percentage for Scotch spearmint oil for
the 2005-2006 marketing year should be
increased to 1,062,898 pounds and 55
percent, respectively. In addition, USDA
has determined that the salable quantity
and allotment percentage for Native
spearmint oil for the 2005-2006
marketing year should be increased to
1,019,600 pounds and 47 percent,
respectively.

This rule relaxes the regulation of
Scotch and Native spearmint oil and
will allow for market needs and
improve producer returns. In
conjunction with the issuance of this
rule, the Committee’s revised marketing
policy statement for the 2005-2006
marketing year has been reviewed by
USDA. The Committee’s marketing
policy statement, a requirement
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whenever the Committee recommends
implementing volume regulations or
recommends revisions to existing
volume regulations, meets the intent of
§985.50 of the order. During its
discussion of revising the 20052006
salable quantities and allotment
percentages, the Committee considered:
(1) The estimated quantity of salable oil
of each class held by producers and
handlers; (2) the estimated demand for
each class of oil; (3) prospective
production of each class of oil; (4) total
of allotment bases of each class of oil for
the current marketing year and the
estimated total of allotment bases of
each class for the ensuing marketing
year; (5) the quantity of reserve oil, by
class, in storage; (6) producer prices of
oil, including prices for each class of oil;
and (7) general market conditions for
each class of oil, including whether the
estimated season average price to
producers is likely to exceed parity.
Conformity with USDA’s “Guidelines
for Fruit, Vegetable, and Specialty Crop
Marketing Orders” has also been
reviewed and confirmed.

The increases in the Scotch and
Native spearmint oil salable quantities
and allotment percentages allows for
anticipated market needs for both
classes of oil. In determining anticipated
market needs, consideration by the
Committee was given to historical sales,
and changes and trends in production
and demand.

Initial Regulatory Flexibility Analysis

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this action on small entities.
Accordingly, AMS has prepared this
initial regulatory flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and the rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are eight spearmint oil handlers
subject to regulation under the order,
and approximately 56 producers of
Scotch spearmint oil and approximately
88 producers of Native spearmint oil in
the regulated production area. Small
agricultural service firms are defined by
the Small Business Administration
(SBA) (13 CFR 121.201) as those having
annual receipts of less than $6,000,000,
and small agricultural producers are

defined as those having annual receipts
of less than $750,000.

Based on the SBA’s definition of
small entities, the Committee estimates
that 2 of the 8 handlers regulated by the
order could be considered small
entities. Most of the handlers are large
corporations involved in the
international trading of essential oils
and the products of essential oils. In
addition, the Committee estimates that
14 of the 56 Scotch spearmint oil
producers and 18 of the 88 Native
spearmint oil producers could be
classified as small entities under the
SBA definition. Thus, a majority of
handlers and producers of Far West
spearmint oil may not be classified as
small entities.

The Far West spearmint oil industry
is characterized by producers whose
farming operations generally involve
more than one commodity, and whose
income from farming operations is not
exclusively dependent on the
production of spearmint oil. A typical
spearmint oil-producing operation has
enough acreage for rotation such that
the total acreage required to produce the
crop is about one-third spearmint and
two-thirds rotational crops. Thus, the
typical spearmint oil producer has to
have considerably more acreage than is
planted to spearmint during any given
season. Crop rotation is an essential
cultural practice in the production of
spearmint for weed, insect, and disease
control. To remain economically viable
with the added costs associated with
spearmint oil production, most
spearmint oil-producing farms fall into
the SBA category of large businesses.

Small spearmint oil producers
generally are not as extensively
diversified as larger ones and as such
are more at risk to market fluctuations.
Such small producers generally need to
market their entire annual crop and do
not have the luxury of having other
crops to cushion seasons with poor
spearmint oil returns. Conversely, large
diversified producers have the potential
to endure one or more seasons of poor
spearmint oil markets because income
from alternate crops could support the
operation for a period of time. Being
reasonably assured of a stable price and
market provides small producing
entities with the ability to maintain
proper cash flow and to meet annual
expenses. Thus, the market and price
stability provided by the order
potentially benefit the small producer
more than such provisions benefit large
producers. Even though a majority of
handlers and producers of spearmint oil
may not be classified as small entities,
the volume control feature of this order
has small entity orientation.

This rule revises the quantity of
Scotch and Native spearmint oil that
handlers may purchase from, or handle
for, producers during the 2005-2006
marketing year, which ends on May 31,
2006. This rule increases the Scotch
spearmint oil salable quantity from
677,409 pounds to 1,062,898 pounds,
and the allotment percentage from 35
percent to 55 percent. In addition, this
rule increases the Native spearmint oil
salable quantity from 867,958 pounds to
1,019,600 pounds, and the allotment
percentage from 40 percent to 47
percent.

An econometric model was used to
assess the impact that volume control
has on the prices producers receive for
their commodity. Without volume
control, spearmint oil markets would
likely be over-supplied, resulting in low
producer prices and a large volume of
oil stored and carried over to the next
crop year. The model estimates how
much lower producer prices would
likely be in the absence of volume
controls.

The recommended allotment
percentages, upon which 2005-2006
producer allotments are based, are 55
percent for Scotch (a 20 percentage
point increase from the original
allotment percentage of 35 percent) and
47 percent for Native (a 7 percentage
point increase from the original salable
percentage of 40 percent). Without
volume controls, producers would not
be limited to these allotment levels, and
could produce and sell additional
spearmint oil. The econometric model
estimated a $1.38 decline in the season
average producer price per pound (from
both classes of spearmint oil) resulting
from the higher quantities that would be
produced and marketed if volume
controls were not used (i.e., if the
salable percentages were set at 100
percent).

Loosening the volume control
restriction by increasing the allotment
percentages resulted in this revised
price decline estimate of $1.38 per
pound if volume controls were not used.
A previous price decline estimate of
$1.60 per pound was based on the
2005-2006 allotment percentages (35
percent for Scotch and 40 percent for
Native) published in the Federal
Register on March 24, 2005 (70 FR
14969). The 2004 Far West producer
price for both classes of spearmint oil
was $9.48 per pound.

The surplus situation for the
spearmint oil market that would exist
without volume controls in 2005-2006
also would likely dampen prospects for
improved producer prices in future
years because of the buildup in stocks.
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The use of volume controls allows the
industry to fully supply spearmint oil
markets while avoiding the negative
consequences of over-supplying these
markets. The use of volume controls is
believed to have little or no effect on
consumer prices of products containing
spearmint oil and will not result in
fewer retail sales of such products.

Based on projections available at the
meeting, the Committee considered
alternatives to the increases. The
Committee not only considered leaving
the salable quantity and allotment
percentage unchanged, but also looked
at various increases ranging from 0
percent to 100 percent. The Committee
reached its recommendations to
increase the salable quantity and
allotment percentage for Scotch and
Native spearmint oil after careful
consideration of all available
information, and believes that the levels
recommended will achieve the
objectives sought. Without the
increases, the Committee believes the
industry would not be able to meet
market needs.

This rule will not impose any
additional reporting or recordkeeping
requirements on either small or large
spearmint oil handlers. As with all
Federal marketing order programs,
reports and forms are periodically
reviewed to reduce information
requirements and duplication by
industry and public sector agencies.

In addition, USDA has not identified
any relevant Federal rules that
duplicate, overlap or conflict with this
rule.

Further, the Committee’s meeting was
widely publicized throughout the
spearmint oil industry and all interested
persons were invited to attend the
meeting and participate in Committee
deliberations. Like all Committee
meetings, the August 24, 2005, meeting
was a public meeting and all entities,
both large and small, were able to
express their views on this issue.
Finally, interested persons are invited to
submit information on the regulatory
and informational impacts of this action
on small businesses.

A small business guide on complying
with fruit, vegetable, and specialty crop
marketing agreements and orders may
be viewed at: http://www.ams.usda.gov/
fv/moab.html. Any questions about the
compliance guide should be sent to Jay
Guerber at the previously mentioned
address in the FOR FURTHER INFORMATION
CONTACT section.

This rule invites comments on a
change to the salable quantities and
allotment percentages for Scotch and
Native spearmint oil for the 2005-2006
marketing year. Any comments received

will be considered prior to finalization
of this rule.

After consideration of all relevant
material presented, including the
Committee’s recommendation, and
other information, it is found that this
interim final rule, as hereinafter set
forth, will tend to effectuate the
declared policy of the Act.

Pursuant to 5 U.S.C. 553, it is also
found and determined upon good cause
that it is impracticable, unnecessary,
and contrary to the public interest to
give preliminary notice prior to putting
this rule into effect and that good cause
exists for not postponing the effective
date of this rule until 30 days after
publication in the Federal Register
because: (1) This rule increases the
quantity of Scotch and Native spearmint
oil that may be marketed during the
marketing year which ends on May 31,
2005; (2) the current quantity of Scotch
and Native spearmint oil may be
inadequate to meet demand for the
remainder of the marketing year, thus
making the additional oil available as
soon as is practicable is beneficial to
both handlers and producers; (3) the
Committee recommended these changes
at a public meeting and interested
parties had an opportunity to provide
input; and (4) this rule provides a 60-
day comment period and any comments
received will be considered prior to
finalization of this rule.

List of Subjects in 7 CFR Part 985

Marketing agreements, Oils and fats,
Reporting and recordkeeping
requirements, Spearmint oil.

m For the reasons set forth in the
preamble, 7 CFR part 985 is amended as
follows:

PART 985—MARKETING ORDER
REGULATING THE HANDLING OF
SPEARMINT OIL PRODUCED IN THE
FAR WEST

m 1. The authority citation for 7 CFR
part 985 continues to read as follows:

Authority: 7 U.S.C. 601-674.

m 2. In § 985.224 paragraph (a) and (b)
are revised to read as follows:

Note: This section will not appear in the
annual Code of Federal Regulations.

§985.224 Salable quantities and allotment
percentages—2005—-2006 marketing year.

* * * * *

(a) Class 1 (Scotch) oil—a salable
quantity of 1,062,898 pounds and an
allotment percentage of 55 percent.

(b) Class 3 (Native) oil—a salable
quantity of 1,019,600 pounds and an
allotment percentage of 47 percent.

Dated: September 20, 2005.
Lloyd C. Day,

Administrator, Agricultural Marketing
Service.

[FR Doc. 05-19084 Filed 9-21-05; 9:55 am]
BILLING CODE 3410-02-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

18 CFR Part 45
[Docket No. RM05—-6—-000; Order No. 664]

Commission Authorization To Hold
Interlocking Positions

September 16, 2005.

AGENCY: Federal Energy Regulatory
Commission.

ACTION: Final rule.

SUMMARY: The Federal Energy
Regulatory Commission (Commission) is
amending its regulations to clarify the
time frame within which individuals
must file applications for authorization
to hold interlocking positions, and the
information provided in certain
informational reports required for
automatic authorization of certain
interlocking positions.

EFFECTIVE DATE: The amended
regulations will become effective
October 24, 2005.

FOR FURTHER INFORMATION CONTACT:

James Akers (Technical Information),
Office of Markets, Tariffs and Rates,
Federal Energy Regulatory
Commission, 888 First Street, NE.,
Washington, DC 20426, (202) 502—
8101.

Melissa Mitchell (Legal Information),
Office of the General Counsel, Federal
Energy Regulatory Commission, 888
First Street, NE., Washington, DC
20426, (202) 502—-6038.

SUPPLEMENTARY INFORMATION:

Before Commissioners: Joseph T.
Kelliher, Chairman; Nora Mead
Brownell, and Suedeen G. Kelly.

1. In this final rule, to meet its
responsibility under section 305(b) of
the Federal Power Act (FPA), the
Commission amends part 45 of its
regulations 2 to clarify that individuals
seeking Commission authorization to
hold interlocking positions must obtain
such authorization from the
Commission prior to holding that
interlocking position. The Commission
also clarifies the regulations to define

116 U.S.C. 825d(b).
218 CFR part 45.
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the term “holding” as acting as, serving
as, voting as, or otherwise performing or
assuming the duties and responsibilities
of the interlocking positions requiring
Commission authorization.

2. The Commission also amends its
regulations to require that individuals
filing an informational report for
automatic authorization under section
45.9 of the Commission’s regulations 3
must file such informational report prior
to holding that interlocking position and
that the informational report must
include a statement or affirmation that
the individual has not yet assumed the
duties or responsibilities of the position
for which the automatic authorization is
sought.

Discussion

3. Section 305(b) of the FPA prohibits
individuals from concurrently holding
positions as an officer or director of
more than one public utility; or to hold
the positions of officer or director of a
public utility and of an entity
authorized by law to underwrite or
participate in the marketing of public
utility securities 4; or to hold the
positions of officer or director of a
public utility and a company supplying
electrical equipment to that particular
public utility, unless the holding of
such positions has been authorized by
the Commission upon a showing that
neither public nor private interests will
be adversely affected thereby.

4. The Commission implemented
Congress’ mandate in part 45 of the
Commission’s regulations.® Section 45.3
of the regulations currently states that:

the holding of positions within the purview
of [section 305(b)] shall be unlawful unless
the holding shall have been authorized by
order of the Commission. Nothing in this part
shall be construed as authorizing the holding
of positions prior to the order of the
Commission on application therefore.
Applications shall be filed within 30 days
after election or appointment to any positions
within the purview of section 305(b) of the
Act.” 6

The Commission has stated in previous
orders that it does not look favorably on
late-filed applications for authorization
to hold interlocking positions.”

5. In examining Congress’ intent in
enacting section 305(b) of the FPA, the
Commission has explained that “among
the evils sought to be eliminated by the

318 CFR 45.9.

4However, section 305(b)(2) of the FPA exempts
from this prohibition certain interlocks between
public utilities and securities underwriters and
marketers.

518 CFR part 45.

618 CFR 45.3.

7 William T. Coleman, 21 FERC {61,242 at 61,535
n.3 (1982).

enactment of section 305(b)” was ““the
lack of arm’s length dealings between
public utilities and organizations
furnishing financial services or
electrical equipment.” 8 In this regard,
the legislative history indicates that,
with respect to section 305(b) of the
FPA, “Congress exhibited a relentless
interest in, bordering on an obsession
with, the evils of concentration of
economic power in the hands of a few
individuals. It recognized that the
conflicts of interest stemming from the
presence of the same few persons on
boards of companies with intersecting
interests generated subtle and difficult-
to-prove failures in the arm’s length
bargaining process.” 9

6. While the statute requires prior
authorization to hold otherwise
proscribed interlocking positions, the
regulations allow for applications to be
filed up to 30 days after election or
appointment to the interlocking position
and also do not expressly address how
applications filed more than 30 days
late should be treated. The regulations
do not allow for serving in the covered
positions before receiving Commission
authorization. Therefore, in a Notice of
Proposed Rulemaking (NOPR) issued on
March 25, 2005, the Commission
proposed to clarify section 45.3 of the
Commission’s regulations, to provide
that an application must be filed, and
authorization granted, before a person
may hold otherwise proscribed
interlocking positions, and that late-
filed applications will be denied.1°

7. In addition to clarifying section
45.3, the Commission also proposed to
clarify section 45.9, which governs
automatic authorization for certain
interlocking positions. Section 45.9 of
the Commission’s regulations provides
that a person seeking to hold the
positions of (1) an officer or director of
a public utility and officer or director of
another public utility (or utilities),
where the same holding company owns,
directly or indirectly, wholly or in part,
the other public utility, (2) an officer or
director of two public utilities, if one
utility is owned, wholly or in part, by
the other or (3) an officer or director of
more than one public utility, if such

8Paul H. Henson, 51 FERC {61,104 at 61,231
(1990), citing John Edward Aldred, 2 FPC 247, 261
(1940).

9 Hatch v. FERC, 654 F.2d 825, 831 (D.C. Cir.
1981) (Hatch), citing, e.g. 79 Cong. Rec. 10379
(1935) (remarks of Representative Lea), 79 Cong.
Rec. 8524 (1935) (remarks of Sen. Norris), and 15
U.S.C. 79a(b)(2) (2000); see also Paul H. Henson, 51
FERC {61,104 at 61,230 n.5 (1990) (discussing this
quotation).

10 See Commission Authorization to Hold
Interlocking Positions, Notice of Proposed
Rulemaking, 70 Fed. Reg. 17,219 (April 5, 2005)
FERC Stats. & Regs. 32,580 (2005).

person is already authorized under part
45 to hold different positions where the
interlock involves affiliated public
utilities, may apply for “automatic
authorization” to hold the interlocking
positions.1? The regulations require
that, as a condition of such
authorization, persons seeking such
authorization under section 45.9 must
file with the Commission an
informational report containing the full
name and business address of the
person requesting the authorization, the
names of all public utilities that the
person holds or seeks to hold positions
with, the names of any other entity that
the person serves as an officer or
director of and a brief description of
those positions, and an explanation of
the corporate relationship between or
among the public utilities involved. The
informational report is required to be
filed “not later than 30 days after
assuming the duties of the position.” 12

8. The NOPR proposed to clarify
section 45.9 of the Commission’s
regulations, to require that the
informational reports required for
automatic authorization under section
45.9 must be filed with the Commission
prior to an officer or director assuming
the duties and responsibilities of the
requested interlocking positions. The
NOPR proposed that individuals who
file informational reports late will not
be entitled to automatic authorization
under section 45.9, as the individual
will not have satisfied the condition of
timely submission of an informational
report.

9. Finally, the Commission requested,
in the NOPR, comments on the
possibility of no longer granting entities
(or individuals who serve as officers or
directors of entities) that have market-
based rate authority a waiver of the full
requirements of part 45.

10. The NOPR was published in the
Federal Register 13 on April 5, 2005.
Comments were due on or before June
5, 2005.

A. Prior Filing and Approval for Section
45.3 Applications

(i) Comments

11. The California Electricity
Oversight Board (CEOB) supports the
proposed rule and states that the
proposed rule comports completely
with the Congressional intent behind

11 Automatic authorization is only for
interlocking positions between two or more public
utilities; it does not authorize a person to hold an
interlocking position with, for example, an
electrical equipment supplier. For those
interlocking positions, an application under section
45.3 is required.

1218 CFR 45.9(b).

1370 FR 17,219 (April 5, 2005).
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section 305(b) of the FPA and the public
policy of preventing abuses due to
conflicts of interest. The CEOB argues
that, under the language of section
305(b), individuals who seek to hold
interlocking positions are prohibited
from holding interlocking positions
until the Commission determines that
“neither public nor private interests will
be adversely effected.” Based on this
language, the CEOB supports the
Commission’s proposed rule to require
applicants to file with the Commission
prior to holding interlocking positions.

12. The Midwest Independent
Transmission System Operator, Inc.
(Midwest ISO) supports the proposed
rule and states that requiring applicants
for interlocking positions to file for
Commission authorization prior to
holding the interlocking positions will
ensure greater transparency in the
nation’s utility industry and promote
and preserve independence. The
Midwest ISO also comments that the
Commission should expand the scope of
the proposed rule to include officers of
non-jurisdictional utilities seeking to
serve on the Board of Directors of a
regional transmission organization
(RTO) or independent system operator
(ISO). The Midwest ISO states that
allowing officers of non-jurisdictional
utilities to serve on the Boards of
Directors of RTOs and ISOs without
prior Commission authorization “opens
the door to partial stakeholder Boards,
and calls into question a public utility’s
true independence.” 14 For these
reasons, the Midwest ISO supports the
proposed rule and requests that the
Commission expand the scope of the
existing rules.

13. The Edison Electric Institute (EEI)
opposes the proposed rule and states
that the existing rules adequately meet
the requirements of section 305(b).15 EEI
argues that the existing rules strike a
reasonable balance between the
requirements of section 305(b) and the
burden those requirements place on
individuals and companies. While EEI
agrees that officers and directors need to
comply with the Commission’s
regulations, they “‘are not aware of a
widespread failure to comply” with the
regulations.16 EEI also states that it is
important that the Commission retain
the 30-day window to file interlock
applications since requiring individuals
to file for authorization prior to holding

14 Midwest ISO Comments at 6.

15 American Electric Power Company (AEP),
Northeast Utilities Service Company (NUSCO),
Pepco Holdings, Inc. (PHI Companies), Consumers
Energy Company (Consumers Energy) and Exelon
Corporation (Exelon) all support the comments filed
by EEL

16 EEI Comments at 3.

interlocking positions would “pose
significant practical difficulties and
would disrupt the ability of public
utilities and their affiliates to maintain
functioning boards of directors and
officer corps in a timely and effective
manner.” 17 EET argues that the danger
of harm from interlocks is small, and
that other entities provide oversight of
corporate officers, including the
Securities and Exchange Commission
and the New York Stock Exchange.'8 In
addition to arguing that the 30-day post-
election timeframe is consistent with
the statute, EEI requests that the
Commission extend the window within
which an individual may file from 30
days to 60 days after election or
appointment to a covered position.19

14. AEP, NUSCO, Reliant Energy Inc.
(Reliant) and Consumers Energy filed
comments opposing the proposed rules.
They state that requiring applications
prior to holding a covered position will
make it difficult for companies to fill
officer or director vacancies in a timely
fashion and lead to an inefficient
selection process with the likely result
of not selecting the most qualified
individuals for the positions. This is
exacerbated, they claim, by the fact that
the companies and individuals often do
not know in advance of election or
appointment who will be selected to
serve as an officer or director.

(i1) Commission Determination

15. The Commission will adopt the
proposed regulations with one
modification. We revise the proposed
section 45.3 to reflect that the definition
of the term “holding” applies
throughout part 45 and not just to
section 45.3.

16. The proposed regulations
requiring that individuals apply for and
receive authorization to hold
interlocking positions before holding
the positions will make the
Commission’s regulations consistent
with the statute. Section 305(b) states
that no person may hold interlocking
positions “unless the holding of such
positions shall have been authorized by
order of the Commission * * *720

17. The Commission disagrees that
requiring such prior authorization will
make it difficult for companies to fill
vacancies or disrupt utilities’ ability to
maintain functioning boards. We find
the possibility that a board or officer
corps would be faced with so many
vacancies at one time as to adversely
effect a company’s ability to function

17d. at 14.

18]d. at 10-11.

19[d. at 16, 25.

2016 U.S.C. 825d(b)(1).

very unlikely. While, as stated by EEI,
the Commission may not be the only
entity that requires filing and approval
of corporate officers and directors to
maintain corporate oversight, the
Commission was expressly charged by
Congress with the responsibility to
oversee officers and directors of public
utilities and we will not and cannot
delegate that responsibility to another
entity.

18. In response to EEI's comment that
it “is not aware of a widespread failure
to comply”’ 21 with section 305(b),
section 305(b) was intended to be
prophylactic in nature and to prevent
any abuse of corporate positions and
control. Furthermore, the fact that EEI
may not be “aware of a widespread
failure to comply” 22 with the statute
and regulations does not speak to the
need to clarify the regulations and bring
them into conformity with the statute.
The statute speaks of prior authorization
and that is what the regulations should
require; prior authorization, not 30 days
and not 60 days after the fact.

19. In response to Midwest ISO’s
comments that the Commission should
expand the scope of the proposed
regulations to include officers of non-
jurisdictional utilities seeking to serve
on RTO or ISO boards, the Commission
finds that section 305(b) only limits
interlocking directorates involving
public utility boards and does not
authorize the Commission to bar
interlocking directorates involving non-
public utility boards of directors. The
Midwest ISO request goes to the issue
of the independence of RTO and ISO
boards. That issue is not within the
purview of section 305(b) or part 45 of
the Commission’s regulations, and thus
of this proceeding.

B. Prior Filing of Section 45.9
Informational Reports and Affirmation

(i) Comments

20. EEI opposes the proposed change
to section 45.9, requiring individuals
seeking automatic authorization to file
their informational report prior to
holding the interlocking position, for
the same reasons explained above.
Additionally, EEI requests that the
Commission not require an
informational report in deference to the
information required on the annual
Form 561.23 Furthermore, EEI requests
that the Commission clarify that section
45.9 applies to both registered and
exempt holding companies.24

21 EEI Comments at 14.

22[d.

23]d. at 5; see 18 CFR part 46.
24d. at 21.
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21. Keyspan Corporation (Keyspan),
AEP, Sempra Energy (Sempra), NUSCO,
Reliant, NiSource, Inc. (NiSource), PHI
Companies and Exelon filed comments
opposing the proposed rules requiring
individuals seeking automatic
authorization under section 45.9 of the
regulations to file their informational
reports prior to holding the interlocking
positions and also requiring information
on the dates the individual assumed the
interlocking positions. They state that
requiring informational reports prior to
holding the positions would unduly
restrict corporate and personnel options
and jeopardize companies’ effective
participation in energy markets because
changes on corporate boards often occur
suddenly and without prior notice.
Therefore, they argue that a requirement
that individuals must file their
informational reports prior to holding
interlocking positions would be unduly
burdensome. Sempra, Keyspan and
NiSource state that the proposed rules
are inconsistent, requiring informational
reports for automatic authorization prior
to holding interlocking positions and
also requiring additional information on
when the individual assumed the
positions for which authorization is
granted.25 NUSCO and AEP state that
additional information is not necessary
as the currently required informational
report, together with the information
required on Form 561, is sufficient.26
Exelon argues that the informational
report is duplicative of the information
provided in Form 561 and therefore, the
informational report should be
eliminated in lieu of Form 561.

(i1) Commission Determination

22. The Commission will adopt the
proposed regulations, with two
exceptions, discussed below.

23. Section 45.9 of the Commission’s
regulations requires that individuals
seeking automatic authorization need
only file with the Commission, in lieu
of the application otherwise required,
an informational report stating the
individual’s name and business address,
the names of all public utilities with
which the person currently holds or will
hold the positions of officer or director
and a description of those positions, the
names of any other entity of which the
person serves as officer or director and
a description of those positions and a
brief explanation of the corporate
relationship between or among the
interlocking public utilities.2? Upon the
filing of a completed informational

25 Sempra Comments at 3; Keyspan Comments at
3; NiSource Comments at 5—6.

26 AEP Comments at 5; NUSCO Comments at 3.
27 See 18 CFR 45.9(c).

report under section 45.9, the individual
is automatically authorized to hold the
interlocking positions listed in the
informational report. Form 561, in
contrast, is an annual report required by
the Commission, and does not contain
the same information. The annual Form
561 is not intended nor could it be an
appropriate substitute for the need to
make a contemporaneous filing to
comply with the requirements of part 45
of the Commission’s regulations.
Therefore, the Commission finds that
the informational reports filed under
section 45.9 are not duplicative of Form
561 and it would not be appropriate to
rely solely on Form 561.

24. Moreover, since the automatic
authorization is granted upon receipt of
filed, completed informational reports,
we do not agree that requiring the
informational report prior to holding
interlocking positions would be unduly
burdensome or restrict a companies’
corporate and personnel options.
Additionally, for those interlocking
positions covered by section 45.9, e.g.,
officers or directors of two or more
affiliated public utilities,?8 it is a one-
time filing requirement and, once
authorization has been given, no further
filings are required to hold further
interlocking positions of the same
type.29 Again, therefore, the obligation
to make such a filing is not unduly
burdensome.

25. In response to several comments
that the proposed regulations are
inconsistent by requiring the
identification of the date the individual
assumed the positions at issue in an
informational report filed prior to
holding such positions, we agree. The
intent behind the proposed language
was to provide the Commission with
information to assist in determining
whether the informational report was
timely filed or not. Therefore, we will
not require identification of the date the
individual assumed the positions at
issue. Instead, we will require a
statement or affirmation that the
individual has not yet performed or
assumed the duties or responsibilities of
the position which necessitated the
filing of the informational report as of
the date of such report. We believe this
requirement will provide the
Commission with the information it
needs with the least burden upon the
applicants.

26. We also provide additional
clarifying language in section 45.9,
explaining that the informational report
shall be filed prior to performing or
assuming the duties and responsibilities

28 See 18 CFR 45.9(a); accord NOPR at P 8.

29 See 18 CFR 45.9(b).

of the interlocking position.
Furthermore, we clarify that the
informational reports must also comply
with the filing requirements outlined in
section 45.7.

C. Treatment of Existing Applications
and of Late-Filed Applications

(i) Comments

27. Many commentors state that the
proposal to automatically deny any late
filed applications is unduly harsh.30
Exelon states that automatic denial of
late applications is ““draconian” and
urges the Commission to consider
another penalty for untimely
applications, such as a fine.3* Many
commentors urge the Commission to
continue evaluating applications on a
case-by-case basis, and to permit late
applications where the applicant made
a good faith effort to file on time.

28. EEI also argues that the
Commission should not institute a rule
that automatically denies late-filed
applications; rather, the Commission
should continue to evaluate late-filed
applications on a case-by-case basis, and
also provide an amnesty period to allow
individuals to file applications under
the current regulations and further
assure all individuals currently holding
Commission authorized interlocking
positions that they will not need to
refile under the new rules.32

(ii) Commission Determination

29. The Commission will adopt the
proposed regulations.

30. While many commentors stated
that automatic denial of late-filed
applications is unduly harsh, the statute
provides that individuals seeking to
hold interlocking positions must receive
Commission authorization prior to
assuming the interlocking positions.33
To permit individuals to hold
interlocking positions before receiving
Commission authorization would
frustrate section 305(b) and the
prophylactic nature of section 305(b).
Therefore, the Commission will
automatically deny all late-filed
applications for authorization to hold
interlocking positions. As for an
amnesty period, we have long stressed
the need to timely file,3* we repeated

30 Sempra Comments at 4; Reliant Comments at
7.

31Exelon Comments at 3.

32 EEI Comments at 23.

33Indeed, section 305(b) provides that ‘it shall be
unlawful for any person to hold” interlocking
positions “unless the holding of such positions
shall have been authorized by order of the
Commission.”

34 See supra note 7.
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the need to timely file in June 2004, 35
and this NOPR has been pending since
March 25, 2005, and the regulations
adopted here will not become effective
until 30 days from the date of
publication in the Federal Register.
That is amnesty enough.

31. Regarding any currently pending
applications for Commission
authorization to hold interlocking
positions, the Commission intends to
act on these applications on a case-by-
case basis. Regarding individuals
already authorized to hold interlocking
positions, those individuals need not
refile under the new regulations to
continue to hold their previously
authorized interlocking positions
(unless and until, of course, they seek to
assume additional interlocking
positions).

D. Waiver of Full Requirements of Part
45 for Officers and Directors of Sellers
With Market-Based Rate Authority

(i) Comments

32. EEI opposes any change that
would cease waivers of the full
requirements of part 45 for persons who
are officers of directors of entities
authorized to charge market-based rates,
and to the contrary requests that the
Commission include such waivers in
the regulations rather than granting
them on a case-by-case basis.36 EEI
argues that entities with market-based
rates have already passed the
Commissions screens for market power
and affiliate transactions, and therefore,
should not need to go through the
duplicative process of having their
officers and directors file a full
application under part 45 of the
Commission’s regulations.37?

33. Sempra, NUSCO, Reliant, Edison
Mission Energy and Morgan Stanley
Capital Group, Inc. (Morgan Stanley) all
filed comments opposing the possibility
that the Commission may cease granting
waivers of the full requirements of Part
45 in orders granting market-based rate
authority. They all state that companies
that receive market-based rate authority
undergo significant scrutiny and must
pass the Commission’s market power
and affiliate abuse screens to ensure that
entities with market-based rate authority
will not abuse any power they may
have. Morgan Stanley requests that the
Commission clarify aspects of the
waivers, such as specifying the
information required when filing the
abbreviated application and develop a

35 Order Advising Public Utilities and their
Officers and Directors of Federal Power Act Section
305(b) Obligations, 107 FERC {61,290 (2004).

36 EEI Comments at 20.

371d. at 8.

standardized format to submit the
information to the Commission.38
Morgan Stanley also states that the
Commission should clarify that the
abbreviated filings may be made within
30 days of holding the interlocking
positions.39 Finally, Morgan Stanley
states that, if the Commission eliminates
the practice of granting waivers of the
full requirements of part 45, the
Commission should apply section 45.9
to power marketers.40

(ii) Commission Determination

34. The purpose of an application for
authorization to hold interlocking
positions under part 45 is to allow the
Commission to review an individual
officer or director’s proposed interlock
in order to find that such individual’s
service with more than one company
will not adversely affect either public or
private interests. The fact that a
particular company may have “passed”
the Commission’s market-based rate
screens says little about whether to
grant authorization for an individual
officer or director to hold interlocking
positions under section 305(b). The
Commission, moreover, does not
consider part 45 to be a burdensome
regulation. Individuals that are officers
or directors of entities that do not have
market-based rate authority must fulfill
the full requirements of part 45. The
Commission sees no reason to continue
to treat these entities differently and, as
a result, we intend to no longer grant
waivers of the full requirements of part
45 in our orders granting market-based
rate authority. Rather, persons seeking
to hold interlocking positions will be
required henceforth to comply with the
full requirements of part 45. Since we
intend to no longer grant such waivers,
there is no need to address Morgan
Stanley’s request for clarification.

35. In response to Morgan Stanley’s
request that the Commission should
permit power marketers to apply for
automatic authorization under section
45.9, we do not grant the request.
Allowing persons who are officers or
directors of power marketers to seek
automatic authorization under section
45.9, simply because such entities are
power marketers, would frustrate the
prophylactic nature of section 305(b).
Therefore, we will deny the request to
permit individuals who are officers or
directors of power marketers to file for
automatic authorization under section
45.9 simply because such entities are
power marketers.

38 Morgan Stanley Comments at 18.

39]d.
40 Id. at 20.

36. With respect to an individual who
currently is authorized to hold
interlocking positions, that individual
will not need to refile under the full
requirements of part 45 to continue to
hold such interlocking positions (unless
and until, of course, that individual
assumes different or additional
interlocking positions).

E. Miscellaneous

(i) Comments

37. EEI requests that the Commission
“indicate that an application will be
deemed approved if not acted on or
flagged for Commission action within 30
or 60 days after the application is
filed.” 41 EEI also requests that the
Commission provide clarity and
guidance as to the factors it considers in
reviewing interlocking position
applications, to further assist companies
in their search for appropriate and
qualified officers and directors.*2 To
address all of the concerns raised by
EEL it requests the Commission hold a
technical conference with industry
members.43

(i1) Commission Determination

38. The Commission will amend the
proposed regulatory text to provide that
absent Commission action within 60
days of filing a completed application to
hold interlocking positions, an
application will be deemed granted.
However, the Commission will reserve
the right to revoke such authorization or
require further proof that such
interlocking position will not adversely
affect public nor private interests.

39. In response to EEI’s request for
clarity and guidance as to the factors the
Commission seeks to address in
reviewing applications for authorization
to hold interlocking positions, the
Commission directs EEI, and all other
interested parties, to the extensive case
law on this subject developed over the
past 70 years.

40. Finally, as we have answered all
parties’ comments and concerns, we see
no need to hold a technical conference
to address such matters.

Information Collection Statement

41. The Office of Management and
Budget (OMB) regulations require that
OMB approve certain reporting and
recordkeeping requirements (collections
of information) imposed by an agency.*4
The information collection requirements
in this final rule are identified under the
Commission’s data collection, FERC—

41]d. at 18.

42]d. at 19.

43]d.

445 CFR 1320.11.
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520, “Application for Authority to Hold
Interlocking Positions.” Under section
3507(d) of the Paperwork Reduction Act
of 1995,45 the reporting requirements in
the subject rulemaking will be
submitted to OMB for review.

42. Respondents subject to the filing
requirements of this final rule will not
be penalized for failing to respond to
this collection of information unless the
collection of information displays a
valid OMB control number. “Display’ is
defined as publishing the OMB control
number in regulations, guidelines, forms
or other issuances in the Federal
Register (for example, in the preamble
or regulatory text for the final rule
containing the information
collection.) 46

Public Reporting Burden: In the
NOPR, the Commission estimated that
requiring the additional information
would have a minimal effect on
respondents but sought comments about
the time and costs to comply with the
requirements. The Commission received
fourteen comments on its NOPR but
none specifically addressing its
estimates. Therefore, the Commission
will retain its initial estimates.
However, several commentors stated
that requiring informational reports
prior to persons holding positions
would be a burdensome task. Other
commentors believe that the
information required in the
informational reports duplicates the
information reported on the
Commission’s FERC Form 561. The
Commission has addressed these
concerns elsewhere in the preamble of
this final rule. The Commission is
submitting a copy of this final rule to
OMB for review and approval. In their
notice of August 16, 2005, OMB took no
action on the NOPR, instead deferring
their approval until review of the final
rule.

Title: FERC-520 “Application for
Authority to Hold Interlocking
Positions”.

Action: Proposed Data Collection.

OMB Control Nos. 1902—0083.

Respondents: Business or other for
profit.

Necessity of the Information: The
information collected under the
requirements of FERC-520 is used by
the Commission to implement the
statutory provisions of section 305(b) of
the FPA and implemented by the
Commission in the Code of Federal
Regulations under 18 CFR part 45.
Under part 45, each person that desires
to hold interlocking position(s) must
submit an application to the

4544 U.S.C. 3507(d).
46 See 1 CFR 21.35; 5 CFR 1320.3(f)(3).

Commission or, if qualified, comply
with the requirements for automatic
authorization. Section 305(b) of the FPA
makes the holding of certain defined
interlocking positions unlawful unless
the Commission has authorized the
holding of such interlocks, and requires
the applicant to show, in a form and
manner as prescribed by the
Commission, that neither public nor
private interests will be adversely
affected by the holding of the positions.

43. The final rule clarifies: (1) The
time at which a person must apply for
authorization to hold interlocking
positions under section 305(b) of the
FPA and part 45 of the Commission’s
regulations; (2) clarifies automatic
authorizations for certain interlocking
positions for which authorization is
requested; and (3) requires a statement
or affirmation that an individual has not
yet assumed the duties or
responsibilities of the position which
necessitated the filing of an
informational report under section 45.9.
It is necessary to make these
clarifications and have this statement or
affirmation to ensure the Commission
receives timely submissions and also
has sufficient information to make a
determination as to the appropriateness
of holding the interlocking positions.

44. Interested persons may obtain
information on this information
collection by contacting the following:
Federal Energy Regulatory Commission,
888 First Street, NE., Washington, DC
20426, Attention: Michael Miller,
Officer of the Executive Director, phone:
(202) 502-8415, fax: (202) 273—-0873, e-
mail: michael. miller@ferc.gov.

45. Comments concerning this
information collection can be sent to the
Office of Management and Budget,
Office of Information and Regulatory
Affairs, Washington, DC 20503
[Attention: Desk Officer for the Federal
Energy Regulatory Commission, phone:
(202) 395-4650, fax: (202) 395-7285.]

Environmental Analysis

46. The Commission is required to
prepare an Environmental Assessment
or an Environmental Impact Statement
for any action that may have a
significant adverse effect on the human
environment.4” As we stated in the
NOPR, the Commission has
categorically excluded certain actions
from this requirement as not having a
significant effect on the human
environment. Included in the exclusion
are rules that are procedural,

47 Regulations Implementing the National
Environmental Policy Act, Order No. 486, 52 FR
47897 (Dec. 17, 1987), FERC Stats. & Regulations
Preambles 1986—1990 { 30,783 (1987).

ministerial, or internal management
programs or decisions,*8 as well as
actions under section 305(b) of the
FPA.49 This Final Rule clarifies the time
when, and information which, an
individual seeking Commission
authorization to hold interlocking
positions must file. Therefore, this rule
falls within the categorical exemptions
provided in the Commission’s
regulations, and, as a result, neither an
environmental impact statement nor an
environmental assessment is required.

Regulatory Flexibility Act Analysis or
Certification

47. The Regulatory Flexibility Act of
1980 (RFA) 59 generally requires a
description and analysis of final rules
that will have a significant economic
impact on a substantial number of small
entities.5? The Commission is not
required to make such analyses if a rule
would not have such an effect.

48. The Commission does not believe
that this final rule would have such an
impact on small entities. Most persons
affected by this final rule are officers or
directors of companies that do not fall
within the RFA’s definition of a small
entity. Further, this final rule does not
substantially change the current
requirements and regulations that
persons who are officers and directors
must comply with. Therefore, the
Commission certifies that this rule will
not have a significant impact on a
substantial number of small entities.

Document Availability

49. In addition to publishing the full
text of this document in the Federal
Register, the Commission provides all
interested persons an opportunity to
view and/or print the contents of this
document via the Internet through the
Commission’s Home Page (http://
www.ferc.gov) and in the Commission’s
Public Reference Room during normal
business hours (8:30 a.m. to 5 p.m.
Eastern Time) at 888 First Street, NE.,
Room 2A, Washington, DC 20426.

50. From the Commission’s Home
Page on the Internet, this information is
available in the Commission’s document

4818 CFR 380.4(a)(1).

4918 CFR 380.4(a)(16).

505 U.S.C. 601-12.

51 The RFA definition of “small entity” refers to
the definition provided in the Small Business Act,
which defines a “small business concern” as a
business that is independently owned and operated
and that is not dominant in its field of operation.

15 U.S.C. 632. The Small Business Size Standards
component of the North American Industry
Classification System defines a small electric utility
as one that, including its affiliates, is primarily
engaged in the generation, transmission, and/or
distribution of electric energy for sale and whose
total electric output for the preceding fiscal years
did not exceed 4 MWh. 13 CFR 121.201.
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management system, eLibrary. The full
text of this document is available on
eLibrary in PDF and Microsoft Word
format for viewing, printing, and/or
downloading. To access this document
in eLibrary, type the docket number
excluding the last three digits of this
document in the docket number field.
51. User assistance is available for
eLibrary and the Commission’s website
during normal business hours. For
assistance, please contact FERC Online
Support at 1-866—208-3676 (toll free) or
202-502-6652 (email at
FERCOnlineSupport@ferc.gov), or the
Public Reference Room at 202-502—
8371, TTY 202-502-8659 (e-mail at
public.referenceroom@ferc.gov).

Effective Date and Congressional
Notification

52. This Final Rule will take effect
October 24, 2005. The Commission has
determined, with the concurrence of the
Administrator of the Office of
Information and Regulatory Affairs,
Office of Management and Budget, that
this rule is not a major rule within the
meaning of section 251 of the Small
Business Regulatory Enforcement
Fairness Act of 1996.52 The Commission
will submit this final rule to both
houses of Congress and the General
Accountability Office.53

List of Subjects in 18 CFR Part 45

Electric utilities, Reporting and
recordkeeping requirements.

By the Commission.
Magalie R. Salas,
Secretary.

m In consideration of the foregoing, the
Commission amends part 45, Chapter I,
Title 18, Code of Federal Regulations, as
follows.

PART 45—APPLICATION FOR
AUTHORITY TO HOLD INTERLOCKING
POSITIONS

m 1. The authority citation for part 45 is
revised to read as follows:

Authority: 16 U.S.C. 791a-825r, 2601—
2645; 31 U.S.C. 9701; 42 U.S.C. 7101-7352;
3 CFR 142.

m 2. Section 45.3 isrevised to read as
follows:

§45.3 Timing of filing application.

(a) The holding of positions within
the purview of section 305(b) of the Act
shall be unlawful unless the holding
shall have been authorized by order of
the Commission. Nothing in this part
shall be construed as authorizing the
holding of positions within the purview

52 See 5 U.S.C. 804(2).
53 See 5 U.S.C. 801(a)(1)(A).

of section 305(b) of the Act prior to
order of the Commission on application
therefor. Applications must be filed and
authorization must be granted prior to
holding any interlocking positions
within the purview of section 305(b) of
the Act; late-filed applications will be
denied. The term “holding”, as used in
this part, shall mean acting as, serving
as, voting as, or otherwise performing or
assuming the duties and responsibilities
of officer or director within the purview
of section 305(b) of the Act.

(b) Absent Commission action within
60 days of a completed application to
hold interlocking positions, an
application will be deemed granted.
Such authorization is subject to
revocation by the Commission after due
notice to applicant and opportunity for
hearing. In any such proceeding, the
burden of proof shall be upon the
applicant to show that neither public
nor private interests will be adversely
affected by the holding of such
positions.

m 3.In §45.9, paragraph (b) is revised
and paragraph (c)(5) is added to read as
follows:

§45.9 Automatic authorization of certain
interlocking positions.

* * * * *

(b) Conditions of authorization. As a
condition of authorization, any person
authorized to hold interlocking
positions under this section must
submit, prior to performing or assuming
the duties and responsibilities of the
position, an informational report in
accordance with paragraph (c) of this
section, unless that person is already
authorized to hold interlocking
positions of the type governed by this
section. Failure to timely file the
informational report will constitute a
failure to satisfy this condition, and will
constitute automatic denial.

(c) Informational report. * * *

(5) A statement or an affirmation that
the applicant has not yet performed or
assumed the duties or responsibilities of
the position which necessitated the
filing of this informational report.

[FR Doc. 05-19002 Filed 9-22-05; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

18 CFR Part 385
[Docket No. RM05-33—-000; Order No. 663]

Revision of Rules of Practice and
Procedure Regarding Issue
Identification

Issued September 16, 2005.
AGENCY: Federal Energy Regulatory
Commission.

ACTION: Final rule.

SUMMARY: The Federal Energy
Regulatory Commission (Commission) is
revising its regulations regarding filings.
The regulations are revised to clarify
that any issues that the movant wishes
the Commission to address must be
specifically identified in a section
entitled ““Statement of Issues.” This
change will benefit the Commission by
clarifying issues raised, and benefit
movants by ensuring issues are
addressed promptly and preserved for
appeal.

EFFECTIVE DATE: The rule will become
effective September 23, 2005.

FOR FURTHER INFORMATION CONTACT:
Carol C. Johnson, Office of the General
Counsel, GC-13, Federal Energy
Regulatory Commission, 888 First
Street, NE., Washington, DC 20426,
202-502-8521.

SUPPLEMENTARY INFORMATION:

Before Commissioners: Joseph T.
Kelliher, Chairman; Nora Mead
Brownell, and Suedeen G. Kelly.

1. The Federal Energy Regulatory
Commission (Commission) is revising
its rules of practice and procedure to
clarify that any issues a movant wishes
the Commission to address must be
clearly set forth in a section entitled
“Statement of Issues,” that will
reference representative Commission
and court precedent on which the
participant is relying. While the current
rules require that pleadings include
“[t]he position taken by the participant
filing any pleading * * * and the basis
in fact and law for such position,” the
Commission has found that movants
sometimes fail to specify the issues they
want the Commission to address, or the
case law supporting their position. 18
CFR 385.203(a)(7). This revision will
benefit movants, and other parties to the
proceeding, as well as the Commission.

2. The way to ensure that an issue is
addressed is for a movant to place it
squarely before the Commission in a
filing. Under the Administrative
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Procedures Act (APA), 5 U.S.C.
554(b)(3), “[wlhen private persons are
the moving parties, other parties to the
proceeding shall give prompt notice of
issues controverted in fact or law

* * * These amendments are
consistent with that provision of the
APA in that they require that a movant
identify with specificity those issues he
is raising with the Commission, and
provide the applicable legal authority
supporting his position.

3. This rule will benefit all
participants. Other parties will know
with certainty which issues to address
in any responsive pleadings. The
Commission will know with certainty
the issues being raised and the legal
support cited as supporting that issue,
enabling the Commission to respond
promptly and thoroughly to such issues.
Finally, movants will benefit by placing
the issue squarely before the
Commission for resolution.

4. There have been numerous
instances where appeals have been
denied because an appellant failed to
clearly raise an issue before the
Commission on rehearing. See, e.g.,
California Dep’t of Water Resources v.
FERC, 341 F.3d 906, 911(9th Cir. 2003)
(issue not preserved for review where
petitioner “‘raised the issue in a single
sentence at the end of an unrelated
section of its request for rehearing,
without citing the statutory language it
now urges [the court of appeals] to
consider.”); Intermountain Municipal
Gas Agency v. FERC, 326 F.3d 1282,
1285 (D.C. Cir. 2003); Coalition for the
Fair and Equitable Regulation of Docks
on the Lake of the Ozarks v. FERC, 297
F.3d 771, 777 (8th Cir. 2002) (declining
to find jurisdiction where petitioner’s
“brief does not show that it raised the
* * * arguments in any recognizable
form”). Both the Natural Gas Act and
the Federal Power Act require that
issues be presented with specificity to
the Commission on rehearing prior to
any court appeal. 15 U.S.C. 717r(b) (“No
objection to the order of the
Commission shall be considered by the
court unless such objection shall have
been urged before the Commission in
the application for rehearing unless
there is reasonable ground for failure to
do so0.”); 16 U.S.C. 825l(a) (“The
application for rehearing shall set forth
specifically the ground or grounds upon
which such application is based * * *.
No proceeding to review any orders of
the Commission shall be brought by any
person unless such person shall have
made application to the Commission for
a rehearing thereon.”). This is a
threshold issue; courts have found no
jurisdiction to address issues that were
not sufficiently raised in a request for

rehearing. See, e.g., Intermountain v.
FERC, 326 F.2d at 1285 (concluding the
court lacked jurisdiction to address an
issue because ‘“‘so general and vague
statement” does not satisfy the
requirement in the Natural Gas Act that
objections be “specifically urged.”)
(citations omitted).

5. The general rules regarding content
of pleadings are found in Rule 203,
Content of pleadings and tariff or rate
filings. 18 CFR 385.203. Rule 202
defines pleadings to include “any
application, complaint, petition, protest,
notice of protest, answer, motion, and
any amendment or withdrawal of a
pleading.” 18 CFR 385.202.1 To date,
§385.203(a)(7) has required that each
pleading include, as appropriate, “[t]he
position taken by the participant filing
any pleading, to the extent known when
the pleading is filed, and the basis in
fact and law for such position.” The
Commission is revising this provision to
specify that the issues be set forth in a
separate titled section. Revised
§ 385.203(a)(7) requires that pleadings
include: “[t]he position taken by the
participant filing any pleading, to the
extent known when the pleading is
filed, and the basis in fact and law for
such position, including a separate
section entitled ““‘Statement of Issues,”
listing each issue presented to the
Commission in a separately enumerated
paragraph that includes representative
Commission and court precedent on
which the participant is relying.”

6. This final rule also adds language
to Rule 713 to clarify that a ““Statement
of Issues” section is also required in
requests for rehearing as well as
pleadings. Existing Rule 713 states that
requests for rehearing “must * * *
[clonform to the requirements in Rule
203(a) which are applicable to
pleadings.” 18 CFR 713(c)(2). Therefore,
the amended language in revised Rule
203 already applies to rehearings;
however, the requirement for a section
entitled ““Statement of Issues” is
important enough that it warrants
repeating in the rule on requests for
rehearing. Revised 18 CFR 385.713(c)(2)
is, therefore, revised to clarify that
requests for rehearing must “conform to
the requirements in Rule 203(a), which
are applicable to pleadings, including,
but not limited to, the requirement for
a separate section entitled “Statement of
Issues,” listing each issue in a
separately enumerated paragraph that
includes representative Commission
and court precedent on which the party
is relying.”

1Rule 202 specifically excludes comments on
rulemakings or comments on offers of settlement
from the definition of pleading.

7. 1f a movant fails to list issues in a
separate section entitled ““Statement of
Issues,” such issues will be deemed to
have been waived. This is consistent
with existing Rule 2001, which states
that filings that fail to meet applicable
statutes, rules or orders may be rejected
in full or all or part of the filing may be
stricken. 18 CFR 385.2001(b). Sections
385.203 and 385.713 are both revised to
specify that issues that are not presented
in separate paragraphs in the
“Statement of Issues” section will be
deemed waived.

8. The changes that are made in this
rule are essentially formatting changes.
The existing regulations already require
issue identification and the basis in fact
and law for positions asserted; this
order simply requires that the issues
and legal support for the position taken
be set forth in a section entitled
“Statement of Issues,” thus making it
easier for staff and others to know with
certainty the issues and legal arguments
being raised.

Information Collection Statement

9. The Office of Management and
Budget’s (OMB’s) regulations require
that OMB approve certain information
collection requirements imposed by
agency rule. 5 CFR 1320.12 (2005). This
final rule contains no additional
information reporting requirements, and
is not subject to OMB approval.

Environmental Analysis

10. The Commission is required to
prepare an Environmental Assessment
or an Environmental Impact Statement
for any action that may have a
significant adverse effect on the human
environment.2 The Commission has
categorically excluded certain actions
from this requirement as not having a
significant effect on the human
environment. Included in the exclusion
are rules that are clarifying, corrective,
or procedural that do not substantially
change the effect of the regulations
being amended. This proposed rule is
procedural in nature and, therefore, falls
under this exception; consequently, no
environmental consideration is
necessary.

Regulatory Flexibility Act Certification

11. The Regulatory Flexibility Act of
1980 (RFA) 3 generally requires a
description and analysis of final rules
that will have significant economic
impact on a substantial number of small
entities. The Commission is not

20rder No. 486, Regulations Implementing the
National Environmental Policy Act, 52 FR 47897
(Dec. 17, 1987), FERC Stats. & Regs. Preambles
1986—1990 1 30,783 (1987).

35 U.S.C. 601-612.
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required to make such analysis if a rule
would not have such an effect. The
Commission certifies that this rule will
not have such an impact on small
entities as it merely clarifies existing
requirements. An analysis under the
RFA therefore, is not required.

Document Availability

12. In addition to publishing the full
text of this document in the Federal
Register, the Commission provides all
interested persons an opportunity to
view and/or print the contents of this
document via the Internet through
FERC’s Home Page (http://www.ferc.gov)
and in FERC’s Public Reference Room
during normal business hours (8:30 a.m.
to 5 p.m. Eastern time) at 888 First
Street, NE., Room 2A, Washington DC
20426.

13. From FERC’s Home Page on the
Internet, this information is available in
the Commission’s document
management system, eLibrary. The full
text of this document is available on
eLibrary in PDF and Microsoft Word
format for viewing, printing, and/or
downloading. To access this document
in eLibrary, type the docket number
excluding the last three digits of this
document in the docket number field.

14. User assistance is available for
eLibrary and the FERC’s Web site during
normal business hours. For assistance,
please contact the Commission’s Online
Support at 1-866—208-3676 (toll free) or
TTY (202) 502—8659, or e-mail at
FERCOnlineSupport@ferc.gov. You may
also contact the Public Reference Room
at (202) 502—8371 or e-mail at
public.referenceroom@ferc.gov.

Effective Date

15. These regulations are effective
immediately upon publication in the
Federal Register. In accordance with 5
U.S.C. 553(d)(3), the Commission finds
that good cause exists to make this Final
Rule effective immediately upon
publication. It concerns only a matter of
procedure affecting formatting of filings.

16. The provisions of 5 U.S.C. 801
regarding Congressional review of Final
Rules does not apply to this Final Rule,
because the rule concerns agency
procedure and practice and will not
substantially affect the rights of non-
agency parties.

17. The Commission is issuing this as
a final rule without a period for public
comment. Under 5 U.S.C. 553(b), notice
and comment procedures are
unnecessary where a rulemaking
concerns only agency procedure and
practice, or where the agency finds that
notice and comment is unnecessary.
This rule concerns only a clarification of
a matter of agency procedure and will

not significantly affect regulated entities
or the general public.

List of Subjects in 18 CFR Part 385

Administrative practice and
procedure, Electric utilities, Penalties,
Pipelines, Reporting and recordkeeping
requirements.

By the Commission.
Magalie R. Salas,
Secretary.

m In consideration of the foregoing, the
Commission amends part 385, chapter I,
title 18, Code of Federal Regulations, as
follows.

PART 385—RULES OF PRACTICE AND
PROCEDURE

m 1. The authority citation for part 385
continues to read as follows:

Authority: 5 U.S.C. 551-557; 15 U.S.C.
717-717z; 3301-3432; 16 U.S.C. 791a—825r;
2601-2645; 28 U.S.C. 2461; 31 U.S.C. 3701,
9701; 42 U.S.C. 7101-7352; 49 U.S.C. 60502;
49 App. U.S.C. 1085 (1988).

m 2. Section 385.203 is amended by
revising paragraph (a)(7) to read as
follows:

§385.203 Content of pleadings and tariff
or rate filings (Rule 203).

(a] * * %

(7) The position taken by the
participant filing any pleading, to the
extent known when the pleading is
filed, and the basis in fact and law for
such position, including a separate
section entitled ‘““Statement of Issues,”
listing each issue presented to the
Commission in a separately enumerated
paragraph that includes representative
Commission and court precedent on
which the participant is relying; any
issue not so listed will be deemed
waived;

* * * * *

m 3. Section 385.713 is amended by
revising paragraph (c)(2) to read as
follows:

§385.713 Request for rehearing (Rule
713).
* * * * *

(C] * *x ok

(2) Conform to the requirements in
Rule 203(a), which are applicable to
pleadings, including, but not limited to,
the requirement for a separate section
entitled ““Statement of Issues,” listing
each issue in a separately enumerated
paragraph that includes representative
Commission and court precedent on
which the party is relying; any issue not
so listed will be deemed waived; and
* * * * *

[FR Doc. 05-19004 Filed 9-22—-05; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF DEFENSE
Office of the Secretary

32 CFR Part 272

RIN 0790-AH90

Administration and Support Basic
Research

AGENCY: Office of the Secretary, DoD.
ACTION: Final rule.

SUMMARY: This document provides
general policy guidance and principles
for the conduct of DoD Components’
Basic Research programs. It implements
a general policy on the support of
scientific research that is contained in
the 1954 Executive Order 10521,
“Administration of Scientific Research
by Agencies of the Federal
Government,” March 17, 1954. It also
implements guiding principles for the
government-university research
partnership that are contained in
Executive Order 13185, “To Strengthen
the Federal Government-University
Research Partnership.”

DATE: This final rule is effective
September 23, 2005.

FOR FURTHER INFORMATION CONTACT:
Mark Herbst, (703) 696—0372.

SUPPLEMENTARY INFORMATION:
Executive Order 12866

This is a “significant regulatory
Action,” as defined in Executive Order
12866, in so far as the Office of
Management and Budget reviewed and
approved it for publication. This rule
will not: (1) Have an annual effect on
the economy of $100 million or more or
adversely affect in a material way the
economy, a sector of the economy,
productivity, competition, jobs, the
environment, public health or safety, or
State, local, or tribal governments or
communities; (2) create a serious
inconsistency or otherwise interfere
with an action taken or planned by
another agency; (3) materially alter the
budgetary impact of entitlements,
grants, user fees, or loan programs or the
rights and obligations of recipients
thereof; or (4) raise novel legal or policy
issues arising out of legal mandates, the
President’s priorities, or the principles
set forth in Executive Order 12866.

Regulatory Flexibility Act of 1980 (5
U.S.C. 605(b))

This regulatory action will not have a
significant adverse impact on a
substantial number of small entities.
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Unfunded Mandates Act of 1995 (Sec.
202, Pub. L. 104-4)

This regulatory action does not
contain a Federal mandate that will
result in the expenditure by State, local,
and tribal governments, in aggregate, or
by the private sector of $100 million or
more in any one year.

Paperwork Reduction Act of 1995 (44
U.S.C. Chapter 35)

This regulatory action will not impose
any additional reporting or
recordkeeping requirements under the
Paperwork Reduction Act.

Federalism (Executive Order 13132)

This regulatory action does not have
Federalism implications, as set forth in
Executive Order 13132. It will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

List of Subjects in 32 CFR Part 272

National defense; Research; Science
and technology.
m Accordingly, Title 32 of the Code of
Federal Regulations, Chapter I,
Subchapter M is amended by revising
part 272 to read as follows:

PART 272—ADMINISTRATION AND
SUPPORT OF BASIC RESEARCH BY
THE DEPARTMENT OF DEFENSE

Sec.

272.1
272.2
272.3

Purpose.

Applicability.

Definition of basic research.

272.4 Policy.

272.5 Responsibilities.

Appendix A to part 272—Principles for the
Conduct and Support of Basic Research.

Authority: 5 U.S.C. 301 and 10 U.S.C. 113.

§272.1 Purpose

This part implements the:

(a) Policy on the support of scientific
research in Executive Order 10521,
“Administration of Scientific Research
by Agencies of the Federal Government”
(3 CFR, 1954-1958 Comp., p. 183), as
amended; and

(b) Guiding principles for the
government-university research
partnership in Executive Order 13185,
“To Strengthen the Federal
Government-University Research
Partnership” (3 CFR 2000 Comp., p.
341).

§272.2 Applicability.

This part applies to the Office of the
Secretary of Defense, the Military
Departments, the Chairman of the Joint
Chiefs of Staff, the Combatant

Commands, the Office of the Inspector
General of the Department of Defense,
the Defense Agencies, the DoD Field
Activities, and all other organizational
entities in the Department of Defense
(hereafter referred to collectively as the
“DoD Components”).

§272.3 Definition of basic research.

Basic research is systematic study
directed toward greater knowledge or
understanding of the fundamental
aspects of phenomena and of observable
facts without specific applications
towards processes or products in mind.
It includes all scientific study and
experimentation directed toward
increasing fundamental knowledge and
understanding in those fields of the
physical, engineering, environmental,
and life sciences related to long-term
national security needs. It is farsighted
high payoff research that provides the
basis for technological progress.

§272.4 Policy.

It is DoD policy that:

(a) Basic research is essential to the
Department of Defense’s ability to carry
out its missions because it is:

(1) A source of new knowledge and
understanding that supports DoD
acquisition and leads to superior
technological capabilities for the
military; and

(2) An integral part of the education
and training of scientists and engineers
critical to meeting future needs of the
Nation’s defense workforce.

(b) The Department of Defense shall:
(1) Conduct a vigorous program of
high quality basic research in the DoD

Component laboratories; and

(2) Support high quality basic
research done by institutions of higher
education, other nonprofit research
institutions, laboratories of other
Federal agencies, and industrial
research laboratories.

(c) The DoD Components’ conduct
and support of basic research shall be
consistent with the principles stated in
Appendix A to this part.

§272.5 Responsibilities.

(a) The Director of Defense Research
and Engineering, under the Under
Secretary of Defense for Acquisition,
Technology, and Logistics
(USD(AT&L)), shall:

(1) Provide technical leadership and
oversight, issue guidance for plans and
programs; develop policies; conduct
analyses and studies; and make
recommendations for DoD basic
research.

(2) Recommend approval,
modification, or disapproval of the DoD
Components’ basic research programs

and projects to eliminate unpromising
or unnecessarily duplicative programs,
and to stimulate the initiation or
support of promising ones.

(3) Recommend, through the
USD(AT&L) to the Secretary of Defense,
appropriate funding levels for DoD basic
research.

(4) Develop and maintain a metrics
program to measure and assess the
quality and progress for DoD basic
research, a required element of which is
an independent technical review:

(i) At least biennially; and

(ii) With participation by all the
Military Departments and all the other
DoD Components that have basic
research programs.

(5) Monitor the implementation of
this part and issue any additional
direction and guidance that may be
necessary for that purpose.

(b) The Directors of the Defense
Agencies supporting basic research and
the Secretaries of the Military
Departments, within their
organizational purview, shall
implement this part.

Appendix A to Part 272—Principles for
the Conduct and Support of Basic
Research

1. Basic research is an investment. The
DoD Components are to view and manage
basic research investments as a portfolio,
with assessments of program success based
on aggregate returns. There should be no
expectation that every individual research
effort will succeed because basic research
essentially is an exploration of the unknown
and specific outcomes are not predictable.

2. Basic research is along-term activity that
requires continuity and stability of support.
Individual basic research efforts sometimes
return immediate dividends, with transitions
directly from research laboratories to defense
systems in the field. However, most often the
full benefits of basic research are not
apparent until much later. Therefore, the
DoD Components must engage in long-term
planning and funding of basic research to the
maximum possible extent.

3. Balance is essential in the portfolio of
basic research investments. A wide range of
scientific and engineering fields is of
potential interest to the Department of
Defense and the DoD Components. It is
important to develop a balanced portfolio
that includes investments not only in
established research areas with promise for
evolutionary advances, but also in areas that
entail higher risk and offer potential for
revolutionary advances with correspondingly
higher benefits.

4. Coordination with other Federal
agencies is important. The DoD Components
are to consider other Federal agencies’ basic
research investments when making
investment decisions, both to avoid
unintended overlapping of support and to
leverage those agencies’ investments as
appropriate.
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5. Merit review is used to select basic
research projects for support. It is crucial that
the Department of Defense invest in the
highest quality research for defense needs.
Merit review relies on the informed advice of
qualified individuals who are independent of
the individuals proposing to do the research.
The principal merit review factors used in
selecting among possible projects are
technical merit and potential long-term
relevance to defense missions.

Dated: September 19, 2005.

L.M. Bynum,

Alternate OSD Federal Register Liaison
Officer, Department of Defense.

[FR Doc. 05-18985 Filed 9-22-05; 8:45 am]
BILLING CODE 5001-06-M

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117
[CGD05-05-117]
RIN 1625-AA09

Drawbridge Operation Regulations;
Trent River, NC

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

SUMMARY: The Coast Guard is
temporarily changing the regulations
that govern the operation of the U.S. 70
Bridge across the Trent River, at mile
0.0, at New Bern, NC. This rule allows
the bridge to remain in the closed-to-
navigation position from 6 a.m. to 10:30
a.m., on October 1, 2005, to facilitate the
Neuse River Bridge Run.

DATES: This rule is effective from 6 a.m.
to 10:30 a.m. on October 1, 2005.
ADDRESSES: Documents indicated in this
preamble as being available in the
docket, as part of docket CGD05-05-117
and are available for inspection or
copying at Commander (obr), Fifth Coast
Guard District, Federal Building, 1st
Floor, 431 Crawford Street, Portsmouth,
Virginia 23704-5004 between 8 a.m.
and 4:30 p.m., Monday through Friday,
except Federal holidays. The telephone
number is (757) 398—-6629. Fifth District
maintains the public docket for this
rulemaking.

FOR FURTHER INFORMATION CONTACT: Gary
S. Heyer, Bridge Management Specialist,
Fifth Coast Guard District, at (757) 398—
6629.

SUPPLEMENTARY INFORMATION:
Good Cause for Not Publishing a NPRM

We did not publish a notice of
proposed rulemaking (NPRM) for this
regulation. Under 5 U.S.C. 553(b) (B),

the Coast Guard finds that good cause
exists for not publishing an NPRM.
Publishing an NPRM is impracticable
and contrary to the public interest as the
Neuse River run is scheduled for
October 1st, and immediate action is
necessary to minimize the potential
danger to the public. The bridge closure
is a necessary measure to facilitate
public safety that allows for the orderly
movement of participants and vehicular
traffic before, during and after the run.

Good Cause for Making Rule Effective
in Less Than 30 Days

Under 5 U.S.C. 533(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective in less than 30
days after publication in the Federal
Register. A 30-day delayed effective
date is impracticable and contrary to the
public interest as the event is scheduled
for October 1, 2005, and immediate
action is necessary to ensure public
safety and provide for the orderly
movement of participants and vehicular
traffic during the run.

Background and Purpose

North Carolina Department of
Transportation, who owns and operates
the drawbridge, has requested a
temporary deviation from the operating
regulations to facilitate the Neuse River
Bridge Run. The run is an annual event,
attracting participants from the
surrounding cities and states.

The existing regulations are outlined
at 33 CFR 117.843(a). The bridge has a
vertical clearance of 13 feet at mean
high water in the closed position,
unlimited vertical clearance in the full
open position. The Coast Guard has
informed the known users of the
waterway of the closure periods for the
bridge so that these vessels can arrange
their transits to minimize any impact
during the Neuse River Bridge Run.

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The office of Management and
Budget has not reviewed it under that
Order. It is not “‘significant” under the
regulatory policies and procedures of
the Department of Homeland Security.
This conclusion is based fact that the
Coast Guard has informed the known
users of the waterway of this rule and
that the mariners can plan their trips in
accordance with scheduled closure
period.

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 conclusion is based on the fact that
the Coast Guard has informed the know
users of the waterway, which consist
mostly of recreational boaters and
fisherman, of this rule and that the
mariners can plan their trips in
accordance with scheduled closure
period.

Assistance for Small Entities

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

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1—-
888—REG-FAIR (1-888-734—-3247).

Collection of Information

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

Federalism

A rule has implications for federalism
under Executive Order 13132,
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.
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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
would not create an environmental risk
to health or risk to safety that might
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 would not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

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

require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies. This rule does not use
technical standards. Therefore, we did
not consider the use of voluntary
consensus standards.

Environment

We have analyzed this rule under
Commandant Instruction M16475.1D,
which guides the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded that there are no factors
in this case that would limit the use of
a categorical exclusion under section
2.B.2 of the Instruction. Therefore, this
rule is categorically excluded, under
figure 2—1, paragraph (32)(e) of the
Instruction, from further environmental
documentation.

List of Subjects in 33 CFR Part 117
Bridges.
Regulations

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR Part 117 as follows:

PART 117—DRAWBRIDGE
OPERATION REGULATIONS

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

Authority: 33 U.S.C. 499, Department of
Homeland Security Delegation No. 0170.1; 33
CFR 1.05-1(g); section 117.843, also issued
under the authority of Pub. L. 102-587, 106
Stat. 5039.

m 2. From 6 a.m. to 10:30 a.m. on
October 1, 2005, in § 117.843 suspend
paragraphs (a)(3), (a)(4) and add
paragraph (a)(5) to read as follows:

§117.843 Trent River.

* * * * *

(a)(5) From 6 a.m. to 10:30 a.m., on
October 1, 2005, the U.S. 70 Bridge,

mile 0.0, at New Bern, NC, shall remain

closed to navigation.
* * * * *

Dated: September 13, 2005.
S.H. Ratti,

Captain, U.S. Coast Guard, Acting
Commander, Fifth Coast Guard District.

[FR Doc. 05-19006 Filed 9-22-05; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 168
[CGD 91-202; USCG-2003-14734]

RIN 1625—-AA05 (Formerly RIN 2115-AE10);
RIN 1625-AA65

Escort Vessels for Certain Tankers—
Crash Stop Criteria

AGENCY: Coast Guard, DHS.
ACTION: Final rule.

SUMMARY: The Coast Guard is
permanently removing a ‘“‘crash stop”
requirement for tanker escort vessels in
Prince William Sound and Puget Sound.
The requirement appeared in a final rule
published in 1994 under docket number
CGD 91-202, but was suspended for
safety reasons before it ever went into
effect. Removal of the suspended
provision is the final action for both the
CGD 91-202 and the USCG-2003-14734
rulemakings.

DATES: This final rule is effective
October 24, 2005.

ADDRESSES: Comments and material
received from the public, as well as
documents mentioned in this preamble
as being available in the docket, are part
of docket USCG—2003-14734 and are
available for inspection or copying at
the Docket Management Facility, U.S.
Department of Transportation, room PL—
401, 400 Seventh Street SW.,
Washington, DC, between 9 a.m. and 5
p.m., Monday through Friday, except
Federal holidays. You may also find this
docket on the Internet at http://
dms.dot.gov.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call
Lieutenant Commander Samson
Stevens, GMSR-2, telephone 202-267—
0751, e-mail: SStevens@comdt.uscg.mil.
If you have questions on viewing the
docket, call Ms. Andrea M. Jenkins,
Program Manager, Docket Operations,
telephone 202—-366-0271.

SUPPLEMENTARY INFORMATION:
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Regulatory History

On March 28, 2005, we published in
the Federal Register a notice of
proposed rulemaking (NPRM) entitled
Escort Vessels for Certain Oil Tankers—
Crash Stop Criteria (70 FR 15609). We
received no comments on the proposed
rule. No public meeting was requested
and none was held.

Background and Purpose

This rule addresses “unfinished
business” from 1994. On August 19,
1994, we published the final rule
entitled Escort Vessels for Certain
Tankers under docket number CGD 91—
202, which adopted 33 CFR part 168 (57
FR 30058). The rule drew on a study to
determine the capabilities of escort
vessels to control disabled tankers. The
study was published in two parts (59 FR
1411, Jan. 10, 1994; 60 FR 6345, Feb. 1,
1995). Preliminary data for the second
study became available after publication
of the final rule, but before the rule took
effect on November 19, 1994. This
preliminary data indicated that it might
be dangerous to implement the final
rule’s crash stop provision, 33 CFR
168.50(b)(2). That provision required an
escort vessel to be able to stop a
disabled tanker within the same
distance that it could “crash-stop,” that
is, come to an emergency stop itself by
putting its engine into full astern
position, from a speed of 6 knots.
Therefore, on November 1, 1994 (59 FR
54519), we suspended the crash stop
provision before it could take effect with
the other provisions of part 168. In
1995, the final results of the study of
escort vessel capabilities showed that
the crash stop criteria were not an
effective performance characteristic for
disabled tankers. No further action was
taken with respect to the crash stop
provision, and it remains suspended
today.

As long as the crash stop provision’s
suspension remains in effect, we have
continued reporting the CGD 91-202
rulemaking on the Uniform Regulatory
Agenda of the United States, the Federal
Government’s official list of ongoing
regulatory projects. CGD 91-202 appears
in the most recent edition of the
Agenda, under the Department of
Homeland Security entries beginning at
70 FR 26892 (May 16, 2005). Twice each
year, the Coast Guard spends valuable
administrative time maintaining its
Uniform Regulatory Agenda reports,
whether or not a reported project is
active.

For the reasons given under “Removal
of Crash Stop Provision,” the Coast
Guard maintains the position it first
adopted in 1994, that the crash stop

provision should not be implemented.
Therefore, we now will permanently
remove the crash stop provision.
Removal of the crash stop provision also
allows us to complete the CGD 91-202
rulemaking.

Since 1998, the Coast Guard has used
the Department of Transportation’s
Docket Management System (DMS) to
make its rulemaking documents widely
available to the public. DMS assigns
unique docket numbers to each
rulemaking, and the format of those
docket numbers (e.g., USCG-2003—
14734) is not compatible with the
format of Coast Guard pre-1998
rulemaking docket numbers (e.g., CGD
91-202). Therefore, in order to complete
CGD 91-202 in a way that makes our
actions visible to the public through
DMS, we opened a DMS-compatible
docket number, USCG-2003-14734.
Thus, removal of the crash stop
provision constitutes the final action for
two rulemaking dockets with the same
subject matter, CGD 91-202 and USCG—
2003-14734.

Removal of Crash Stop Provision

We received two public comments in
response to our 1994 notice suspending
33 CFR 168.50(b)(2). We placed both
comments in the docket for USCG—
2003-14734. One comment supported
the suspension. The other forwarded a
copy of a technical evaluation of 33 CFR
165.50(b), but did not address the crash
stop criteria at all. As noted earlier, in
1995, the final results of the study of
escort vessel capabilities showed that
the crash stop criteria were not an
effective performance characteristic for
disabled tankers. Additionally, we
noted a significant increase in tractor
tug availability in the waters to which
part 168 applies, which allows for more
effective response and action when a
tanker becomes disabled. Taken
together, these factors persuaded us to
remove the crash stop provision of 33
CFR 168.50(b)(2). Our March 2005
NPRM, proposing removal, elicited no
public comments that would alter our
decision. Therefore we are proceeding
with removal of the crash stop
provision. The remainder of part 168 is
not affected by this action.

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. This rule allows us to finalize the
status quo and close out CGD 91-202.

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 application and impact of this
rule is limited. First, the escort vessel
regulations only apply to laden single
hull tankers of 5,000 gross tons or more
operating on Prince William Sound or
Puget Sound. We estimate the number
of these tankers is 18. This figure will
diminish over time as these single hull
tankers are phased out of service, as
required by OPA 90. Second, small
entities typically do not own or operate
vessels of this size. These vessels are
normally owned and operated by larger
corporations, including subsidiaries of
major oil companies. As the rule
finalizes the status quo, we do not
believe that we are imposing any new
burden on small entities.

Therefore, the Coast Guard certifies
under 5 U.S.C. 605(b) that this final rule
will not have a significant economic
impact on a substantial number of small
entities.

Assistance for Small Entities

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

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG-FAIR (1-888—734-3247).

Collection of Information

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

Federalism

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

Unfunded Mandates Reform Act

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

Taking of Private Property

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

Civil Justice Reform

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

Protection of Children

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

Indian Tribal Governments

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

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “‘significant

energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

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

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

Environment

We have analyzed this rule under
Commandant Instruction M16475.1D,
which guides the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-43701), and
have concluded that there are no factors
in this case that would limit the use of
a categorical exclusion under section
2.B.2 of the Instruction. Therefore, this
rule is categorically excluded, under
Figure 2—1, paragraph (34)(i) of the
Instruction, from further environmental
documentation. An “Environmental
Analysis Check List” and a “Categorical
Exclusion Determination” are available
in the docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 168

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

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 168 as follows.

PART 168—ESCORT REQUIREMENTS
FOR CERTAIN TANKERS

m 1. The authority citation for part 168
is revised to read as follows:

Authority: Section 4116(c), Pub. L. 101-
380, 104 Stat. 520 (46 U.S.C. 3703 note);
Department of Homeland Security Delegation
No. 170.1, para. 2(82).

§168.50 [Amended]

m 2.In § 168.50, remove and reserve
paragraph (b)(2).

Dated: September 15, 2005.
T.H. Gilmour,

Rear Admiral, U.S. Coast Guard, Assistant
Commandant for Marine Safety, Security and
Environmental Protection.

[FR Doc. 05-19005 Filed 9-22-05; 8:45 am)|]
BILLING CODE 4910-15-P

NATIONAL ARCHIVES AND RECORDS
ADMINISTRATION

36 CFR Part 1228

RIN 3095-AB31

Records Center Facility Standards

AGENCY: National Archives and Records
Administration (NARA).

ACTION: Final rule; correction.

SUMMARY: NARA published the final
rule, Records Center Facility Standards,
in the August 29, 2005, Federal Register
(70 FR 50980). In that final rule, we
revised § 1228.240(c) entirely, removing
subordinate paragraphs
§§1228.240(c)(1) and (c)(2). Paragraph
§1228.240(d), which was not amended
in the rulemaking, currently contains a
sentence “‘For requests submitted under
paragraph (c)(2) of this section, NARA
also will review the submitted plan to
ensure that the plan is realistic.” This
correction removes that sentence.

DATES: This rule is effective on
September 28, 2005.

FOR FURTHER INFORMATION CONTACT:
Nancy Allard at 301-837-1477 or fax
number 301-837-0319.

SUPPLEMENTARY INFORMATION: In FR Doc.
05—-17097 appearing on page 50980 in
the Federal Register of Monday, August
29, 2005, the following correction is
made:

PART 1228—[CORRECTED]

§1228.240 [Corrected]

m On page 50988, in the second column,
in Part 1228, Disposition of Federal
Records, in amendment 9, the
instruction “9. Amend § 1228.240 by
revising paragraph (c) to read as
follows:” and the amended text set forth
are corrected to read:

m ‘9. Amend § 1228.240 by revising
paragraphs (c) and (d) to read as follows:
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§1228.240 How does an agency request
authority to establish or relocate records
storage facilities?

* * * * *

(c) Contents of requests for agency
records centers. Requests for authority
to establish or relocate an agency
records center, or to use an agency
records center operated by another
agency, must be submitted in writing to
the Director, Space and Security
Management Division (NAS), National
Archives and Records Administration,
8601 Adelphi Road, College Park, MD
20740-6001. The request must identify
the specific facility and, for requests to
establish or relocate the agency’s own
records center, document compliance
with the standards in this subpart.
Documentation requirements for
§ 1228.230(s) are specified in
§1228.242.

(d) Approval of requests for agency
records centers. NARA will review the
submitted documentation to ensure the
facility demonstrates full compliance
with the standards in this subpart.
NARA reserves the right to visit the
facility, if necessary, to make the
determination of compliance. NARA
will inform the agency of its decision
within 45 calendar days after the
request is received, and will provide the
agency information on the areas of
noncompliance if the request is denied.
Requests will be denied only if NARA
determines that the facility does not
demonstrate full compliance with the
standards in this subpart. Approvals
will be valid for a period of 10 years,
unless the facility is materially changed
before then or an agency or NARA
inspection finds that the facility does
not meet the standards in this subpart.
Material changes require submission of
a new request for NARA approval.

* * * * *

Dated: September 19, 2005.
Allen Weinstein,
Archivist of the United States.
[FR Doc. 05-19021 Filed 9-22-05; 8:45 am]
BILLING CODE 7515-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-2005-0238; FRL-7735-8]

Pesticides; Removal of Expired Time-
Limited Tolerance Exemptions

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

SUMMARY: EPA is removing time-limited
tolerance exemptions for several
pesticide chemicals. These time-limited
tolerance exemptions are being removed
because they have expired and are
obsolete, and to ensure that the
regulatory listings of tolerance
exemptions are properly updated.

DATES: This final rule is effective on
November 22, 2005.

ADDRESSES: EPA has established a
docket for this action under Docket
identification (ID) number OPP—-2005—
0238. All documents in the docket are
listed in the EDOCKET index at http://
www.epa.gov/edocket. Although listed
in the index, some information is not
publicly available, i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA., Monday through Friday,
excluding legal holidays. The Docket
telephone number is (703) 305-5805.
FOR FURTHER INFORMATION CONTACT:
Kathryn Boyle, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 305—-6304; fax number: (703) 305—
0599; e-mail address:
boyle.kathryn@epa.gov.

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

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

e Crop production (NAICS code 111)

e Animal production (NAICS code
112)

¢ Food manufacturing (NAICS code
311)

o Pesticide manufacturing (NAICS
code 32532)

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining

whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

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

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

II. Background

A. What is the Agency’s Authority for
Taking this Action?

This final rule is issued pursuant to
section 408(e) of the Federal Food, Drug,
and Comestic Act (FFDCA), as amended
by the Food Quality Protection Act
(FQPA) (21 U.S.C. 346a(e)). Section 408
of FFDCA authorizes the establishment
of tolerances, exemptions from the
requirement of a tolerance,
modifications in tolerances, and
revocation of tolerances for residues of
pesticide chemicals in or on raw
agricultural commodities and processed
foods. Without a tolerance or tolerance
exemption, food containing pesticide
residues is considered to be unsafe and
therefore, “adulterated” under section
402(a) of FFDCA. If food containing
pesticide residues is found to be
adulterated, the food may not be
distributed in interstate commerce (21
U.S.C. 331(a) and 342 (a)).

B. Why is EPA Issuing this as a Final
Rule?

Section 553 of the Administrative
Procedure Act, 5 U.S.C. 553(b)(B),
provides that, when an agency for good
cause finds that notice and public
procedure are impracticable,
unnecessary or contrary to the public
interest, the agency may issue a rule
without providing notice and an
opportunity for public comment. EPA
has determined that there is good cause
for making today’s rule final without
prior proposal and opportunity for
comment because the actions taken in
this final rule represent technical
corrections to the regulations and do not
involve substantive Agency action. The
removal of an expired time-limited
tolerance exemption from 40 CFR part
180 does not involve any substantive
Agency action. The expiration date for
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the time-limited tolerance exemption is
set when the Agency issues the final
rule that originally establishes, or a
subsequent final rule that amends, the
specific time-limited tolerance
exemption. Once that time-limited
tolerance expires, the associated listing
in 40 CFR part 180 is obsolete and its
removal is a ministerial act without
substantive or procedural effects.

For this reason, notice and public
procedure are unnecessary. EPA finds
that this constitutes good cause under 5
U.S.C. 553(b)(B).

C. What Action is EPA Taking?

The following time-limited tolerance
exemptions are removed from 40 CFR
part 180 because they have expired:
Casein; fish meal; soy protein, isolated;
soybean flour; wheat, including flour,
bran, and starch; sodium caseinate;
Rhodamine B; and wheat shorts.

III. Objections and Hearing Requests

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

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

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2005-0238 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 November 22, 2005.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the

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

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

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit XI.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2005-0238, to: Public Information
and Records Integrity Branch,
Information Technology and Resource
Management Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001. In person or by courier, bring a
copy to the location of the PIRIB
described in ADDRESSES. You may also
send an electronic copy of your request
via e-mail to: opp-docket@epa.gov.
Please use an ASCII file format and
avoid the use of special characters and
any form of encryption. Copies of
electronic objections and hearing
requests will also be accepted on disks
in WordPerfect 6.1/8.0 or ASCII file
format. Do not include any CBI in your
electronic copy. You may also submit an
electronic copy of your request at many
Federal Depository Libraries.

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

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility

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

IV. Statutory and Executive Order
Reviews

This final rule removes obsolete
(expired) time-limited exemptions from
the tolerance requirement that were
previously established under FFDCA
section 408. The Office of Management
and Budget (OMB) has exempted
actions such as these revocations from
review under Executive Order 12866,
entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993).
Because this rule has been exempted
from review under Executive Order
12866, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note).

Because the Agency has made a good
cause finding that this action is not
subject to notice-and-comment
requirements under the Administrative
Procedure Act or any other statute (see
Unit I1.B.), it is not subject to the
regulatory flexibility provisions of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) In addition, the
Agency has determined that this action
will not have a substantial direct effect
on States, on the relationship between
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the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure ‘‘meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of the
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any “‘tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

V. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
Agency promulgating the rule must
submit a rule report, which includes a

copy of the rule, to each House of the
Congress and 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 the rule in
the Federal Register. This 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: September 19, 2005.

Lois Rossi,

Director, Registration Division, Office of
Pesticide Programs.

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

PART 180—[AMENDED]

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

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

§180.910 [Amended]

m 2. Section 180.910 is amended by
removing, in the table, the following
entries: Casein; fish meal; soy protein,
isolated; and wheat, including flour,
bran, and starch.

§180.920 [Amended]

m 3. Section 180.920 is amended by
removing, in the table, the following
entry: Sodium caseinate.

§180.930 [Amended]

m 4. Section 180.930 is amended by
removing, in the table, the following
entries: Rhodamine B; soy protein,
isolated; and wheat shorts.

[FR Doc. 05-19056 Filed 9—-22-05; 8:45 am]
BILLING 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-2005-0246; FRL-7737-8]
Pyriproxyfen; Pesticide Tolerance

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

SUMMARY: This regulation establishes
tolerances for residues of pyriproxyfen
in or on grass, forage, fodder, and hay,
group 17, forage; grass, forage, fodder,
and hay, group 17, hay; vegetable,

legume, group 6; onion, dry bulb; grape;
strawberry; sapote, white; and citrus
hybrids. Interregional Research Project
Number 4 (IR-4) requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA), as
amended by the Food Quality Protection
Act of 1996 (FQPA).

DATES: This regulation is effective
September 23, 2005. Objections and
requests for hearings must be received
on or before November 22, 2005.

ADDRESSES: To submit a written
objection or hearing request follow the
detailed instructions as provided in
Unit VI. of the SUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under docket
identification (ID) number OPP-2005—
0246. All documents in the docket are
listed in the EDOCKET index at http://
www.epa.gov/edocket. Although listed
in the index, some information is not
publicly available, i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT:
Shaja R. Brothers, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
703—-308—-3194; e-mail address:
brothers.shaja@epa.gov.

SUPPLEMENTARY INFORMATION:
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 111), e.g.,
agricultural workers; greenhouse,
nursery, and floriculture workers;
farmers.

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

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

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

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

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

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

II. Background and Statutory Findings

In the Federal Register of August 17,
2005 (70 FR 48413) (FRL-7732-1, EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of
pesticide petitions (PP 3E6596, 3E6750,
4E6866, 4E6865, and 3E6582) by IR-4,
681 US Highway #1 South, North
Brunswick, NJ 08902-3390. The
petitions requested that 40 CFR 180.510
be amended by establishing tolerances
for residues of the insecticide
pyriproxyfen, [2-[1-methyl-2-(4-
phenoxyphenoxy)ethoxylpyridine, in or
on legume vegetables, crop subgroups
6a, 6b, and 6¢ at 0.2 part per million
(ppm) (PP 3E6596); onion, dry bulb at
0.05 ppm (PP 3E6750); grape at 2.5 ppm,
and raisin at 4.0 ppm (PP 4E6866);
strawberry at 0.3 ppm (PP 4E6865);
white sapote, and ugli fruit at 0.3 ppm
(PP 3E6582). The petition for onion, dry
bulb (PP 3E6750) was subsequently
amended from 0.05 ppm to 0.15 ppm.
The Agency has also determined a
separate tolerance for raisin is not
necessary. In addition, ugli fruit has

been translated to citrus hybrids. No
comments were recived on the notice of
filing.

Additionally, in the Federal Register
of December 22, 2004 (69 FR 76724)
(FRL-7689-6), EPA issued a notice
pursuant to section 408(d)(3) of FFDCA,
21 U.S.C. 346a(d)(3), announcing the
filing of a pesticide petition (PP 4F6847)
by Valent USA Corporation, 1600
Riviera Ave., Suite 200, Walnut Creek,
California 94596—-8025. The petition
requested that 40 CFR 180.510 be
amended by establishing tolerances for
residues of the insecticide pyriproxyfen,
[2-[1-methyl-2-(4-
phenoxyphenoxy)ethoxy]pyridine], in
or on grass forage and hay (crop group
17). The Agency has subsequently
amended the petition to establish
tolerances for grass, forage, fodder, and
hay, group 17, forage at 0.70 ppm
(previously requested at 0.5 ppm), and
grass, forage, fodder, and hay, group 17,
hay at 1.1 ppm (previously requested at
1.0 ppm). That notice included a
summary of the petitions prepared by
Valent USA Corporation], the registrant.
Comments were received on the notice
of filing. EPA’s response to these
comments is discussed in Unit IV.C.

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

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 of FFDCA
and a complete description of the risk
assessment process, see http://
www.epa.gov/pesticides/health/
human.htm

III. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D)
of FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of these
actions. EPA has sufficient data to
assess the hazards of and to make a
determination on aggregate exposure,
consistent with section 408(b)(2) of
FFDCA, for tolerances for residues of
pyriproxyfen on vegetable, legume,
group 6 at 0.20 ppm; onion, dry bulb at
0.15 ppm; grape at 2.5 ppm; strawberry
at 0.30 ppm; white sapote at 0.30 ppm;
citrus hybrids at 0.30 ppm; grass, forage,
fodder, and hay, group 17, forage at 0.70
ppm; and grass, forage, fodder, and hay,
group 17, hay at 1.1 ppm. EPA’s
assessment of exposures and risks
associated with establishing these
tolerances follow.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. Specific
information on the studies received and
the nature of the toxic effects caused by
pyriproxyfen 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.epa.gov/
fedrgstr/EPA-PEST/2003/May/Day-14/
p12022.htm.

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, the dose at which NOAEL from the
toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the LOAEL
of concern identified is sometimes used
for risk assessment if no NOAEL was
achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify non-
threshold hazards such as cancer. The
Q* approach assumes that any amount
of exposure will lead to some degree of
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cancer risk, estimates risk in terms of
the probability of occurrence of

additional cancer cases.

A summary of the toxicological
endpoints for pyriproxyfen used for

human risk assessment is shown in the
following Table 1:

TABLE 1.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR PYRIPROXYFEN FOR USE IN HUMAN RISK

ASSESSMENT

Exposure/Scenario

Dose Used in Risk Assessment,
Interspecies and Intraspecies
and any Traditional UF

Special FQPA SF and Level of
Concern for Risk Assessment

Study and Toxicological Effects

Acute dietary (females 13—
50 years of age) and
general population

None

None

An appropriate endpoint attributable to a
single oral dose was not available in the
data base, including maternal toxicity in
the developmental toxicity studies

Chronic dietary (all popu-
lations)

NOAEL = 35.1 mg/kg/day

UF =100

Chronic Reference Dose (cRfD)
= 0.35 mg/kg/day

Special FQPA SF = 1X

Chronic Population Adjusted
Dose (cPAD) = cRfD

Special FQPA SF = 0.35 mg/
kg/day

Subchronic toxicity and chronic
(feeding) - rat

LOAEL = 141.28 mg/kg/day based on de-
creased body weight and clinical pathol-
ogy results

toxicity

Short-term incidental, oral
(1 to 30 days) (Residen-
tial)

Oral Maternal
NOAEL = 100 mg/kg/day

LOC for Margin of Exposure
(MOE) = 100 (Residential)

Rat developmental toxicity study

LOAEL = 300 mg/kg/day based on de-
creased body weight, body weight gain,
and food consumption, and increased
water consumption

Intermediate-term inci-
dental, oral (1-6
months) (Residential)

Oral NOAEL = 35.1 mg/kg/day

LOC for MOE = 100 (Residen-
tial)

Subchronic toxicity and chronic
(feeding) - rat (co-critical)

LOAEL = 141.28 mg/kg/day based on de-
creased body weight and clinical pathol-
ogy results

toxicity

Short-term, and inter-
mediate-term dermal (1—
30 days and 1-6
months) (Occupational/
Residential)

None

None

Based on the systemic toxicity NOAEL of
1,000 mg/kg/day (limit dose) in the 21-day
dermal toxicity study in rats, quantification
of dermal risks is not required. In addition,
no developmental concern (toxicity) were
seen in either rats or rabbits

Long-term dermal (6
months to lifetime) (Oc-
cupational/Residential)

Dermal (or oral) study NOAEL =
35.1 mg/kg/day

LOC for MOE = 100 (Residen-
tial)

Subchronic toxicity and chronic
(feeding) - rat(co-critical)

LOAEL = 141.28 mg/kg/day based on de-
creased body weight and clinical pathol-
ogy results

toxicity

Short-term, and inter-
mediate-term dermal (1
to 30 days and 1-6
months)(Residential)

None

None

28-day inhalation toxicity - rats. Based on
the absence of significant toxicity at the
LOAEL of 1.0 mg/L (limit dose), the quan-
tification of inhalation risks is not required.
In addition, no developmental concern
(toxicity) were seen in either rats or rab-
bits

Long-term dermal (6
months to lifetime) (Oc-
cupational/Residential)

Dermal oral study NOAEL = 35.1
mg/kg/day (inhalation absorp-
tion rate = 100%)

LOC for MOE = 100 (Residen-
tial)

Subchronic and chronic toxicity (feeding) -
rat (co-critial)

LOAEL = 141.28 mg/kg/day based on de-
creased body weight and clinical pathol-
ogy results

Cancer (oral, dermal, inha-
lation)

Cancer classification (“Group E”)

None

No evidence of carcinogenicity

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. Tolerances have been
established (40 CFR 180.510) for the
residues of pyriproxyfen, in or on the

following raw agricultural commodities:

Acerola at 0.10 part per million (ppm);
almond, hulls at 2.0 ppm; apple, wet
pomace at 0.8 ppm; atemoya at 0.20

ppm; avocado at 1.0 ppm; biriba at 0.20
ppm; black sapote at 1.0 ppm; brassica,
head and stem, subgroup at 5A at 0.70
ppm; brassica, leafy greens, subgroup 5B
at 2.0 ppm; bushberry subgroup 13B at
1.0 ppm; canistel at 1.0 ppm; cherimoya
at 0.20 ppm; citrus, oil at 20 ppm;
citrus, dried pulp at 2.0 ppm; cotton, gin
byproducts at 2.0 ppm; cotton,

undelinted seed at 0.05 ppm; custard
apple at 0.20 ppm; feijoa at 0.10 ppm;
fig at 0.30 ppm; fig, dried at 1.0 ppm;
fruit, citrus at 0.3 ppm; fruit, pome at
0.2 ppm; fruit, stone, group 12 at 1.0
ppm; guava at 0.10 ppm; ilama at 0.20
ppm; jaboticaba at 0.10 ppm; juneberry
at 1.0 ppm; lingonberry at 1.0 ppm;
logan at 0.30 ppm; lychee at 0.30 ppm;
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mamey sapote at 1.0 ppm; mango at 1.0
ppm; okra at 0.02 ppm; olive at 1.0 ppm;
olive, oil at 2.0 ppm; papaya at 1.0 ppm;
passionfruit at 0.10 ppm; pistachio at
0.02 ppm; pulasan at 0.30 ppm;
rambutan at 0.30 ppm; salal at 1.0 ppm;
sapodilla at 1.0 ppm; soursop at 0.20
ppm; spanish lime at 0.30 ppm; star
apple at 1.0 ppm; starfruit at 0.10 ppm;
sugar apple at 0.20 ppm; tree nut at 0.02
ppm; vegetable, cucurbit, group 9 at
0.10 ppm; vegetable, fruiting, group 8 at
0.2 ppm; walnut at 0.02 ppm; and wax
jambu at 0.10 ppm. Risk assessments
were conducted by EPA to assess
dietary exposures from pyriproxyfen in
food as follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1 day or single
exposure. No such effects were
identified in the toxicological studies
for pyriproxyfen, therefore, a
quantitative acute dietary exposure
assessment is unnecessary.

ii. Chronic exposure. In conducting
the chronic dietary exposure
assessment, EPA used the Dietary
Exposure Evaluation Model software
with the Food Commodity Intake
Database (DEEMT™/FCID), which
incorporates food consumption data as
reported by respondents in the U.S.
Department of Agriculture (USDA)
1994-1996, and 1998 nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII), and accumulated
exposure to the chemical for each
commodity. The following assumptions
were made for the chronic exposure
assessments: The Tier 1 chronic analysis
assumed 100% crop treated, DEEM™
7.81 default processing factors and
tolerance-level residues for all
commodities. Percent crop treatedand/
or anticipated residues were not used.

iii. Cancer. The Agency classified
pyriproxyfen as a “Group E” chemical,
no evidence for carcinogenicity to
humans, based on the absence of
evidence of carcinogenicity in male and
female rats as well as in male and
female mice. Therefore, a cancer risk
assessment was not performed.

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

pyriproxyfen. Further information
regarding EPA drinking water models
used in pesticide exposure assessment
can be found at http://www.epa.gov/
oppefed1/models/water/index.htm.

Based on EPA’s Pesticide Root Zone
Model/Exposure Analysis Modeling
System (PRZM/EXAMS) and, Screening
Concentration in Ground Water (SCI-
GROW) models, the Estimated
Environmental Concentrations (EECs) of
pyriproxyfen for ground water
exposures are estimated to be 0.006
parts per billion (ppb) (acute and
chronic). Surface water exposures are
estimated to be 2.15 ppb (peak
concentration), and 0.40 ppb (long term
average).

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model
DEEMT™/FCID using long-term average
concentrations for surface water (0.40
ppb) to access the contribution to
drinking water.

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

Pyriproxyfen is currently registered
for use on the following residential non-
dietary sites: Residential products for
flea and tick control (home environment
and pet treatments), and ant and roach
control (indoor and outdoor
applications). Formulations include
carpet powders, foggers, aerosol sprays,
liquids (shampoos, sprays and pipettes
for pet treatments), granules, bait
(indoor and outdoor), and impregnated
materials (pet collars). Adults and
toddlers could potentially be exposed to
pyriproxyfen residues on treated
carpets, floors, upholstery, and pets;
however, since the Agency did not
select any short-term dermal or
inhalation endpoints, only a post-
application residential assessment was
conducted. Toddlers are anticipated to
have higher exposures than adults from
treated home environments and pets
due to their behavior patterns. The risk
assessment was conducted using the
following residential exposure
assumptions:

i. Hand-to-mouth: Short-term,
intermediate term, and long-term hand-
to-mouth exposures to toddlers from
treated carpets, flooring (note the
efficacy of carpet powders is
approximately 365 days).

ii. Hand-to-mouth: Short-term and
intermediate-term hand-to-mouth
exposures to toddlers from petting
treated animals (shampoos, sprays, spot-
on treatments and collars). Long-term

hand-to-mouth exposures to toddlers
from petting treated animals (pet collars;
note efficacy of pet collars up to 365
days).

1ii. Dermal: Long-term dermal
exposures from treated carpets, flooring,
and pets (note that treated furniture is
included in the carpet/flooring
assessment).

iv. Ingestion of granules or bait by
toddlers (acute, episodic event).

v. Combined short-term and
intermediate-term hand-to-mouth
exposures (toddlers):

e Treated carpet (powder application)
and treated pet (collar/pet shampoo/pet
spray).

e Treated carpet (spray application)
and treated pet (collar/pet shampoo/pet
spray).

e Treated home environment (fogger
application) and treated pet (collar/pet
shampoo/pet spray).

vi. Combined long-term hand-to-
mouth and dermal exposures (toddlers):

¢ Dermal exposure from pet hugging.

¢ Dermal contact with treated carpet.

e Hand-to-mouth exposures from
treated carpets.

e Hand-to-mouth exposures from
treated pets.

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

Unlike other pesticides for which EPA
has followed a cumulative risk approach
based on a common mechanism of
toxicity, EPA has not made a common
mechanism of toxicity finding as to
pyriproxyfen and any other substances
and pyriproxyfen does not appear to
produce a toxic metabolite produced by
other substances. EPA has also
evaluated comments submitted that
suggested there might be a common
mechanism among pyriproxyfen and
other named pesticides that cause brain
effects. EPA concluded that the
evidence did not support a finding of
common mechanism for pyriproxyfen
and the named pesticides. For the
purposes of this tolerance action,
therefore, EPA has not assumed that
pyriproxyfen has a common mechanism
of toxicity with other substances. For
information regarding EPA’s efforts to
determine which chemicals have a
common mechanism of toxicity and to
evaluate the cumulative effects of such
chemicals, see the policy statements
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released by EPA’s Office of Pesticide
Programs concerning common
mechanism determinations and
procedures for cumulating effects from
substances found to have a common
mechanism on EPA’s website at http://
www.epa.gov/pesticides/cumulative/.

D. Safety Factor for Infants and
Children

1. In general. Section 408 of FFDCA
provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the data base on
toxicity and exposure unless EPA
determines based on reliable data that a
different margin of safety will be safe for
infants and children. Margins of safety
are incorporated into EPA risk
assessments either directly through use
of a MOE analysis or through using
uncertainty factors (UFs) (safety) in
calculating a dose level that poses no
appreciable risk to humans. In applying
this provision, EPA either retains the
default value of 10X when reliable data
do not support the choice of a different
factor, or, if reliable data are available,
EPA uses a different additional safety
factor value based on the use of
traditional UFs and/or special FQPA
safety factors, as appropriate.

2. Prenatal and postnatal sensitivity.
Based on the available data, there is no
quantitative and qualitative evidence of
increased susceptibility observed
following in utero pyriproxyfen
exposure to rats and rabbits or following
prenatal/postnatal exposure in the 2-
generation reproduction study.

3. Conclusion. There is a complete
toxicity data base for pyriproxyfen and
exposure data are complete or are
estimated based on data that reasonably
accounts for potential exposures. EPA
determined the 10X safety factor for
infants and children should be reduced
to 1X. The FQPA safety factor was
reduced:

i. Due to the lack of evidence of
prenatal or postnatal extra sensitivity, or
increased susceptibility in
developmental studies (rats and rabbits),
and reproduction studies (rats).

ii. The lack of quantitative or
qualitative evidence of increased
susceptibility for rats and rabbits
identified in the guideline prenatal
developmental toxicity studies.

iii. The lack of evidence of
quantitative or qualitative increased
susceptibility in the two non-guideline

studies that evaluated perinatal and
prenatal development.

iv. Offspring toxicity (decreased body
weight on pups during lactation days 14
to 21) in the reproduction toxicity study
occurred only in the presence of
decreases in body weight in parental
animals at the same dose level (i.e.,
comparable toxicity in adults and
offspring).

E. Aggregate Risks and Determination of
Safety

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

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

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

reassesses the potential impacts of
residues of the pesticide in drinking
water as a part of the aggregate
assessment process.

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

1. Acute risk. An acute aggregate
exposure analysis was not conducted
since no acute doses or endpoints were
selected for the general U.S. population
(including infants and children) or the
females 13-50 years old population
subgroup.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that exposure to pyriproxyfen from food
and water will utilize 3.2% of the cPAD
for the U.S. population, 4.4% of the
cPAD for all infants <1 year old, 9.9%
of the cPAD for children 1-2 years old,
and 2.4% of the cPAD for females 13—
49 years old.

Chronic aggregate exposure takes into
account chronic residential exposure
plus chronic exposure to food and
water. Pyriproxyfen is currently
registered for use that could result in
chronic residential exposure and the
Agency has determined that it is
appropriate to aggregate chronic food,
water, and residential exposures for
pyriproxyfen.

Using the exposure assumptions
described in this unit for chronic
exposures, EPA has concluded that
food, water, and residential exposures
aggregated result in aggregate MOEs of
3,200 for the U.S. population; 820 for all
infants <1 year old; 560 for children 1—
2 years old; and 4,700 for females 13—
49 years old. These aggregate MOEs do
not exceed the Agency’s level of
concern for aggregate exposure to food
and residential uses, as shown in the
following Table 2:
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TABLE 2.—AGGREGATE RISK ASSESSMENT FOR CHRONIC (NON-CANCER) EXPOSURE TO PYRIPROXYFEN

Aggregate

: cPAD/mg/ %cPAD/ MOE (food

Population/Subgroup kg/day (Food) Target MOE + water +

residential)
U.S. population 0.35 3.2 100 3200
All infants (<1 year old) 0.35 4.4 100 820
Children (1-2 years old) 0.35 9.9 100 560
Females (13—49 years old) 0.35 2.4 100 4700

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

Pyriproxyfen is currently registered
for use that could result in short-term
residential exposure and the Agency has
determined that it is appropriate to
aggregate chronic food and water and
short-term exposures for pyriproxyfen.

Using the exposure assumptions
described in this unit for short-term
exposures, EPA has concluded that
food, water, and residential exposures
aggregated result in aggregate MOEs of
9,000 for the U.S. population; 1,600 for
all infants <1 year old; 1,200 for
children 1-2 years old; and 1,3000 for
females 13—49 years old. These
aggregate MOEs do not exceed the
Agency’s level of concern for aggregate
exposure to food and residential uses.

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

Pyriproxyfen is currently registered
for use(s) that could result in
intermediate-term residential exposure
and the Agency has determined that it
is appropriate to aggregate chronic food
and water and intermediate-term
exposures for pyriproxyfen.

Using the exposure assumptions
described in this unit for intermediate-
term exposures, EPA has concluded that
food, water, and residential exposures
aggregated result in aggregate MOEs of
3,200 for the U.S. population; 560 for all
infants <1 year old, 430 for children 1—
2 years old, and 4,700 for females 13—
49 years old. These aggregate MOEs do
not exceed the Agency’s level of
concern for aggregate exposure to food
and residential uses.

5. Aggregate cancer risk for U.S.
population. A cancer aggregate risk
assessment was not performed since
pyriproxyfen has not been classified as
a potential carcinogen.

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

IV. Other Considerations
A. Analytical Enforcement Methodology

In conjunction with the crop field
trial studies, the petitioner submitted
adequate concurrent recovery data for a
gas chromatography/nitrogen-
phosphorus detector (GC/NPD) method
(RM-33P-1-3a or 9.66 V 1) used to
determine residues of pyriproxyfen in/
on the subject crops. The method has
undergone an adequate radiovalidation,
independent laboratory validation (ILV)
trial, petition method validation (PMV)
trial, and has been forwarded to the
Food and Drug Administration (FDA)
for inclusion in PAM Vol. II. The GC/
NPD method RM-33P-1-3a is adequate
for enforcement of the recommended
tolerance levels for residues of
pyriproxyfen per se in/on the subject
crops.

B. International Residue Limits

There are currently no established
Codex, Canadian, or Mexican maximum
residue limits (MRLs) for pyriproxyfen.

C. Response to Comments

Several comments were received from
a private citizen on objecting to
pesticide body load, IR-4 profiteering,
animal testing, establishing tolerances,
pesticide residues, and pesticide
exemptions.

The Agency has received these same
comments from this commenter of
numerous previous occasions. Refer to
the Federal Register of June 30, 2005
(70 FR 37686) (FRL-7718-3), January 7,
2005 (70 FR 1349) (FRL-7691-4), and
October 29, 2004 (69 FR 63083) (FRL—
7681-9) for the Agency’s response to
these objections.

V. Conclusion

Therefore, tolerances are established
for residues of pyriproxyfen, [2-[1-
methyl-2-(4-
phenoxyphenoxy)ethoxylpyridine], in
or on vegetable, legume, group 6 at 0.20
ppm; onion, dry bulb at 0.15 ppm; grape
at 2.5 ppm; strawberry at 0.30 ppm;
white sapote at 0.30 ppm; citrus hybrids
at 0.30 ppm; grass, forage,fodder, and
hay, group 17, forage at 0.70 ppm; and
grass, forage, fodder, and hay, group 17,
hay at 1.1 ppm.

VI. Objections and Hearing Requests

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

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

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2005-0246 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 November 22, 2005.
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1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issue(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

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

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VL.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2005-0246, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460—0001. In person
or by courier, bring a copy to the
location of the PIRIB described in
ADDRESSES. You may also send an
electronic copy of your request via e-
mail to: opp-docket@epa.gov. Please use
an ASCII file format and avoid the use
of special characters and any form of
encryption. Copies of electronic
objections and hearing requests will also
be accepted on disks in WordPerfect
6.1/8.0 or ASCII file format. Do not
include any CBI in your electronic copy.
You may also submit an electronic copy
of your request at many Federal
Depository Libraries.

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

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

VII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerances in this final rule, do not
require the issuance of a proposed rule,

the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.”*‘Policies
that have federalism implications” is
defined in the Executive Order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any “tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive Order to include regulations
that have “‘substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.
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VIIL Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final

rule in the Federal Register. This final
rule is not a “major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

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

Dated: September 19, 2005
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 as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.
m 2. Section 180.510 is amended by
alphabetically adding the following

commodities to the table in paragraph
(a) to read as follows:

§180.510 Pyriproxyfen; tolerances for
residues.

(a) * * *

Commodity Parts per million
Citrus hybrids s s s T 0.30
[T o =SSOSO PR U P PRUPPRRPRPPION 2.5
Grass, forage, fodder, and hay, group 17, forage ... 0.70
Grass, forage, fodder, and hay, group 17, hay e s, s T 1.1
Onion, dry bulb s s s T 0.15
Strawberry s s TR T 0.30
Vegetable, legume, group 6 e s, s s 0.20
White sapote s s SR s 0.30

* * * * *

[FR Doc. 05-19059 Filed 9-22-05; 8:45 am)]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-2005-0133; FRL-7738-7]

Fenpropathrin; Pesticide Tolerance

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

SUMMARY: This regulation establishes
tolerances for residues of fenpropathrin
in or on bushberry subgroup 13B;
lingonberry; juneberry; salal; pea,
succulent; and vegetable, fruiting, group
8. Interregional Research Project
Number 4 (IR-4) requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA), as
amended by the Food Quality Protection
Act of 1996 (FQPA).

DATES: This regulation is effective
September 23, 2005. Objections and
requests for hearings must be received
on or before November 22, 2005.
ADDRESSES: To submit a written
objection or hearing request follow the

detailed instructions as provided in
Unit VI. of the SUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under Docket
identification (ID) number OPP—-2005—
0133. All documents in the docket are
listed in the EDOCKET index at http://
www.epa.gov/edocket. Although listed
in the index, some information is not
publicly available, i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT:
Shaja R. Brothers, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:

(703) 308—3194; e-mail address:
brothers.shaja@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this Action Apply to Me?

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

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

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

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

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

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

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

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

II. Background and Statutory Findings

In the Federal Register of March 24,
2004 (69 FR 13833) (FRL—7347—2-),
EPA issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of
pesticide petitions PP 1E6261, PP
1E6331, PP 1E6336, and PP 3E6588 by
IR-4, 681 U.S. Highway #1 South, North
Brunswick, NJ 08902—-3390. The
petitions requested that 40 CFR 180.466
be amended by establishing tolerances
for residues of the insecticide
fenpropathrin, o-cyano-3-phenoxy-
benzyl 2,2,3,3-tetra-
methylcyclopropanecarboxylate, in or
on currant at 3.0 parts per million (ppm)
requested by PP 1E6261; vegetable,
fruiting, group 8, except tomato at 1.0

ppm requested by PP 1E6331; pea,
succulent at 0.02 ppm requested by PP
1E6336, and bushberry subgroup 13B,
lingonberry, juneberry, and salal at 3.0
ppm requested by PP 3E6588. Currant is
a member of the bushberry subgroup,
and will receive a tolerance at 3.0 ppm
as requested for the bushberry subgroup.
Therefore, a separate tolerance will not
be established for currant under PP
1E6261. The proposed petition (1E6331)
for vegetable, fruiting, group 8, except
tomato at 1.0 ppm was subsequently
amended to establish a tolerance for
vegetable, fruiting, group 8 at 1.0 ppm.
The Agency will delete the existing
tolerance for tomato at 0.6 ppm since
tomato is covered by the vegetable,
fruiting group 8 tolerance promulgated
under this ruling. That notice included
a summary of the petition prepared by
Valent U.S.A. Corporation, the
registrant. One comment was received.
EPA’s response to this comment is
discussed in Unit IV.C. below.

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

aggregate exposure to the pesticide
chemical residue....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 of the
FFDCA and a complete description of
the risk assessment process, see http://
www.epa.gov/fedrgstr/EPA-PEST/1997/
November/Day-26/p30948.htm.

III. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D)
of FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of these
actions. EPA has sufficient data to
assess the hazards of and to make a
determination on aggregate exposure,
consistent with section 408(b)(2)
of FFDCA, for tolerances for residues of
fenpropathrin on vegetable, fruiting,
group 8 at 1.0 ppm; pea, succulent at
0.02 ppm; and bushberry subgroup 13B,
lingonberry, juneberry, and salal at 3.0
ppm. EPA’s assessment of exposures
and risks associated with establishing
these 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 nature of the
toxic effects caused by fenpropathrin is
discussed in Table 1 of this unit as well
as the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies reviewed.

TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY

Guideline No. Study Type Results
870.3100 90-Day oral toxicity--rodents (Rat) NOAEL = 15 milligrams/kilogram/day (mg/kg/day)

LOAEL = 30 mg/kg/day based on clinical signs of tremors, body weight reductions,
decreased blood clotting time in females, and possibly increased alkaline phos-
phatase levels (both sexes)

870.3150 90-Day oral toxicity--nonrodents | NOAEL = < 6.2 mg/kg/day
(Beagle dog) LOAEL = 6.2 mg/kg/day based on effects on the gastrointestinal system, tremors,
and body weight changes
870.3200 21-Day dermal toxicity (NZW rabbit) NOAEL = >3,000 mg/kg/day

Only local irritation was seen. There were no systemic effects, thus the LOAEL was

not determined
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxICITY—Continued
Guideline No. Study Type Results
870.3700 Prenatal developmental--ro- | Maternal NOAEL = 3 mg/kg/day

dents(Fischer Rats) The maternal NOAEL for the developmental rat study was 3.0 mg/kg/day based on
decreased food consumption and body weight gains. However, these effects are
not characteristic of an acute exposure and are not a suitable option for this ex-
posure scenario. One of the factors to consider in selecting an acute dietary end-
point is when the toxic effects occur. For an acute effect, a relevant endpoint
would occur as the result of a single dose. Since the neurotoxic signs observed in
the dams of the developmental rat study were most severe within two hours after
dosing, the clinical effects are resultant from a single dose, and are therefore ap-
propriate endpoints for acute exposure scenarios.

Maternal LOAEL = 6 mg/kg/day based on decreased food consumption and body
weight gains. At 10 mg/kg/day, 6 dams died between days 7 and 13, and one
dam was sacrificed moribund on day 8. The remaining 23 dams survived through
the end of gestation. Also in the high dose group, many clinical signs were ob-
served in the dams including ataxia, sensitivity to external stimuli, spastic jump-
ing, and tremors. These signs were most severe 2 hours post-dosing and during
the first days of dosing.

Developmental NOAEL = 6 mg/kg/day

Developmental LOAEL = 10 mg/kg/day based on increased incidence of asymmet-
rical ossification of sternabrae and incomplete ossification of the 5th and 6th
sternabrae.

870.3700 Prenatal developmental--nonrodents | Maternal NOAEL = 4 mg/kg/day
(NZW rabbit) Maternal LOAEL = 12 mg/kg/day based on flicking of the forepaws
Developmental NOAEL = >36 mg/kg/day
No dose related effects were seen, thus the LOAEL was not determined
870.3800 Reproduction and fertility effects | Parental/Systemic NOAEL = M:3.0; F: 3.0 mg/kg/day
(Sprague-Dawley rats) LOAEL = M: 8.9; F: 10.1 mg/kg/day based on death and clinical signs of
neurotoxicity in females.
Offspring NOAEL = M:3.0; F:3.4 mg/kg/day
LOAEL = M: 8.9; F: 10.1 mg/kg/day based on increased mortality and body tremors.
870.4100 Chronic toxicity (Beagle Dog) NOAEL = 2.5 mg/kg/day
LOAEL = 6.25 mg/kg/day based on tremors and ataxia in both sexes
870.4200 Carcinogenicity- CD-1 mice NOAEL = Not established

LOAEL = M: >56.0; F: >65.2 mg/kg/day

There was an overall lack of toxic response. However an aborted mouse carcino-
genicity study demonstrated that at a slightly higher maximum tolerated dose
(MTD) of 1,000 ppm, the test article was lethal to 15% of the mice after only 13
weeks. Thus the maximum dose used in this completed study (600 ppm) was
very close to the MTD. A repeat study is not justified.

no evidence of carcinogenicity

870.4300 Carcinogenicity-rat NOAEL = M:17.06; F: 7.23 mg/kg/day

LOAEL = 19.45 mg/kg/day based on increase mortality and body tremors in the fe-
males

no evidence of carcinogenicity

870.5100 Gene mutation Negative in Salmonella typhimurium TA 1535, TA1537, TA1538, TA98, and TA100
Bacterial Reverse Mutation Test and Escerichia coli Wp2 uvrA up to the limit concentration with evidence of com-
pound insolubility
870.5300 Gene Mutation There was no clear evidence (or a concentration related positive response) of in-
In vitro mammalian cell gene muta- duced mutant colonies over background
tion test
870.5375 Cytogenetics Negative in Chinese hamster ovary (CHO) cells (cytotoxicity observed at >30 ug/mL
In vitro mammalian cell chromosomal -S9 and compound precipitation at 1,000 ug/mL +S9)
aberration assay
870.5500 Other effects Negative in Bacillus subtilis H17 (DNA repair proficient) and M45 (DNA repair defi-
Bacterial DNA damage or repair test cient)
870.5900 Other effects Negative in CHO cells up to the solubility limit.

In vitro sister chromatid exchange
assay
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxICITY—Continued

Guideline No. Study Type

Results

Metabolism
(Sprague-Dawley rat)

870.7485

and pharmacokinetics

Greater than 99% of the administered dose was excreted within 168 hours with
28% to 56% excreted in the urine and the remainder in the feces. Major biotrans-
formations of the absorbed compound included the oxidation of the methyl group
of the acid moiety, hydroxylation at the 4’-position of the alcohol moiety, cleavage
of the ester linkage, and conjugation with sulfuric acid or glucuronic acid. Mean
dermal absorption for the 10-hour interval was 33.3%, 20.1%, and 17.6% in the
low, mid, and high dose groups, respectively

870.7600 Dermal penetration-rats

Dermal absorption increased with dose but not proportionally. The percentage of
the dose absorbed decreased with the increasing administered dose. The total
body burden could be expected to rapidly decrease due to excretion via urine and
feces. Mean dermal absorption for the 10-hour interval was 33.3%, 20.1%, and
17.6% in the low, mid, and high dose groups, respectively

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, the dose at which no adverse
effects are observed (the NOAEL) from
the toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the lowest
dose at which adverse effects of concern
are identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL

was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify non-
threshold hazards such as cancer. The
Q* approach assumes that any amount

of exposure will lead to some degree of
cancer risk, estimates risk in terms of
the probability of occurrence of
additional cancer cases. More
information can be found on the general
principles EPA uses in risk
characterization at http://www.epa.gov/
pesticides/health/human.htm.

A summary of the toxicological
endpoints for fenpropathrin used for
human risk assessment is shown in the
following Table 2:

TABLE 2.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR FENPROPATHRIN FOR USE IN HUMAN RISK

ASSESSMENT

Exposure Scenario

Dose Used in Risk Assessment,
Interspecies and Intraspecies and
any Traditional UF

Special FQPA SF and Level of
Concern for Risk Assessment

Study and Toxicological Effects

Acute Dietary (General popu-

NOAEL = 6 mg/kg/day

Special FQPA SF = 1X

Developmental Toxicity in Rats

lation including infants and
children)

UF = 1,000
Acute RfD = 0.006 mg/kg/day

aPAD = acute RfD + Special
FQPA SF = 0.006 mg/kg/day

LOAEL = 10 mg/kg/day based on
death and neurological signs

At 10 mg/kg high dose death in 6
out of 30

Chronic Dietary (All popu-
lations)

NOAEL= 2.5 mg/kg/day
UF = 1,000
Chronic RfD = 0.0025 mg/kg/day

Special FQPA SF = 1X
cPAD = chronic RfD + Special
FQPA SF = 0.0025 mg/kg/day

52-Week Chronic Oral Toxicity in
Dogs
LOAEL = 6.25 mg/kg/day based

on tremors and ataxia in both
sexes

Cancer (oral, dermal, inhala-
tion)

Classification: Not likely to be carcinogen to humans

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. Tolerances have been
established (40 CFR 180.466) for the
residues of fenpropathrin, in or on the
following raw agricultural commodities:
Cotton; grapes; strawberries; peanuts;
tomatoes; Brassica, head and stem, Crop
Subgroup 5A; fruit, citrus, group 10;
fruit, pome, group 11; eggs; milk fat; and
the meat; meat byproducts, and fat of
cattle, goats, hogs, horses, sheep, and
poultry. Risk assessments were
conducted by EPA to assess dietary

exposures from fenpropathrin in food as
follows

i. Acute exposure. Acute dietary risk
assessments are performed for a food-
use pesticide if a toxicological study has
indicated the possibility of an effect of
concern occurring as a result of a 1-day
or single exposure. In conducting the
acute dietary risk assessment EPA used
the Dietary Exposure Evaluation Model
software with the Food Commodity
Intake Database (DEEM-FCID, Version
2.03), which incorporates food
consumption data as reported by
respondents in the USDA 1994-1996

and 1998 Nationwide Continuing
Surveys of Food Intake by Individuals
(CSF1I), and accumulated exposure to
the chemical for each commodity. The
acute dietary exposure analysis was a
refined one. It was refined through the
use of crop field trial data, Pesticide
Data Program (PDP) monitoring data,
anticipated residues (ARs) in animal
commodities, processing factors, and
percent crop treated and projected
percent crop treated estimates.

ii. Chronic exposure. In conducting

the chronic dietary risk assessment EPA
used the Dietary Exposure Evaluation
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Model software with the Food
Commodity Intake Database (DEEM-
FCID™), which incorporates food
consumption data as reported by
respondents in the USDA 1994-1996
and 1998 Nationwide Continuing
Surveys of Food Intake by Individuals
(CSFII), and accumulated exposure to
the chemical for each commodity. The
following assumptions were made for
the chronic exposure assessments: The
chronic dietary exposure analysis was
also a refined one. It was refined
through the use of crop field trial data,
PDP monitoring data, ARs in animal
commodities, processing factors, and
average percent crop treated and
projected market share estimates.

iii. Cancer. A cancer dietary exposure
analysis was not performed because
fenpropathrin was classified as “not
likely to be carcinogenic to humans.”

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

Section 408(b)(2)(F) of FFDCA states
that the Agency may use data on the
actual percent of food treated for
assessing chronic dietary risk only if the
Agency can make the following
findings: Condition 1, that the data used
are reliable and provide a valid basis to
show what percentage of the food
derived from such crop is likely to
contain such pesticide residue;
Condition 2, that the exposure estimate
does not underestimate exposure for any
significant subpopulation group; and
Condition 3, if data are available on
pesticide use and food consumption in
a particular area, the exposure estimate
does not understate exposure for the
population in such area. In addition, the
Agency must provide for periodic
evaluation of any estimates used. To
provide for the periodic evaluation of

the estimate of PCT as required by
section 408(b)(2)(F) of FFDCA, EPA may
require registrants to submit data on
PCT.

The Agency used maximum PCT
information as follows: Apples 15%;
broccoli <2.5%; brussels sprouts <2.5%;
cabbage <1%; cantaloupes 10%; cotton
<2.5%; grapefruit 5%; grapes 10%;
oranges 5%; peanuts <2.5%;pears 10%;
pumpkins <2.5%; squash 10%;
strawberries 20%; tangerines <2.5%;
tomatoes <2.5%; and watermelons
<2.5%; blueberries 18%.

The Agency used average PCT
information as follows: Apples 10%;
broccoli <1%; brussels sprouts <2.5%;
cabbage <1%; cantaloupes 5%; cotton
<1%; grapefruit 2%; grapes 5%; oranges
2%; peanuts <1%; pears 5%; pumpkins
<1%; squash 5%; strawberries 15%;
tangerines <1%; tomatoes <1%; and
watermelons <1%; peas 27%; peppers
49%.

The Agency used projected acreage
PCT information as follows: Blueberries
18%; peas 27%; peppers 49%.

EPA uses an average PCT for chronic
dietary risk analysis. The average PCT
figure for each existing use is derived by
combining available Federal, state, and
private market survey data for that use,
averaging by year, averaging across all
years, and rounding up to the nearest
multiple of five except for those
situations in which the average PCT is
less than one. In those cases <1% is
used as the average and <2.5% is used
as the maximum. The percent of crop
treated for grapefruit and oranges is 2%.
EPA uses a maximum PCT for acute
dietary risk analysis. The maximum
PCT figure is the single maximum value
reported overall from available Federal,
state, and private market survey data on
the existing use, across all years, and
rounded up to the nearest multiple of
five. In most cases, EPA uses available
data from United States Department of
Agriculture/National Agricultural
Statistics Service (USDA/NASS),
Proprietary Market Surveys, and the
National Center for Food and
Agriculture Policy (NCFAP) for the most
recent 6 years.

EPA projects PCT for a new
insecticide use by assuming that the
PCT for the insecticide’s initial 5 years
will not exceed the average PCT of the
dominant insecticide (the one with the
largest PCT) within all insecticides over
the three latest available years. The
PCTs included in the average may be for
the same insecticide or for different
insecticides since the same or different
insecticides may dominate for each year
selected. Typically, EPA uses USDA/
NASS as the source for raw PCT data

because it is non-proprietary and
directly available without computation.

This method of projecting PCT for a
new insecticide use, with or without
regard to specific pest(s), produces an
upper-end projection that is unlikely, in
most cases, to be exceeded in actuality
because the dominant insecticide is
well-established and accepted by
farmers. Factors that bear on whether a
projection based on the dominant
insecticide could be exceeded are
whether the new insecticide is more
efficacious or controls a broader
spectrum of pests than the dominant
insecticide, whether it is more cost-
effective than the dominant insecticide,
and whether it is likely to be readily
accepted by growers and experts. EPA
has considered these factors for the new
uses of this insecticide, and indicates
that it is unlikely that actual PCT for
this new use will exceed the PCT for the
dominant insecticide in the next 5
years.

2. Dietary exposure from drinking
water. The Agency lacks sufficient
monitoring exposure data to complete a
comprehensive dietary exposure
analysis and risk assessment for
fenpropathrin in drinking water.
Because the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling taking into account data on
the physical characteristics of
fenpropathrin. Further information
regarding EPA drinking water models
used in pesticide exposure assessments
can be found at http://www.epa.gov/
oppefed1/models/water/index.htm.

Based on the First Index Reservior
Screening Tool (FIRST) and Screening
Concentration in Ground Water (SCI-
GROW) models, the estimated drinking
water concentrations (EDWC’s) of
fenpropathrin for acute exposures are
estimated to be 10.3 parts per billion
(ppb) for surface water and 0.005 ppb
for ground water. The EDWC'’s for
chronic exposures are estimated to be
1.8 ppb for surface water and 0.005 ppb
for ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model (DEEM-
FCID). For acute dietary risk assessment,
the peak water concentration value of
10.3 ppb was used to access the
contribution to drinking water. For
chronic dietary risk assessment, the
annual average concentration of 1.8 ppb
was used to access the contribution to
drinking water.

3. From non-dietary exposure. The
term ‘‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
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(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).
Fenpropathrin is not registered for use
on any sites that would result in
residential exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Fenpropathrin is a member of the
pyrethroid class of pesticides. Although
all pyrethroids alter nerve function by
modifying the normal biochemistry and
physiology of nerve membrane sodium
channels, EPA is not currently following
a cumulative risk approach based on a
common mechanism of toxicity for the
pyrethroids. Although all pyrethroids
interact with sodium channels, there are
multiple types of sodium channels, and
it is currently unknown whether they
have similar effects on all channels. In
addition, EPA does not have a clear
understanding of effects on key
downstream neuronal function, e.g.,
nerve excitability, nor does EPA
understand how these key events
interact to produce their compound-
specific patterns of neurotoxicity. There
is ongoing research by both the EPA’s
Office of Research and Development
and the pyrethroid registrants to
evaluate the differential biochemical
and physiological actions of pyrethroids
in mammals. This research is expected
to be completed by 2007. When the
results of this research are available, the
Agency will make a determination of
common mechanism of toxicity as a
basis for assessing cumulative risk. For
information regarding EPA’s procedures
for cumulating effects from substances
found to have a common mechanism of
toxicity, see EPA’s website at http://
www.epa.gov/pesticides/cumulative/.

D. Safety Factor for Infants and
Children

1. In general. Section 408 of FFDCA
provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a MOE
analysis or through using uncertainty
(safety) factors in calculating a dose
level that poses no appreciable risk to
humans. In applying this provision,
EPA either retains the default value of
10X when reliable data do not support
the choice of a different factor, or, if
reliable data are available, EPA uses a
different additional safety factor value

based on the use of traditional
uncertainty factors and/or special FQPA
safety factors, as appropriate.

2. Prenatal and postnatal sensitivity.
The Agency has determined that there is
no concern for pre- and/or post-natal
toxicity resulting from exposure to
fenpropathrin based on the submitted
guidelines studies. There is no evidence
(qualitative or quantitative) of increased
susceptibility following in utero and/or
pre- or post-natal exposure in adequate
developmental toxicity studies in rats or
rabbits and in a two-generation
reproduction study in rats. In the rat
developmental toxicity study,
developmental effects occurred at a dose
that was higher than the dose that
caused maternal toxicity. In the study in
rabbits, no developmental effects were
seen at the highest dose tested. In the
two-generation reproduction study in
rats, the deaths in two pups of the F2
generation were not considered to be
evidence of qualitative increased
susceptibility as (i) the deaths occurred
at the same dose that caused severe
maternal toxicity (i.e., maternal deaths
and neurotoxic clinical signs) and, (ii)
the deaths occurred during lactation
(days 19 and 21) when these pups were
exposed to the compound via the milk
and the diet. The Agency has concluded
that there are no concerns or residual
uncertainties for pre- and post-natal
toxicity, based on the submitted
guideline study results. However, EPA
is lacking acute and subchronic
neurotoxicity studies, and a
developmental neurotoxicity study. The
developmental neurotoxicity study has
been required based on neurotoxicity
being seen in all four tested animal
species, and the fact that no detailed
neuropathology data were available.

3. Conclusion. Because analysis of the
existing database does not provide a
reliable basis for concluding that these
missing studies will not affect the
regulatory endpoints for fenpropathrin,
EPA is retaining the additional 10X
FQPA factor for fenpropathrin, in the
form of a database uncertainty factor, for
the protection of infants and children.

E. Aggregate Risks and Determination of
Safety

The Agency currently has two ways to
estimate total aggregate exposure to a
pesticide from food, drinking water, and
residential uses. First, a screening
assessment can be used, in which the
Agency calculates drinking water levels
of comparison (DWLOCs) which are
used as a point of comparison against
EDWCs. The DWLOC values are not
regulatory standards for drinking water,
but are theoretical upper limits on a
pesticide’s concentration in drinking

water in light of total aggregate exposure
to a pesticide in food and residential
uses. In calculating a DWLOC, the
Agency determines how much of the
acceptable exposure (i.e., the PAD) is
available for exposure through drinking
water e.g., allowable chronic water
exposure (mg/kg/day) = cPAD - (average
food + residential exposure). This
allowable exposure through drinking
water is used to calculate a DWLOC.

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

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

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

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure and drinking water, the
acute dietary exposure from food and
water to fenpropathrin will occupy 50%
of the aPAD for the U.S. population,
43% of the aPAD for females 13 years
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and older, 86% of the aPAD for all
infants <1 year old, and 91% of the
aPAD for children 3 to 5 years old, the
subpopulation at greatest exposure.
Therefore, EPA does not expect the
aggregate exposure to exceed 100% of
the aPAD.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure and drinking water,
EPA has concluded that exposure to
fenpropathrin from food and water will
utilize 3.7% of the cPAD for the U.S.
population, 6.7% of the cPAD for all
infants < 1 year old, the subpopulation
at greatest exposure, and 6.4% of the
cPAD for children 1 to 2 years old.
There are no residential uses for
fenpropathrin. Therefore, EPA does not
expect the aggregate exposure to exceed
100% of the cPAD.

3. Short-term and intermediate-term
risk. Short-term and intermediate-term
aggregate exposure takes into account
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).
Fenpropathrin is not registered for use
on any sites that would result in
residential exposure. Therefore, the
aggregate risks are the sums of the risks
from food and water, which do not
exceed the Agency’s level of concern.

4. Aggregate cancer risk for U.S.
population. Fenpropathrin has been
classified as not likely to be
carcinogenic to humans. Therefore,
fenpropathrin is expected to pose at
most a negligible cancer risk.

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

IV. Other Considerations

A. Analytical Enforcement Methodology

An enforcement method is available
for the analysis of fenpropathrin in
plants. This method, Residue Method
Number RM-22-4 (11/1/89, revised 5/3/
93) is entitled ‘“‘Determination of
Fenpropathrin in Crops.” Residues in
crops are extracted with acetone/
hexane, partitioned into hexane,
cleaned up by silica gel and C;s Sep Pak
chromatography, and measured by gas
chromatography equipped with an
electron capture detector. The limit of
detection of this method is 0.01 ppm.
An EPA trial of this method for the
determination of fenpropathrin residues
in apples has been successfully
conducted. No additional animal
commodity tolerances are being
established with these petitions. As a

result, enforcement methods for animal
commodities are not being addressed.
Recovery of fenpropathrin was tested
through FDA multiresidue methods, and
fenpropathrin was found to be
completely recovered by the PAM I
Section 302 Method (Luke Method).
Adequate enforcement methodology
is available to enforce the tolerance
expression. The method may be
requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—-2905; e-mail address:
residuemethods@epa.gov.

B. International Residue Limits

There are no Codex, Canadian, or
Mexican MRLs for fenpropathrin in or
on the proposed commodities.
Therefore, harmonization of tolerances
is not an issue.

C. Response to Comments

One comment was received from a
private citizen who opposed the
authorization to sell any pesticide that
leaves a residue on food. The Agency
has received this same comment from
this commenter on numerous previous
occasions and rejects it for the reasons
previously stated (70 FR 1349, 1354,
January 7, 2005).

V. Conclusion

Therefore, the tolerances are
established for residues of
fenpropathrin, a-cyano-3-phenoxy-
benzyl 2,2,3,3-tetra-
methylcyclopropanecarboxylate, in or
on bushberry subgroup 13B;
lingonberry; juneberry, and salal at 3.0
ppm; pea, succulent at 0.02 ppm, and
vegetable, fruiting, group 8 at 1.0 ppm.

VI. Objections and Hearing Requests

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

409 of FFDCA. However, the period for
filing objections is now 60 days, rather
than 30 days.

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

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2005-0133 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 November 22, 2005.

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

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

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VL.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2005-0133, to: Public Information
and Records Integrity Branch,
Information Technology and Resource
Management Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001. In person or by courier, bring a
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copy to the location of the PIRIB
described in ADDRESSES. You may also
send an electronic copy of your request
via e-mail to: opp-docket@epa.gov.
Please use an ASCII file format and
avoid the use of special characters and
any form of encryption. Copies of
electronic objections and hearing
requests will also be accepted on disks
in WordPerfect 6.1/8.0 or ASCII file
format. Do not include any CBI in your
electronic copy. You may also submit an
electronic copy of your request at many
Federal Depository Libraries.

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

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

VII. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under section 408(d) of FFDCA in
response to petitions submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety

Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—-113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” ‘“Policies
that have federalism implications” is
defined in the Executive order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any ““tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive order to include regulations
that have ““substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and

responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. Congressional Review Act

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

List of Subjects in 40 CFR Part 180

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

Dated: September 19, 2005.

Lois Rossi,

Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapter Iis
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 180.466 is amended in the
table to paragraph (a) by by removing
the commodity ‘“tomato” and by adding
alphabetically commodities to the table
to read as follows:

§180.466 Fenpropathrin; tolerances for
residues.

(a) * % %
: Parts per
Commodity million
Bushberry subgroup 13B .......... 3.0
Juneberry ..., 3.0
Lingonberry .......ccoooiiiiiiiiie. 3.0
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c gi Parts per  holidays. The docket telephone number  to the guidelines at http://www.epa.gpo/
ommodity million is (703) 305-5805. opptsfrs/home/guidelin.htm/.

* . . * * FOR FURTHER INFORMATION CONTACT: II. Background and Statutory Findings

Pea. sUCCUIENt oo 0.02 Mary L. Waller, Registration Division . .
T - - N * (7505C), Office of Pesticide Programs, In the Federal Register of April 8,

Salal e 30 Environmental Protection Agency, 1200 2005 (70 FR 17997) (FRL-7704-2), EPA

* * * * * Pennsylvania Ave., NW., Washington, issued a notice pursuant to section
Vegetable, fruiting, group 8 ...... 1.0 DC 20460-0001; telephone number: 408(d)(3) of FFDCA, 21 U.S.C.

[FR Doc. 05-19062 Filed 9-22-05; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[OPP-2005-0017; FRL-7736-4]

Kasugamycin; Pesticide Tolerance

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

SUMMARY: This regulation establishes a
tolerance forresidues of kasugamycin in
or on fruiting vegetables, crop group 8.
Arysta Lifescience North American
Corporation (previously know as
Arvesta Corporation), agent for Hokko
Chemical Industry Corporation,
requested this tolerance under the
Federal Food, Drug, and Cosmetic Act
(FFDCA), as amended by the Food
Quality Protection Act of 1996 (FQPA).

DATES: This regulation is effective
September 23, 2005. Objections and
requests for hearings must be received
on or before November 22, 2005.

ADDRESSES: To submit a written
objection or hearing request follow the
detailed instructions as provided in
Unit VI. of theSUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under Docket
identification (ID) number OPP-2005—
0017. All documents in the docket are
listed in the EDOCKET index athttp://
www.epa.gov/edocket. Although listed
in the index, some information is not
publicly available, i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall#2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal

(703) 308—-9354; e-mail address:
waller.mary@epa.gov.

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

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

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

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

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

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

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

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

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

346a(d)(3), announcing the filing of a
pesticide petition (PP 3E6579) by Arysta
Lifescience North American
Corporation, 100 First Street, Ste. 1700;
San Fransisco, CA 94105; agent for
Hokko Chemical Industry Corporation
Ltd., 4-20, Nihonbashi Hongochkucho 4
Chome, Chuo-Ku, Tokyo 103-8341,
Japan. The petition requested that 40
CFR part 180 be amended by
establishing a tolerance for residues of
the fungicide kasugamycin, 1L-1,3,4/
2,5,6-1-deoxy-2,3,4,5,6-pentahydroxy-
cyclohexyl-2-amino-2,3,4,6-tetradeoxy-
4-([o]-iminoglycino)-[a]-D-arabino-
hexapyranoside, in or on fruiting
vegetables (Crop Group 8) at 0.04 parts
per million (ppm), tomato juice at 0.06
ppm, tomato puree at 0.06 ppm, and
tomato paste at 0.25 ppm. That notice
included a summary of the petition
prepared by Arysta Life Science North
American Corporation, agent for Hokko
Chemical Industry Corporation, LLC,
the registrant. Comments were received
on the notice of filing. EPA’s response
to these comments is discussed in Unit
IV.C. below.

Section 408(b)(2)(A)@3) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe”” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 of FFDCA
and a complete description of the risk
assessment process, see http://
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www.epa.gov/pesticides/factsheets/
riskassess.htm

III. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D)
of FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action. EPA has sufficient data to assess
the hazards of and to make a
determination on aggregate exposure,
consistent with section 408(b)(2) of
FFDCA, for a tolerance for residues of
kasugamycin on fruiting
vegetables(Crop Group 8) at 0.04 ppm.
EPA’s assessment of exposures and risks
associated with establishing the
tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also

considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. Specific
information on the studies received and
the nature of the toxic effects caused by
kasugamycin 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.epa.gov/edocket.

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, the dose at which no adverse
effects are observed (the NOAEL) from
the toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the lowest
dose at which adverse effects of concern
are identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL

was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify non-
threshold hazards such as cancer. The
Q* approach assumes that any amount
of exposure will lead to some degree of
cancer risk, estimates risk in terms of
the probability of occurrence of
additional cancer cases. More
information can be found on the general
principles of EPA uses in risk
characterization at http://www.epa.gov/
oppfead1/trac/science/.

A summary of the toxicological
endpoints for kasugamycin used for
human risk assessment is shown in
Table 1 of this unit:

TABLE 1.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR KASUGAMYCIN FOR USE IN HUMAN RISK

ASSESSMENT

Exposure/Scenario

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

Special FQPA SF and
Level of Concern for Risk
Assessment

Study and Toxicological Effects

Acute dietary (females 13-50 None
years of age and general
population including infants

and children)

None

Not Selected
No appropriate dose and endpoint could
beidentified for these population groups

Chronic dietary (all populations)
UF =100

day

NOAEL = 11.3 mg/kg/day

Chronic RfD = 0.113 mg/kg/

Special FQPA SF =1
cPAD = chronic RfD/Spe-
cial FQPA SF = 0.113

mg/kg/day

Combined chronic toxicity/oncogenicity study
in rats

LOAEL = 116 mg/kg/day based on increased
testicular softening and atrophy

Cancer (oral, dermal, inhala-
tion)

Classification: No oncogenic potential was noted in the mouse oncogenicity or in the rat combined chronic/
carcinogenicity studies; additionally, no mutagenic potential was noted in any of the five mutagenicity
studies. Classification of kasugamycin is “not likely to be carcinogenic to humans.”

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. This final rule reflects the
establishment of the first tolerance for
kasugamycin. Since there are no
registered uses in the United States, the
only exposure expected is from
imported foods. Risk assessments were
conducted by EPA to assess dietary
exposures from kasugamycin in food as
follows:

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

No such effects were identified in the
toxicological studies for kasugamycin;

therefore, a quantitative acute dietary
exposure assessment is unnecessary. No
appropriate dose or endpoint could be
identified for acute dietary exposure in
the general population or any
population subgroup.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the Dietary Exposure
Evaluation Model software with the
Food Commodity Intake Database
(DEEM-FCID™), which incorporates
food consumption data as reported by
respondents in the USDA 1994-1996
and 1998 Nationwide Continuing
Surveys of Food Intake by Individuals
(CSF1I), and accumulated exposure to
the chemical for each commodity. The
following assumptions were made for
the chronic exposure assessments: The
analysis is based on tolerance-level

residues (modified by DEEM default
processing factors for tomato processed
commodities) and the assumption that
100% of the crop will be treated.

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

2. Dietary exposure from drinking
water. There is no expectation that
kasugamycin residues would occur in
surface or ground water sources of
drinking water. There are no registered
uses of kasugamycin in the United
States.

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

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

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

Unlike other pesticides for which EPA
has followed a cumulative risk approach
based on a common mechanism of
toxicity, EPA has not made a common
mechanism of toxicity finding as to
kasugamycin and any other substances
and kasugamycin does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
not assumed that kasugamycin has a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the policy statements
released by EPA’s Office of Pesticide
Programs concerning common
mechanism determinations and
procedures for cumulating effects from
substances found to have a common
mechanism on EPA’s website at http://
www.epa.gov/pesticides/cumulative/.

D. Safety Factor for Infants and
Children

1. In general. Section 408 of FFDCA
provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the data base on
toxicity and exposure unless EPA
determines based on reliable data that a
different margin of safety will be safe for
infants and children. Margins of safety
are incorporated into EPA risk
assessments either directly through use
of a margin of exposure analysis or
through using uncertainty (safety)
factors in calculating a dose level that
poses no appreciable risk to humans. In
applying this provision, EPA either
retains the default value of 10X when
reliable data do not support the choice
of a different factor, or, if reliable data
are available, EPA uses a different
additional safety factor value based on

the use of traditional uncertainty factors
and/or special FQPA safety factors, as
appropriate.

2. Prenatal and postnatal sensitivity.
No increased quantitative or qualitative
susceptibility was observed in the
developmental rat or rabbit studies or in
the 2—generation reproduction study. No
offspring toxicity was observed at any of
the doses tested in these three studies.
Reproductive toxicity was noted in the
F1 generation of the 2—generation
reproduction study. However, because
parental toxicity (decreased body
weights and body weight gains) occured
at a lower dose than that which resulted
in effects on reproduction, there is no
increased quantitative or qualitative
susceptibility of the offspring. The
toxicology database for kasugamyecin is
complete with respect to prenatal and
postnatal toxicity and shows no
evidence of increased qualitative or
quantitative susceptibility in the
offspring. Therefore, there are no
residual uncertainties for prenatal and/
or postnatal toxicity.

3. Conclusion. There is a complete
toxicity data base for kasugamycin and
exposure data are complete or are
estimated based on data that reasonably
accounts for potential exposures.
Additionally, a developmental
neurotoxicity study is not required
because there was no evidence of
neurotoxicity in any studies. Based on
the above information, EPA concludes
that it has reliable data that supports the
conclusion that it is safe to remove the
additional children’s safety factor.

E. Aggregate Risks and Determination of
Safety

1. Acute risk. No appropriate dose or
endpoint was identified for acute
dietary exposure in the general
population or any population subgroup.
Therefore, no acute risk is expected
from exposure to Kasugamycin.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that exposure to kasugamycin from food
will utilize < 1% of the cPAD for the
U.S. population, < 1% of the cPAD for
all infants < 1—year, and < 1% of the
cPAD for children 1-2 years. There are
no residential uses for kasugamycin that
result in chronic residential exposure to
kasugamycin, and no exposure is
expected from drinking water. EPA does
not expect the aggregate exposure
(dietary only) to exceed 100% of the
cPAD as shown in Table 2 of this unit.

TABLE 2.—AGGREGATE RISK ASSESS-
MENT FOR CHRONIC (NON-CANCER)
EXPOSURE TO KASUGAMYCIN

Population/ cPAD (mg/ %CcPAD

Subgroup kg/day (Food)
U.S. popu-

lation 0.113 <1
All Infants (< 1

yr) 0.113 <1
Children 1-2

yrs 0.113 <1

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

Kasugamycin is not registered for use
on any sites that would result in
residential exposure, and the tolerance
in this rule is for imported fruiting
vegetables (crop group 8). No exposure
is expected from drinking water.
Therefore, the aggregate risk is from
food only, and which does not exceed
the Agency’s level of concern.

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

Kasugamycin is not registered for use
on any sites that would result in
residential exposure, and the tolerance
in this rule is for imported fruiting
vegetables (crop group 8). No exposure
is expected from drinking water.
Therefore, the aggregate risk is from
food only, and which does not exceed
the Agency’s level of concern.

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

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

IV. Other Considerations

A. Analytical Enforcement Methodology

The analytical enforcement method
uses ion exchange resins for clean up
and reverse-phase ion-pairing liquid
chromatography with ultra-violet
detection (HPLC/UV). This method was
validated by an independent laboratory.
The Agency’s laboratory also conducted
a laboratory trial of this method and has
determined the method performance to
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be useful as an enforcement method
with the incorporated revisions
recommended by the petitioner.

The method (HPLC/UV) may be
requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—-2905; e-mail address:
residuemethods@epa.gov.

B. International Residue Limits

There are currently no established
Codex, Canadian, or Mexican MRLs for
kasugamycin.

C. Response to Comments

Comments were received from a
private citizen on the notice of filing for
kasugamycin on April 17, 2005
objecting to this proposed tolerance.
The comments further stated that not
enough tests have been completed (long
term or tests on how it combines) and
that there is little indication of safety.

The Agency response is as follows:
The Agency has a complete toxicity
database on kasugamycin, including
several long-term or chronic studies.
Further, EPA has not made a common
mechanism of toxicity finding as to
kasugamycin and any other substances
and kasugamycin does not appear to
produce a toxic metabolite produced by
other substances. The commenter
submitted no scientific information or
contention in support of the
commenter’s claims.

V. Conclusion

Therefore, the tolerance is established
for residues of kasugamycin, [3-O-[2-
amino-4-[(carboxyiminomethyl)amino]-
2,3,4,6-tetradeoxy-a-D-arabino-
hexopyranosyl]-D-chiro-inositol]], in or
on fruiting vegetables (Crop Group 8) at
0.04 ppm.

VI. Objections and Hearing Requests

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

section 408(d) of FFDCA, as was
provided in the old sections 408 and
409 of FFDCA. However, the period for
filing objections is now 60 days, rather
than 30 days.

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

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2005-0017 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 November 22, 2005.

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

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

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VI.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2005-0017, to: Public Information
and Records Integrity Branch,
Information Technology and Resource
Management Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania

Ave., NW., Washington, DC 20460-
0001. In person or by courier, bring a
copy to the location of the PIRIB
described in ADDRESSES. You may also
send an electronic copy of your request
via e-mail to: opp-docket@epa.gov.
Please use an ASCII file format and
avoid the use of special characters and
any form of encryption. Copies of
electronic objections and hearing
requests will also be accepted on disks
in WordPerfect 6.1/8.0 or ASCII file
format. Do not include any CBI in your
electronic copy. You may also submit an
electronic copy of your request at many
Federal Depository Libraries.

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

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

VII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,



55752

Federal Register/Vol. 70, No. 184 /Friday, September 23, 2005/Rules and Regulations

entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—-113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism(64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure ‘‘meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive Order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any ““tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive Order to include regulations
that have ““substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal

Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. Congressional Review Act

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

List of Subjects in 40 CFR Part 180

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

Dated: September 15, 2005.
James Jones,
Director, Office of Pesticide Programs.

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

PART 180—AMENDED

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

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

m 2. Section 180.614 is added to read as
follows:

§180.614 Kasugamycin; tolerances for
residues.

(a) General. Tolerances are
established for residues of kasugamycin,
3-0O-[2-amino-4-
[(carboxyiminomethyl)amino]-2,3,4,6-
tetradeoxy-o-D-arabino-hexopyranosyl]-
D-chiro-inositol in or on the following
raw agricultural commodity:

Commodity Parts per million

0.04

1There is no U.S. registration as of Sep-
tember 1, 2005.

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

[FR Doc. 05-19061 Filed 9—22-05; 8:45 am)]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-2005-0185; FRL-7736-3]
Amicarbazone; Pesticide Tolerance

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

SUMMARY: This regulation establishes
tolerances for combined residues of
amicarbazone and its metabolites in or
on field corn and livestock commodities
and indirect or inadvertent residues of
amicarbazone and its metabolites in
alfalfa, cotton, soybean and wheat.
Arysta Lifescience North American
Corporation (perviously known as
Arvesta Corporation) requested this
tolerance under the Federal Food, Drug,
and Cosmetic Act (FFDCA), as amended
by the Food Quality Protection Act of
1996 (FQPA).

DATES: This regulation is effective
September 23, 2005. Objections and
requests for hearings must be received
on or before November 22, 2005.
ADDRESSES: To submit a written
objection or hearing request follow the
detailed instructions as provided in
Unit VI. of the SUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under Docket
identification (ID) number OPP—2005—
0185. All documents in the docket are
listed in the EDOCKET index at http://
www.epa.gov/edocket. Although listed
in the index, some information is not
publicly available, i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
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119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

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

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this Action Apply to Me?

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

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

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

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

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

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

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

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

www.gpoaccess.gov/ecfr/. To access the
OPPTS Harmonized Guidelines
referenced in this document, go directly
to the guidelines at http://www.epa.gpo/
opptsfrs/home/guidelin.htm/.

II. Background and Statutory Findings

In the Federal Register of January 22,
2004 (69 FR 3138) (FRL-7339-3), 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 0F6131) by Arysta
Lifescience North American
Corporation, 100 First Street, Suite
1700; San Francisco, CA 94105. The
petition requested that 40 CFR part 180
be amended by establishing tolerances
for combined residues of the herbicide
amicarbazone, 4-amino-4,5-dihydro-N-
(1,1-dimethylethyl)-3-(1-methylethyl)-5-
o0x0-1H-1,2,4-triazole-1-carboxamide]
and its metabolities DA amicarbazone
(N-(1,1-dimethylethyl)-4,5-dihydro-3-(1-
methylethyl)-5-ox0-1H,2,4-triazole-1-
carboxamide) and iPr-2-OH DA
amicarbazone (N-(1,1-dimethylethyl)-
4,5-dihydro-3-(1-hydroxy-1-
methylethyl)-5-ox0-1H-1,2,4-triazole-1-
carboxamide), in or on the raw
agricultural commodities alfalfa forage
at 0.04 parts per million (ppm); alfalfa
hay at 0.06 ppm; corn forage at 0.8ppm;
corn grain, at 0.05 ppm; corn stover at
0.5 ppm; cotton gin by-product at 0.2
ppm; cottonseed hulls at 0.01 ppm;
cottonseed meal at 0.01 ppm; cottonseed
refined oil at 0.01 ppm; cotton
undelinted seed at 0.04 ppm; soybean
forage at 2.5 ppm; soybean hay at 7.0
ppm; soybean hulls at 0.2 ppm; soybean
meal at 0.25 ppm; soybean oil at 0.01
ppm; soybean seed at 0.6 ppm; wheat
bran at 0.08 ppm; wheat flour at 0.05
ppm; wheat forage at 0.6 ppm; wheat
germs at 0.05 ppm; wheat grain at 0.09
ppm; wheat hay at 0.9 ppm; wheat
middlings at 0.05 ppm; wheat shorts at
0.06 ppm; wheat straw at 0.4 ppm;
sugarcane at 0.15 ppm; sugarcane
molasses at 0.8 ppm; meat (cattle, goats,
hogs, horses, and sheep) at 0.01 ppm;
meat byproducts (cattle, goats, hogs,
horses,and sheep) at 0.2 ppm; and milk
at 0.01 ppm respectively.

Due to a lack of field trial data on
sugarcane, tolerances on sugarcane and
sugarcane molasses are not being
established at this time.

One comment was received in
response to the notice filing. B. Sachau
objected to the proposed tolerances
because of the amounts of pesticides
already consumed and carried by the
American population. She further
indicated that testing conducted on
animals have absolutely no validity and
are cruel to the test animals. EPA’s

response to these comments is
contained in Unit IV.C.

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

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

7).

III. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D)
of FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action. EPA has sufficient data to assess
the hazards of and to make a
determination on aggregate exposure,
consistent with section 408(b)(2) of
FFDCA, for a tolerance for combined
residues of amicarbazone [4-amino-4, 5-
dihydro- N-(1,1-dimethylethyl)-3-(1-
methylethyl)-5-ox0-1H-1,2,4-triazole-1-
carboxamide] and its metabolites DA
amicarbazone [N-(1,1-dimethylethyl)-
4,5-dihydro-3-(1-methylethyl)-5-oxo-1H-
1,2,4-triazole-1-carboxamide] and iPr-2-
OH DA amicarbazone [N-(1,1-
dimethylethyl)-4,5-dihydro-3-(1-
hydroxy-1-methylethyl)-5-ox0-1H-1,2,4-
triazole-1-carboxamide], calculated as
parent equivalents, in or on corn, field,
forage at 0.80 ppm; corn, field, grain at
0.05 ppm; corn, field, stover at 1.0 ppm;
cattle, fat at 0.01 ppm; cattle, liver at 1.0
ppm; cattle, meat at 0.01 ppm; cattle,
meat byproducts, except liver at 0.10
ppm; goat, fat at 0.01 ppm; goat, liver at
1.0 ppm; goat, meat at 0.01 ppm; goat,
meat byproducts, except liver at 0.1
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ppm; hog, fat at 0.01 ppm; hog, liver at
0.1 ppm; hog, meat at 0.01 ppm; hog,
meat byproducts, except liver at 0.01
ppm; horse, fat at 0.01 ppm; horse, liver
at 1.0 ppm; horse, meat at 0.01 ppm;
horse, meat byproducts, except liver at
0.10 ppm; milk at 0.01 ppm; sheep, fat
at 0.01 ppm; sheep, liver at 1.0 ppm;
sheep, meat at 0.01 ppm; sheep, meat
byproducts, except liver at 0.10 ppm;
poultry, liver at 0.01 ppm. EPA can also
make a determination on aggregate
exposure for the establishment of
tolerances for the indirect or inadvertent
residues of amicarbazone and its
metabolites DA amicarbazone and iPr-2-
OH DA amicarbazone, calculated as
amicarbazone, in or on the following
raw agricultural commodities when

present therein as a result of the
application of amicarbazone to field
corn: Alfalfa, forage at 0.05 ppm; alfalfa,
hay at 0.10 ppm; cotton, undelinted
seed at 0.07 ppm; cotton, gin byproducts
at 0.30 ppm; soybean, forage at 1.50
ppm; soybean, hay at 5.0 ppm; soybean,
seed at 0.80 ppm; wheat, forage at 0.50
ppm; wheat, hay at 1.0 ppm; wheat,
grain at 0.10 ppm; wheat, straw at 0.50
ppm; wheat, grain, milled byproducts at
0.15 ppm.

EPA’s assessment of exposures and
risks associated with establishing the
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. Specific
information on the studies received and
the nature of the toxic effects caused by
amicarbazone are discussed in Table 1
of this unit as well as the no observed
adverse effect level (NOAEL) and the
lowest observed adverse effect level
(LOAEL) from the toxicity studies
reviewed.

TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY

Guideline No. Study Type Results
870.3100 90-Day oral toxicity - rodents (rats) | NOAEL = 33/38 milligram/kilogram/day (mg/kg/day)

LOAEL = 67/78 mg/kg/day based on decreased bodyweight (BW)
female and overall (weeks 1-13) bodyweight gain (BWG), de-
creased red cell indices, clinical chemistry (increased cholesterol,
T4 and T3 males, O-demethylase females, N-demethylase
males), increased relative liver weights females, and
histopathology effects in males (minimal hepatocytomegaly and
minimal pigmentation in the spleen)

870.3150 90-Day oral toxicity - nonrodents | NOAEL = 6.28 mg/kg/day

(dogs) LOAEL = 24.99 mg/kg/day based on increased thyroid vacuolization

and decreased food consumption and glucose in females; in-
creased platelets, phosphate, bile acids, absolute and relative
liver weights, and lymphoid hyperplasia of the gall bladder in
males; and decreased albumin and increased triglycerides, N-
demethylase, and O-demthylase in both sexes.

870.3200 21/28-Day dermal toxicity NOAEL = 1,000 mg/kg/day

LOAEL = Not Observed

870.3700 Prenatal developmental in rats Maternal NOAEL = 15 mg/kg/day

LOAEL = 100 mg/kg/day based on decreased BW/BWG and food
consumption, and increased incidences of hard stools.

Developmental NOAEL = 15 mg/kg/day

LOAEL = 100 mg/kg/day based on multiple skeletal development re-
tardations (incomplete ossification/unossification was observed in
parietal bones, interparietal bones, supraoccipital bones,
squamosal bones, zygoma, pubis, xiphoid, and fontanelle

870.3700 Prenatal developmental in rabbits Maternal NOAEL = 5 mg/kg/day

LOAEL = 20 mg/kg/day based on decreased BWG during treatment.

Developmental NOAEL = 20 mg/kg/day

LOAEL = 70 mg/kg/day based on decreased fetal BW, and in-
creased incidences of incomplete ossification of the 5th medial
phalanx (bilateral) and the 13th caudal vertebra, and slightly thick
ribs.

870.3800 Reproduction and fertility effects Parental/Systemic NOAEL = 6.4/7.3 mg/kg/day

LOAEL = 33.9/38.7 mg/kg/day based on decreased BW/BWG in
both sexes.

Reproductive NOAEL = 73.2/84.0 mg/kg/day

LOAEL = Not Observed

Offspring NOAEL = 6.4/7.3 mg/kg/day

LOAEL = 33.9/38.7 mg/kg/day based on decreased pup BW and
overall decreased BWG.
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxICITY—Continued

Guideline No. Study Type Results
870.4100 Chronic toxicity in rodents (rats) NOAEL = 2.3/2.7 mg/kg/day

LOAEL = 25.3/29.5 mg/kg/day based on decreased BW in females
and BWG in both sexes.

At the doses tested there was not a treatment related increase in
tumor incidence when compared to control. Dosing was consid-
ered adequate based on decreased BW in females and BWG in
both sexes.

870.4100 Chronic toxicity dogs (beagle) NOAEL =2.5/2.3 mg/kg/day

LOAEL = 8.9/8.7 mg/kg/day based on effects on the liver, including
increased absolute and relative liver weights, and O-demethylase
in males; increased globulin and cytochrome P-450 in females;
and increased triglycerides and cholesterol in both sexes.

870.4300 Carcinogenicity-mice NOAEL = 244.7/275.0 mg/kg/day

LOAEL = 709.0/806.3 mg/kg/day based on decreased BW and
BWG in both sexes, and subclinical anemia, and hemosiderin pig-
mentation of the spleen in males.

no evidence of carcinogenicity

At the doses tested there was not a treatment related increase in
tumor incidence when compared to control. Dosing was consid-
ered adequate based on decreased BW and BWG in both sexes,
and subclinical anemia, and hemosiderin pigmentation of the
spleen in males.

870.5100 Bacterial reverse mutation test There was no evidence of induced mutant colonies over back-
ground.
870.5100 Bacterial reverse mutation test There was no evidence of induced mutant colonies over back-
ground.
870.5100 Bacterial reverse mutation test There was no evidence of induced mutant colonies over back-
ground.
870.5300 In vitro mammalian cell gene muta- | There was no evidence that MKH3586 induced mutant colonies over
tion test background in the presence or absence of S9-activation.
870.5375 In vitro mammalian chromosome ab- | There was no evidence of chromosome aberration induced over
erration test background in the presence or absence of S9-activation.
870.5395 Mammalian erythrocyte micro- | There was no significant increase in the frequency of
nucleus test micronucleated polychromatic erythrocytes in bone marrow at any
treatment time.
870.6200 Acute neurotoxicity screening bat- | NOAEL = 10 mg/kg/day
tery in rats (Fischer-344) LOAEL = 20 mg/kg/day based on eyelid ptosis, decreased approach
response (both sexes), and red nasal staining in males.

A series of acute neurotoxicity studies were performed, the NOAEL

for this study comes from 45121527.
870.6200 Subchronic neurotoxicity screening | Female: NOAEL = 7.8 mg/kg/day
battery in rats (Fischer-344) LOAEL = 38.2 mg/kg/day based on decreased BW and overall BWG
in females.

Male: NOAEL = 66.5 mg/kd/day

LOAEL = was not observed for males.

870.6300 Developmental neurotoxicity in rats | Maternal NOAEL = 8 mg/kg/day

LOAEL = 39 mg/kg/day based primarily on decreased feed effi-
ciency (combination of decreased BWG and increased food con-
sumption) during lactation.

Offspring NOAEL = 39 mg/kg/day

LOAEL = 91 mg/kg/day based on decreased BWG.

870.7485 Metabolism and pharmacokinetics 95% of the radioactive dose was recovered within 72 hours fol-

lowing dosing. The majority of the dose was recovered from the
urine within 24 hours (64%), indicating substantial absorption.
Fecal excretion accounted for 27% of the dose within 24 hours.
Major metabolites were DA MKH, N-methyl DA MKH, and
decarboxamide.




55756

Federal Register/Vol. 70, No. 184 /Friday, September 23, 2005/Rules and Regulations

TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxICITY—Continued

Guideline No.

Study Type

Results

870.7485

Metabolism and pharmacokinetics

91% of the radioactive dose was recovered within 96 hours. Urinary
excretion accounted for 70% of the radioactive dose within 12
hours, showing substantial absorption. Only 8% of the radioactive
dose was excreted via the feces within 24 hours.

Non-guideline

Subchronic mechanistic feeding in
rats

Thyroid hormones were increased in the >19.4 mg/kg/day females
and 40.0 mg/kg/day males. However, thyroid to blood ratios of
125] in treated groups were comparable to negative controls, indi-
cating there was no impairment of thyroid hormone synthesis.
Thus, the differences in thyroid hormones is probably due to me-
tabolism at an extra-thyroidal site. The liver was implicated as this
site because liver weights and UDP-glucuronosyltransferase activ-
ity were increased.

Non-guideline

In vitro studies on enzymes of thy-
roid hormone regulation

MKH 3586 does not affect the iodide organification step of thyroid
hormone synthesis or the peripheral metabolism of thyroid hor-
mones via Type | or Type Il deiodinases in vivo. These findings
support the subchronic mechanistic studies in rats which indicate
that upregulation of UDP-glucuronosyl transferase in the liver may
account for alterations in thyroid hormone profile.

Non-guideline

Behavioral study in rats

The following clinical signs were observed: Sedation, ptosis, saliva-
tion. Additionally at the HDT, piloerection, Straub phenomenon,
and prone position were observed. The effects were observed at
30 minutes post dose, and no effect was observed at 150 minutes
post dose, with the higher dose groups showing greater persist-
ence of effects. A dose- and time-dependent effect was dem-
onstrated on motor activity - decreased travel distance, increased
resting time, and decreased rearing.

Non-guideline

Study of central nervous system
safety pharmacology in mice

The data indicate that a single dose of MKH 3586 at 100 mg/kg
causes minimal CNS functional impairment, characterized by in-
creased reaction times to nociceptive stimuli, reduced traction
force, impaired motor coordination, sedation, partial ptosis, and a

mild anticonvulsive effect.

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, the NOAEL from the toxicology
study identified as appropriate for use
in risk assessment is used to estimate
the toxicological level of concern (LOC).
However, the LOAEL is sometimes used
for risk assessment if no NOAEL was
achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns.

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

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

determine the LOC. For example, when
100 is the appropriate UF (10X to
account for interspecies differences and
10X for intraspecies differences) the
LOC is 100. To estimate risk, a ratio of
the NOAEL to exposures (margin of
exposure (MOE) = NOAEL/exposure) is
calculated and compared to the LOC.
The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify non-
threshold hazards such as cancer. The
Q* approach assumes that any amount
of exposure will lead to some degree of
cancer risk, estimates risk in terms of
the probability of occurrence of
additional cancer cases. An example of
how such a probability risk is expressed
would be to describe the risk as one in
one hundred thousand (1 X 10-5), one in
a million (1 X 10-%), one in a ten million
(1 X 107). Under certain specific
circumstances, MOE calculations will
be used for the carcinogenic risk
assessment. In this non-linear approach,
a “point of departure” is identified
below which carcinogenic effects are
not expected. The point of departure is
typically a NOAEL based on an
endpoint related to cancer effects
though it may be a different value
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derived from the dose response curve.
To estimate risk, a ratio of the point of
departure to exposure (MOE cancer =

point of departure/exposures) is
calculated.

A summary of the toxicological
endpoints for amicarbazone used for

human risk assessment is shown in
Table 2 of this unit:

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

ASSESSMENTS

Exposure Scenario

Dose Used in Risk Assess-
ment UF

Special FQPA SF* and
LOC for Risk Assessment

Study and Toxicological Effects

Acute dietary
(females 13—-49 years of age)

day

NOAEL = 10 mg/kg/day
UF = 100X
Acute RfD = 0.10 mg/kg/

Special FQPA SF = 1X
aPAD = 0.10 mg/kg/day

Acute neurotoxicity screening battery
LOAEL = 20 mg/kg/day, based on eyelid pto-

sis, decreased approach response, red nasal
staining in male rats.

Acute dietary
(general population)

day

NOAEL = 10 mg/kg/day
UF = 100X
Acute RfD = 0.10 mg/kg/

Special FQPA SF = 1X
aPAD = 0.10 mg/kg/day

Acute neurotoxicity screening battery
LOAEL = 20 mg/kg/day, based on eyelid pto-

sis, decreased approach response, red nasal
staining in male rats.

Chronic dietary
(all populations)

day

NOAEL = 2.3 mg/kg/day
UF = 100X
Chronic RfD = .023 mg/kg/

Special FQPA SF = 1X
cPAD = 0.023 mg/kg/day

Chronic rat and chronic dog
LOAEL = 25.3 and 8.7, respectively, based on

rat - decreased BW and BWG dog - liver ef-
fects, including increased absolute and rel-
ative liver weights, and O-demethylase in
male dogs; increased globulin and
cytochrome p450 in female dogs; and in-
creased triglycerides and cholesterol in both
sexes

Dermal (all durations)

sorption.

Not required: No systemic toxicity by dermal route was seen at the limit dose. Evidence of low dermal ab-

Inhalation short-term
(1 - 30 days)

NOAEL = 6.28 mg/kg/day

LOC for MOE = 100

90-Day oral toxicity in dogs
LOAEL = 24.99 mg/kg/day, based on increased

thyroid vacuolization and decreased food
consumption and glucose in females; in-
creased platelets, phosphate, bile acids, ab-
solute and relative liver weights, and lymph-
oid hyperplasia of the gall bladder in males;
and decreased albumin and increased
triglycerides,  N-demethylase, and O-
demethylase in both sexes

Inhalation intermediate-term
(1-6 months)

NOAEL = 6.28 mg/kg/day

LOC for MOE = 100

90-Day oral toxicity in dogs
LOAEL = 24.99 mg/kg/day, based on increased

thyroid vacuolization and decreased food
consumption and glucose in females; in-
creased platelets, phosphate, bile acids, ab-
solute and relative liver weights, and lymph-
oid hyperplasia of the gall bladder in males;
and decreased albumin and increased
triglycerides,  N-demethylase, and O-
demethylase in both sexes

Cancer (oral, dermal, inhalation)

Classification: There was no treatment related increase in tumor incidence when compared to control. Dos-

ing was considered adequate. This chemical is not likely to be a carcinogen.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. No tolerances have been
established in 40 CFR part 180
previously for the combined residues of
amicarbazone, in or on a variety of raw
agricultural commodities. Risk
assessments were conducted by EPA to
assess dietary exposures from
amicarbazone in food as follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,

if a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure.

The Dietary Exposure Evaluation
Model (DEEMTM) analysis evaluated the
individual food consumption as
reported by respondents in the USDA
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII) and accumulated
exposure to the chemical for each
commodity. The following assumptions

were made for the acute exposure
assessments: For the acute analyses,
tolerance-level residues were assumed
for all food commodities with proposed
amicarbazone tolerances, and it was
assumed that 100% of all of the crops
included in the analysis were treated.
The DEEM™ analyses included
drinking water in addition to the food
sources of residues.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the DEEM software with the
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Food Commodity Intake Database
(DEEM-FCID™), which incorporates
food consumption data as reported by
respondents in the USDA 1994-1996
and 1998 Nationwide CSFII, and
accumulated exposure to the chemical
for each commodity. The following
assumptions were made for the chronic
exposure assessments: For the chronic
analyses tolerance-level residues were
assumed for all food commodities with
proposed amicarbazone tolerances, and
it was assumed that 100% of all of the
crops included in the analysis were
treated. As with the acute analyses,
drinking water was included in the
assessment.

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

Based on the FIRST and SCI-GROW
models, the estimated environmental
concentrations (EECs) of amicarbazone
for acute exposures are estimated to be
21.4 parts per billion (ppb) for surface
water and 102.9 ppb for ground water.
The EECs for chronic exposures are
estimated to be 13.4 ppb for surface
water and 102.9 ppb for ground water.
The ground water EEC was used in both
the acute and chronic DEEM analyses
described earlier in this section.

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).

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

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

Unlike other pesticides for which EPA
has followed a cumulative risk approach
based on a common mechanism of
toxicity, EPA has not made a common
mechanism of toxicity finding as to
amicarbazone and any other substances

and amicarbazone does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
not assumed that amicarbazone has a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the policy statements
released by EPA’s Office of Pesticide
Programs concerning common
mechanism determinations and
procedures for cumulating effects from
substances found to have a common
mechanism on EPA’s website at http://
www.epa.gov/pesticides/cumulative/.

D. Safety Factor for Infants and
Children

1. In general. Section 408 of FFDCA
provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the data base on
toxicity and exposure unless EPA
determines based on reliable data that a
different margin of safety will be safe for
infants and children. Margins of safety
are incorporated into EPA risk
assessments either directly through use
of a MOE analysis or through using
uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans. In applying
this provision, EPA either retains the
default value of 10X when reliable data
do not support the choice of a different
factor, or, if reliable data are available,
EPA uses a different additional safety
factor value based on the use of
traditional uncertainty factors and/or
special FQPA safety factors, as
appropriate.

2. Prenatal and postnatal sensitivity.
There is no evidence of increased
susceptibility of rat or rabbit fetuses
following in utero exposure in the
developmental studies with
amicarbazone. There is no evidence of
increased susceptibility of rats in the
reproduction study with amicarbazone.
EPA concluded that there are no
residual uncertainties for prenatal and/
or postnatal exposure.

3. Conclusion. There is a complete
toxicity data base for amicarbazone and
exposure data are complete or are
estimated based on data that reasonably
accounts for potential exposures. The
Agency concluded that there was
reliable data to remove the 10X
children’s safety factor based upon the
following: The toxicity database showed
no increase in susceptibility in fetuses

and pups with in utero and post-natal
exposure; the dietary exposure
assessment is based on HED-
recommended tolerance-level residues,
assumes 100% crop treated for all
commodities, and utilizes high-end
estimates of concentrations in water;
and there are no residential uses
proposed for this chemical at this time.

E. Aggregate Risks and Determination of
Safety

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and drinking water
to amicarbazone will occupy 7% of the
aPAD for the U.S. population, 6% of the
aPAD for females 13 years and older,
23% of the aPAD for the all infant
subpopulation, which is the
subpopulation with the greatest
exposure, and 12% of the aPAD for
children 1-2 years old. Therefore, EPA
does not expect the acute aggregate risk
exposure to exceed 100% of the aPAD.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that exposure to amicarbazone from
food and drinking water will utilize
14% of the cPAD for the U.S.
population, 39% of the cPAD for for the
all infant subpopulation, which is the
subpopulation with the greatest
exposure, and 26% of the cPAD for
children 1-2 years old. There are no
residential uses for amicarbazone that
result in chronic residential exposure to
amicarbazone. Therefore, the aggregate
risk is the sum of the risk from food and
water, which do not exceed the
Agency’s LOC.

3. Short-term risk. Short-term
aggregate exposure takes into account
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).
Amicarbazone is not registered for use
on any sites that would result in
residential exposure. Therefore, the
chronic aggregate risk is the sum of the
risk from food and water, which do not
exceed the Agency’s LOC.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account residential exposure
plus chronic exposure to food and water
(considered to be a background
exposure level). Amicarbazone is not
registered for use on any sites that
would result in residential exposure.
Therefore, the aggregate risk is the sum
of the risk from food and water, which
does not exceed the Agency’s LOC.

5. Aggregate cancer risk for U.S.
population. A cancer dietary exposure
analysis was not performed because the



Federal Register/Vol. 70, No. 184 /Friday, September 23, 2005/Rules and Regulations

55759

Agency determined that amicarbazone
was not likely to cause cancer.

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

IV. Other Considerations

A. Analytical Enforcement Methodology

Adequate enforcement methodology
(liquid chromatography/mass
spectrometry/mass spectrometry) is
available to enforce the tolerance
expression. The methods for both plant
and livestock commodities may be
requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—2905; e-mail address:
residuemethods@epa.gov.

B. International Residue Limits

There are currently no established
Codex, Canadian or Mexican residue
limits for amicarbazone.

C. Response to Comments

Ms. Sachau’s comments regarding
general exposure to pesticides contained
no scientific data or evidence to rebut
the Agency’s conclusion that there is a
reasonable certainty that no harm will
result from aggregate exposure to
amicarbazone, including all anticipated
dietary exposures and all other
exposures for which there is reliable
information. This comment as well as
her comments regarding animal testing
have been responded to by EPA on
several occasions. 70 FR 1349 (January
7, 2005)(FRL-7691-4); 69 FR 63083,
(October 29, 2004)(FRL-7681-9).

V. Conclusion

Therefore, tolerances are established
for combined residues of amicarbazone
[4-amino-N-(1,1-dimethyl)-4,5-dihydro-
3-(1-methylethyl)-5-ox0-1H-1,2,4-
triazole-1-carboxamide] and its
metabolites DA amicarbazone [N-(1,1-
dimethylethyl)-4,5-dihydro-3-(1-
methylethyl)-5-ox0-1H-1,2,4-triazole-1-
carboxamide] and iPr-2-OH DA
amicarbazone [N-(1,1-dimethylethyl)-
4,5-dihydro-3-(1-hydroxy-1-
methylethyl)-5-ox0-1H-1,2,4-triazole-1-
carboxamide], calculated as parent
equivalents, in or on corn, field, grain at
0.05 ppm; corn, field, forage at 0.80
ppm; corn, field, stover at 1.0 ppm;
cattle, fat at 0.01 ppm; cattle, liver at 1.0
ppm; cattle, meat at 0.01 ppm; cattle,
meat byproducts, except liver at 0.10
ppm; goat, fat at 0.01 ppm; goat, liver at
1.0 ppm; goat, meat at 0.01 ppm; goat,

meat byproducts, except liver at 0.1
ppm; hog, fat at 0.01 ppm; hog, liver at
0.1 ppm; hog, meat at 0.01 ppm; hog,
meat byproducts, except liver at 0.01
ppm; horse, fat at 0.01 ppm; horse, liver
at 1.0 ppm; horse, meat at 0.01 ppm;
horse, meat byproducts, except liver at
0.10 ppm; milk at 0.01 ppm; sheep, fat
at 0.01 ppm; sheep, liver at 1.0 ppm;
sheep, meat at 0.01 ppm; sheep, meat
byproducts, except liver at 0.10 ppm;
poultry, liver at 0.01 ppm.

Tolerances are also established for the
indirect or inadvertent residues of
amicarbazone and its metabolites DA
amicarbazone and iPr-2-OH DA
amicarbazone, calculated as
amicarbazone, in or on the following
raw agricultural commodities when
present therein as a result of the
application of amicarbazone to field
corn: Alfalfa, forage at 0.05 ppm;
Alfalfa, hay at 0.10 ppm; Cotton,
undelinted seed at 0.07 ppm; Cotton,
gin byproducts at 0.30 ppm; Soybean,
forage at 1.50 ppm; Soybean, hay at 5.0
ppm; Soybean, seed at 0.80 ppm; Wheat,
forage at 0.50 ppm; Wheat, hay at 1.0
ppm; Wheat, grain at 0.10 ppm; Wheat,
straw at 0.50 ppm; Wheat, grain, milled
byproducts at 0.15 ppm.

VI. Objections and Hearing Requests

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

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

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2005-0185 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 November 22, 2005.

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

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

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VIA, you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2005-0185, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460—0001. In person
or by courier, bring a copy to the
location of the PIRIB described in
ADDRESSES. You may also send an
electronic copy of your request via e-
mail to: opp-docket@epa.gov. Please use
an ASCII file format and avoid the use
of special characters and any form of
encryption. Copies of electronic
objections and hearing requests will also
be accepted on disks in WordPerfect
6.1/8.0 or ASCII file format. Do not
include any CBI in your electronic copy.
You may also submit an electronic copy
of your request at many Federal
Depository Libraries.
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B. When Will the Agency Grant a
Request for a Hearing?

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

VII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,

the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any “tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive order to include regulations
that have ‘““substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. Congressional Review Act

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

List of Subjects in 40 CFR Part 180

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

Dated: September 12, 2005.
James Jones,
Director, Office of Pesticide Programs.

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

PART 180—[AMENDED]

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

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

m 2. Section 180.615 is added to subpart
C to read as follows:

§180.615 Amicarbazone; tolerances for
residues

(a) General. Tolerances are
established for combined residues of the
herbicide, amicarbazone [4-amino-4, 5-
dihydro- N-(1,1-dimethylethyl)-3-(1-
methylethyl)-5-oxo0-1H-1,2,4-triazole-1-
carboxamide] and its metabolites DA
amicarbazone [N-(1,1-dimethylethyl)-
4,5-dihydro-3-(1-methylethyl)-5-oxo-1H-
1,2,4-triazole-1-carboxamide] and iPr-2-
OH DA amicarbazone [N-(1,1-
dimethylethyl)-4,5-dihydro-3-(1-
hydroxy-1-methylethyl)-5-ox0-1H-1,2,4-
triazole-1-carboxamide], calculated as
parent equivalents, in or on the
following commodities:

Commodity Parts per million

Cattle, fat .......cccceeveevenenne 0.01
Cattle, liver 1.0
Cattle, meat 0.01
Cattle, meat byproducts,

except liver .......cce..... 0.10
Corn, field, forage .... 0.80
Corn, field, grain ...... 0.05
Corn, field, stover ........... 1.0
Goat, fat ....ccccvvveeriiinne 0.01
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Commodity Parts per million

Goat, liver .......cccccuveeeene.. 1.0
Goat, meat ......ccceeeuneeen. 0.01
Goat, meat byproducts,

except liver ... 0.10
Hog, fat ....cccoeviiiies 0.01
Hog, liver .... 0.10
Hog, meat 0.01
Hog, meat byproducts,

except liver .......cce..... 0.01
Horse, fat ....... 0.01
Horse, liver .... 1.0
Horse, meat ........ccce.. 0.01
Horse, meat byproducts,

except liver ................ 0.10
Milk 0.01
Sheep, fat ....ccccocevviieenne 0.01
Sheep, liver .....ccocveeeneenn. 1.0
Sheep, meat .......ccc....... 0.01
Sheep, meat byproducts,

except liver .......ccceeee 0.10
Poultry, liver ........c.cco....... 0.10

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-2005-0267; FRL-7738-6]

Pyridaben; Pesticide Tolerance

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

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
Tolerances are established for the
indirect or inadvertent residues of
amicarbazone [4-amino-4, 5-dihydro-N-
(1,1-dimethylethyl)-3-(1-methylethyl)-5-
oxo-1H-1,2,4-triazole-1-carboxamide]
and its metabolites DA amicarbazone
[N-(1,1-dimethylethyl)-4,5-dihydro-3-(1-
methylethyl)-5-oxo0-1H-1,2,4-triazole-1-
carboxamide] and iPr-2-OH DA
amicarbazone [N-(1,1-dimethylethyl)-
4,5-dihydro-3-(1-hydroxy-1-
methylethyl)-5-ox0-1H-1,2,4-triazole-1-
carboxamide], calculated as parent
equivalents, in or on the following
commodities when present therein as a
result of application of amicarbazone to
the growing crops in paragraph (a) of
this section:

Commaodity Parts per million
Alfalfa, forage ................. 0.05
Alfalfa, hay .....ccccoocvenenne 0.10
Cotton, gin byproducts ... 0.30
Cotton, undelinted seed 0.07
Soybean, forage ............. 1.50
Soybean, hay ........ 5.0
Soybean, seed ... 0.80
Wheat, forage .... 0.50
Wheat, grain ..........ccc...... 0.10
Wheat, grain, milled by-

products ........cccceeeeennns 0.15
Wheat, hay .... 1.0
Wheat, straw ................... 0.50

[FR Doc. 05-18951 Filed 9-22-05; 8:45 am]
BILLING CODE 6560-50-S

SUMMARY: This regulation establishes
tolerances for residues of pyridaben in
or on hop, dried cones; papaya; star
apple; sapote, black; mango; sapodilla;
sapote, mamey; canistel, fruit, stone,
group 12; strawberry; and tomato.
Interregional Research Project Number 4
(IR-4) requested these tolerances under
the Federal Food, Drug, and Cosmetic
Act (FFDCA), as amended by the Food
Quality Protection Act of 1996 (FQPA).
EPA is also deleting certain pyridaben
tolerances that are no longer needed as
result of this action.

DATES: This regulation is effective
September 23, 2005. Objections and
requests for hearings must be received
on or before November 22, 2005.

ADDRESSES: To submit a written
objection or hearing request follow the
detailed instructions as provided in
Unit VI. of the SUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under docket
identification (ID) number OPP-2005—
0267. All documents in the docket are
listed in the EDOCKET index at http://
www.epa.gov/edocket. Although listed
in the index, some information is not
publicly available, i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT:
Barbara Madden, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 305—6463; e-mail address:
madden.barbara@epa.gov.

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this Action Apply to Me?

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

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

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

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

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

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

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

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

II. Background and Statutory Findings

In the Federal Register of July 3, 2003
(68 FR 39942) (FRL-7315-4), EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of
pesticide petitions (0E6068, 1E6226,
1E6303, 2E6457, and 2E6460) from IR-
4, 681 U.S. Highway #1 South, North
Brunswick, NJ 08902-3390. The
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petitions requested that 40 CFR 180.494
be amended by establishing tolerances
for residues of pyridaben, 2-tert-butyl-5-
(4-tert-butylbenzylthio)-4-
chloropyridazin-3(2H)-one in or on the
following raw agricultural commodities:
Strawberry at 2.5 parts per million
(ppm) (PP 0E6068); hop, dried cones at
10.0 ppm (PP 1E6226); tomato at 0.2
ppm (PP 1E6303); fruit, stone, group at
2.5 ppm (PP 2E6457); papaya, black
sapote, canistel, mamey sapote, mango,
sapodilla, and star apple at 0.1 ppm (PP
2E6460). The tomato petition was
subsequently amended to propose a
tolerance at 0.15 ppm. Registration for
tomato will be limited to greenhouse
grown tomato based on the available
residue data. The petitioner also
proposed that established tolerances for
nectarine, peach, plum, and prune at 2.5
ppm be deleted since they will be
superceded by the tolerance for fruit,
stone, group 12 at 2.5 ppm. That notice
included a summary of the petition
prepared by BASF Corporation, the
registrant. The Agency received one
comment expressing support for this
action.

EPA is also deleting the apricot, sweet
cherry and tart cherry tolerances in
§ 180.494(a) since they expired on June
30, 2004, and will also be superceded by
the tolerance for fruit, stone, group 12.

Section 408(b)(2)(A)@) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA

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

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 of FFDCA
and a complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7) at http://www.epa.gov/fedrgstr/EPA-
PEST/1997/November/Day-26/
p30948.htm.

ITI. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D)
of FFDCA, EPA has reviewed the

available scientific data and other
relevant information in support of this
action. EPA has sufficient data to assess
the hazards of and to make a
determination on aggregate exposure,
consistent with section 408(b)(2) of
FFDCA, for a tolerance for residues of
pyridaben, 2-tert-butyl-5-(4-tert-
butylbenzylthio)-4-chloropyridazin-
3(2H)-one in or on hop, dried cones at
10.0 ppm; papaya at 0.10 ppm, star
apple at 0.10 ppm; sapote, black at 0.10
ppm; mango at 0.10 ppm; sapodilla at
0.10 ppm; sapote, mamey at 0.10 ppm;
canistel at 0.10 ppm; fruit, stone, group
12 at 2.5 ppm; strawberry at 2.5 ppm;
and tomato at 0.15 ppm. EPA’s
assessment of exposures and risks
associated with establishing the
tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by pyridaben are
discussed in Table 1 of this unit as well
as the no observed adverse effect level
(NOAEL) and the lowest observed
adverse effect level (LOAEL) from the
toxicity studies reviewed.

TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY

Guideline No. Study Type Results
870.3100 90-Day oral toxicity--rats | NOAEL in males: = 4.94 mg/kg/day and NOAEL in females: 2.64 mg/kg/day
LOAEL = 11.55 mg/kg/day based on decreased body weight (bwt) gain, food con-
sumption, food efficiency and altered clinical pathology parameters in males and a
LOAEL of 5.53 mg/kg/day based on decreased body weight gain and food effi-
ciency in females
870.3100 90-Day oral toxicity mice | NOAEL = males: 4.07 and females: 4.92 mg/kg/day
LOAEL = males: 13.02 and females: 14.65 mg/kg/day based on decreased body
weight gain
870.3150 90-Day oral toxicity--non- | NOAEL = 1.0 mg/kg/day
rodents LOAEL = 4.0 mg/kg/day based on increased incidence of clinical signs and de-
creased body weight gain in both sexes
870.3150 90-Day oral toxicity--non- | NOAEL = < 2.4 mg/kg/day
rodents LOAEL < 2.4 mg/kg/day based on increased incidence of clinical signs and depletion
of fat in all treated animals
870.3200 21-Day dermal toxicity NOAEL = 100 mg/kg/day
LOAEL = 300 mg/kg/day based on decreased body weight gain observed in females
870.3465 30-Day inhalation toxicity | NOAEL = 0.001 mg/L
LOAEL = 0.003 mg/L based on increased incidence of clinical signs and clinical
chemistry changes in both sexes and decreased body weight gain in females
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxICITY—Continued

Guideline No. Study Type Results
870.3700 Prenatal developmental Maternal NOAEL = 4.7 mg/kg/day
oral toxicity - rodents Maternal LOAEL = 13 mg/kg/day based on decreased body weight, body weight
gain and food consumption

Developmental NOAEL = 13 mg/kg/day

Developmental LOAEL = 30 mg/kg/day based on deceased fetal body weight and
incomplete ossification of bones

870.3700 Prenatal developmental Maternal NOAEL = 70 mg/kg/day
dermal toxicity - non- Maternal LOAEL = 170 mg/kg/day based on deceased body weight and food con-
rodents sumption

Developmental NOAEL = 170 mg/kg/day

Developmental LOAEL = 450 g/kg/day based on increased incidence of fetuses with
retarded growth (incompletely ossified skull)

870.3700 Prenatal developmental Maternal NOAEL = 5 mg/kg/day
oral toxicity - non- Maternal LOAEL = 15 mg/kg/day based on decreases in body weight, body weight
rodents gain, food consumption and abortions

Developmental NOAEL = 15 mg/kg/day (HDT). No toxicity was observed at any
dose, therefore, the NOAEL is equal to or greater than highest dose tested

Developmental LOAEL = > 15 mg/kg/day

870.3800 Reproduction and fertility | Parental/Systemic NOAEL = males: 2.20 and females: 2.41 mg/kg/day
effects Parental/Systemic LOAEL = males: 6.31 and females: 7.82 mg/kg/day based on de-
creased body weight, body weight gains, and food efficiency

Offspring NOAEL = 2.2 mg/kg/day

Offspring LOAEL = 6.3 mg/kg/day based on decreased pup body weight and body
weight gain

Reproductive NOAEL = males: 6.31 and females: 7.82 mg/kg/day (HDT). No repro-
ductive toxicity was observed at any dose

Reproductive LOAEL = males: > 6.31 and > 7.82 mg/kg bwt/day (HDT)

870.4100 Chronic toxicity-dogs NOAEL = Not established

LOAEL = 0.5 mg/kg/day based on increased clinical signs of toxicity in both sexes

and decreased body weight gain in females
870.4100 Chronic toxicity--dogs NOAEL = Not established

LOAEL = 1.0 mg/kg/day based on increased clinical signs of toxicity in both sexes

and decreased body weight gain in females
870.4200 Carcinogenicity--rats NOAEL = males: 1.13 and females: 1.46 mg/kg/day

LOAEL = males: 5 and females: 6.52 mg/kg/day based on decreased body weight
and body weight gain observed in males and females, and decreased alanine
transferase in males

There was no evidence of carcinogenicity

870.4300 Carcinogenicity--mice NOAEL = 2.78 mg/kg/day (males and females)

LOAEL = males: 8.88 and females: 9.74 mg/kg/day) based on decreased body
weight gain, decreased food efficiency and changes in organ weights and
histopathology (males)

No evidence of carcinogenicity

870.5100 Gene mutation - Sal- Negative
monella

870.5300 Gene mutation in Chinese | Negative
hamster cultured V-79

870.5380 Mutagenic- structural Negative
chromosome aberration
-in vitro cytogenetics -
Chinese hamster

870.5385 Mutagenic - structural Negative
chromosome aberration
- micronucleus - mouse

870.5500 Mutagenic- DNA damage/ | Negative

repair- E. Coli
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxICITY—Continued

Guideline No. Study Type Results
870.6200 Acute oral neurotoxicity - NOAEL = 44 mg/kg (both sexes)
rat LOAEL = 80 mg/kg/day based on increased incident of piloerection, hypoactivity,
tremors, partially closed eyes, and decreases in body weight gain and food con-
sumption
No neuropathological effects were observed
870.6200 Subchronic neurotoxicity NOAEL = males: 8.5 and females: 9.3 mg/kg/day
screening battery LOAEL = males: 28.8 and females: 31.1 mg/kg/day based on decreased body
weight, body weight gain, food consumption and food efficiency in both sexes
No neuropathological effects were observed
870.7485 Metabolism and phar- Rapidly metabolized. Gastrointestinal tract was the major site for distribution, and
macokinetics elimination. Highest residues were found in liver, pancreas, spleen, kidney, lymph
node and fat. Parent compound was metabolized to 20 - 30 metabolites and were
resolved in urine and feces

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, the dose at which no adverse
effects are observed (the NOAEL) from
the toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the lowest
dose at which adverse effects of concern
are identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL

was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify non-
threshold hazards such as cancer. The
Q* approach assumes that any amount

of exposure will lead to some degree of
cancer risk, estimates risk in terms of
the probability of occurrence of
additional cancer cases. More
information can be found on the general
principles EPA uses in risk
characterization at http://www.epa.gov/
pesticides/health/human.htm.

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

TABLE 2.— SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR PYRIDABEN FOR USE IN HUMAN RISK ASSESSMENT

Exposure/Scenario

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

Special FQPA SF and
Level of Concern for Risk
Assessment

Study and Toxicological Effects

Acute dietary (all populations)
UF =100

NOAEL = 44 mg/kg/day

Acute Reference Dose (RfD)
= 0.44 mg/kg/day

Special FQPA SF = 1X
Acute Population Adjusted
Dose (aPAD) = acute
RfD/Special FQPA SF =

0.44 mg/kg/day

Acute Neurotoxicity-Rat

LOAEL = 80 mg/kg/day based on an in-
creased incidence of piloerection,
hypoactivity, tremors and partially closed
eyes, decreased body weight gain and food
consumption

Chronic dietary (all populations)
UF =100

day

LOAEL = 0.5 mg/kg/day

Chronic RfD = 0.005 mg/kg/

Special FQPA SF = 1X
cPAD = chronic RfD/Spe-
cial FQPA SF = .005

mg/kg/day

Chronic Feeding-Dog

LOAEL = 0.5 mg/kg/day based on an in-
creased incidence of ptyalism, emesis and
soft stools, and decreased body weight gain
in females. EPA determined that this LOAEL
could be used in risk assessment without an
additional safety factor because the effects
seen were minimal

Cancer (oral, dermal, inhala-
tion)

Pyridaben has been classified as a Group E chemical (i.e. evidence of non-carcinogenicity for humans)
based on the lack of evidence of carcinogenicity in male and female rats as well as in male and female mice

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. Tolerances have been
established (40 CFR 180.494) for the
residues of pyridaben, in or on a variety
of raw agricultural commodities
including nectarine, peach, plum, and
prune at 2.5 ppm. Tolerances have also
been established for milk and fat, meat,
and meat byproducts for cattle, goat,

hog, horse, and sheep. Risk assessments
were conducted by EPA to assess
dietary exposures from pyridaben in
food as follows:

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

exposure. The Dietary Exposure
Evaluation Model (DEEM™) analysis
evaluated the individual food
consumption as reported by
respondents in the United States
Department of Agriculture (USDA)
1994-1996 and 1998 nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII) and accumulated
exposure to the chemical for each
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commodity. The following assumptions
were made for the acute exposure
assessments: A Tier 3, acute dietary-
exposure assessment (probabilistic) was
conducted for pyridaben. The
probabilistic assessment was based
upon residue distribution files or
anticipated-residue estimates derived
from crop field trial data for most
commodities; processing factors from
processing studies were utilized for
most processed commodities; and
percent crop-treated estimates and
projected market-share estimates were
utilized for most crops.

ii. Chronic exposure. In conducting
the chronic dietary exposure
assessment, EPA used the Dietary
Exposure Evaluation Model software
with the Food Commodity Intake
Database (DEEM-FCID™), which
incorporates food consumption data as
reported by respondents in the USDA
1994-1996 and 1998 nationwide CSFII,
and accumulated exposure to the
chemical for each commodity. The
following assumptions were made for
the chronic exposure assessments: A
Tier 2, partially-refined, chronic dietary-
exposure assessment was conducted for
pyridaben. Anticipated-residue
estimates were utilized to account for
the residues of concern for risk
assessment derived from proposed and
established tolerance levels; and percent
crop-treated estimates and projected
market-share estimates were utilized for
most crops.

iii. Cancer. Pyridaben has been
classified as not likely to be
carcinogenic to humans. Therefore, a
quantitative exposure assessment was
not conducted to assess cancer risk.

iv. Anticipated residue and percent
crop treated (PCT) information. Section
408(b)(2)(E) of the FFDCA authorizes
EPA to use available data and
information on the anticipated residue
levels of pesticide residues in food and
the actual levels of pesticide chemicals
that have been measured in food. If EPA
relies on such information, EPA must
pursuant to section 408(f)(1) require that
data be provided 5 years after the
tolerance is established, modified, or
left in effect, demonstrating that the
levels in food are not above the levels
anticipated. Following the initial data
submission, EPA is authorized to
require similar data on a time frame it
deems appropriate. For the present
action, EPA will issue such Data Call-
Ins for information relating to
anticipated residues as are required by
FFDCA section 408(b)(2)(E) and
authorized under FFDCA section
408(f)(1). Such Data Call-Ins will be
required to be submitted no later than

5 years from the date of issuance of this
tolerance.

Section 408(b)(2)(F) of FFDCA states
that the Agency may use data on the
actual percent of food treated for
assessing chronic dietary risk only if the
Agency can make the following
findings: Condition 1, that the data used
are reliable and provide a valid basis to
show what percentage of the food
derived from such crop is likely to
contain such pesticide residue;
Condition 2, that the exposure estimate
does not underestimate exposure for any
significant subpopulation group; and
Condition 3, if data are available on
pesticide use and food consumption in
a particular area, the exposure estimate
does not understate exposure for the
population in such area. In addition, the
Agency must provide for periodic
evaluation of any estimates used. To
provide for the periodic evaluation of
the estimate of PCT as required by
section 408(b)(2)(F) of FFDCA, EPA may
require registrants to submit data on
PCT.

The Agency used PCT information as
follows:

4% almonds, 20% apples, 34%
apricots, 25% cherries, 10% cranberry,
35% grapefruit, 10% grapes, 4%
lemons, 8% oranges, 8% peaches, 22%
pears, 8% plums and prunes, 15%
nectarines, 1% pistachios, 25%
strawberry, 25% tangerines, 8%
tomatoes, and 35% for meat and milk.
The following PCT data were used in
the chronic dietary exposure analysis:
2.5% almonds, 10% apples, 34%
apricots, 2.5% cherries, 10% cranberry,
15% grapefruit, 5% grapes, 2.5%
lemons, 5% oranges, 5% peaches, 15%
pears, 5% plums and prunes, 19%
strawberry, 15% tangerines, and 4%
tomatoes.

EPA uses an average PCT for chronic
dietary risk analysis. The average PCT
figure for each existing use is derived by
combining available federal, state, and
private market survey data for that use,
averaging by year, averaging across all
years, and rounding up to the nearest
multiple of five except for those
situations in which the average PCT is
less than one. In those cases <1% is
used as the average and <2.5% is used
the maximum. EPA uses a maximum
PCT for acute dietary risk analysis. The
maximum PCT figure is the single
maximum value reported overall from
available federal, state, and private
market survey data on the existing use,
across all years, and rounded up to the
nearest multiple of five. In most cases,
EPA uses available data from USDA/
National Agricultural Statistics Service
(USDA/NASS), Proprietary Market
Surveys, and the National Center for

Food and Agriculture Policy (NCFAP)
for the most recent 6 years.

EPA projects PCT for a new
insecticide use by assuming that the
PCT for the insecticide’s initial 5 years
will not exceed the average PCT of the
dominant insecticide (the one with the
largest PCT) within all insecticides over
three latest available years. The PCT's
included in the average may be each for
the same insecticide or for different
insecticides since the same or different
insecticides may dominate for each year
selected. Typically, EPA uses USDA/
NASS as the source for raw PCT data
because it is non-proprietary and
directly available without computation.

This method of projecting PCT for a
new insecticide use, with or without
regard to specific pest(s), produces an
upper-end projection that is unlikely, in
most cases, to be exceeded in actuality
because the dominant insecticide is
well-established and accepted by
farmers. Factors that bear on whether a
projection based on the dominant
insecticide could be exceeded are
whether the new insecticide is more
efficacious or controls a broader
spectrum of pests than the dominant
insecticide, whether it is more cost-
effective than the dominant insecticide,
and whether it is likely to be readily
accepted by growers and experts. These
factors have been considered for this
insecticide new use, and they indicate
that it is unlikely that actual PCT for
this new use will exceed the PCT for the
dominant insecticide in the next 5
years.

2. Dietary exposure from drinking
water. The Agency lacks sufficient
monitoring exposure data to complete a
comprehensive dietary exposure
analysis and risk assessment for
pyridaben in drinking water. Because
the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling taking into account data on
the physical characteristics of
pyridaben. Further information
regarding EPA drinking water models
used in pesticide exposure assessment
can be found at http://www.epa.gov/
oppefed1/models/water/index.htm.

Based on the EPA’s Pesticide Root
Zone Model/Exposure Analysis
Modeling System (PRZM/EXAMS) and
Screening Concentrations in Ground
Water (SCI-GROW) models, the
estimated environmental concentrations
(EECs) of pyridaben for acute exposures
are estimated to be 12 parts per billion
(ppb) for surface water and 0.007 ppb
for ground water. The EECs for chronic
exposures are estimated to be 2.2 ppb
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for surface water and 0.007 ppb for
ground water.

3. From non-dietary exposure. The
term ‘“‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets). Pyridaben
is not registered for use on any sites that
would result in residential exposure.

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

Unlike other pesticides for which EPA
has followed a cumulative risk approach
based on a common mechanism of
toxicity, EPA has not made a common
mechanism of toxicity finding as to
pyridaben and any other substances and
pyridaben does not appear to produce a
toxic metabolite produced by other
substances. EPA has also evaluated
comments submitted that suggested
there might be a common mechanism
among pyridaben and other named
pesticides that cause brain effects. EPA
concluded that the evidence did not
support a finding of common
mechanism for pyridaben and the
named pesticides. For the purposes of
this tolerance action, therefore, EPA has
not assumed that pyridaben has a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the policy statements
released by EPA’s Office of Pesticide
Programs concerning common
mechanism determinations and
procedures for cumulating effects from
substances found to have a common
mechanism on EPA’s website at http://
www.epa.gov/pesticides/cumulative/.

D. Safety Factor for Infants and
Children

1. In general. Section 408 of FFDCA
provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the data base on
toxicity and exposure unless EPA
determines based on reliable data that a
different margin of safety will be safe for
infants and children. Margins of safety

are incorporated into EPA risk
assessments either directly through use
of a MOE analysis or through using
uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans. In applying
this provision, EPA either retains the
default value of 10X when reliable data
do not support the choice of a different
factor, or, if reliable data are available,
EPA uses a different additional safety
factor value based on the use of
traditional uncertainty factors and/or
special FQPA safety factors, as
appropriate.

2. Prenatal and postnatal sensitivity.
There is no quantitative and/or
qualitative evidence of increased
susceptibility of rat or rabbit fetuses to
in utero exposure to pyridaben. There is
no evidence of increased quantitative
and/or qualitative susceptibility to
pyridaben following prenatal exposure
in a 2—generation reproduction study in
the rat. There are no concerns or
residual uncertainties for prenatal/
postnatal toxicity.

Pyridaben elicited weak clinical signs
(piloerection, hypoactivity, tremors) in
an acute neurotoxicity study and a
transient effect on the righting reflex in
a subchronic feeding study. These signs
were initially judged to be evidence of
neurotoxicity and a Developmental
Neurotoxicity (DNT) study was
required. However, further evaluation of
the entire weight of evidence has led to
the conclusion that these signs are non-
specific in nature and not indicative of
a direct effect on the nervous system.

Pyridaben has weak neurotoxicity
signs as demonstrated in the acute
neurotoxicity study in rats. Piloerection,
hypoactivity, tremors, and partially
closed eyes were observed in animals in
the 100 mg/kg bwt group. In the
subchronic neurotoxicity study,
transient poorly coordinated righting
reflex was observed in high dose males
(28.8 mg/kg bwt/day) in the absence of
other neurotoxicity or neuropathology
in the subchronic neurotoxicity study.
Inhibition of plasma cholinesterase
activity occurred at the highest dose
(27.68 mg/kg bwt/day) in females only
in the 90—day rat feeding study.

The Agency has determined that the
DNT study is no longer required based
on the following:

o The lack of evidence for
abnormalities in the development of the
fetal nervous system including the
prenatal developmental toxicity studies
in either rats (oral gavage up to 1,000
mg/kg/day) or rabbits (oral greater than
15 mg/kg/day and dermal up to 450 mg/
kg/day) and the 2—generation
reproduction study in rats (up to 6.31

mg/kg/day).

e The levels at which effects occurred
in the acute and subchronic
neurotoxicity studies were the highest
doses tested where significant toxicity,
other than neurotoxic signs were noted.
Transient piloerection and hypoactivity
were noted in the mid dose males (100
mg/kg/day) and piloerection,
hypoactivity, tremors and partially
closed eyes were observed in animals in
the 200 mg/kg bwt group (highest dose
tested) in the acute neurotoxicity study
in rats. There was also transient (only 1
week), poorly coordinated righting
reflex in highest dose tested (28.8 mg/
kg/day) in males only in the subchronic
neurotoxicity study. No neuropathology
was noted in either study.

e Inhibition of plasma (butyryl and
acetyl) cholinesterase activity at the
highest dose tested (27.68 mg/kg/day,
females) in the standard 90—day rat
feeding study, this was not seen in the
reversibility phase of the study.
Pyridaben may have some flexibility
and charge characteristics which would
allow it to interact with the
cholinesterase receptor in some tissues,
but this response is not indicative of a
neurotoxic mode of action.

¢ Only transient (appearing at only
week 8, but not at weeks 4 or 13), poorly
coordinated righting reflex in high dose
males (28.8 mg/kg bwt/day) was
observed in the absence of neurotoxicity
in the subchronic neurotoxicity study.

e No other study of any duration
showed evidence of neurotoxic effects
(clinical signs, organ weights,
histopathology) and the studies were
tested high enough to elicit frank
toxicity (other than neurotoxicity).

e The 2—generation reproduction
study in rats included developmental
and neurotoxicity assessments. The
observations included a comprehensive
evaluation of clinical signs, onset and
completion of pinna (ear) unfolding,
hair growth, tooth eruption, eye
opening, auditory and visual function
assessed using the startle response and
examination of pupil closure along with
assessment of the visual placement
response. No effects were noted up to
and including the highest dose tested
(6.31 mg/kg/day). No effects were noted
on reproductive parameters. The
observed effects in the 2—generation
reproduction study were minimal in
nature involving only body weight and
food consumption.

3. Conclusion. There is a complete
toxicity data base for pyridaben and
exposure data are complete. There is no
quantitative or qualitative evidence of
increased susceptibility of rat and rabbit
fetuses to in utero exposure to
pyridaben in developmental studies.
There is no quantitative or qualitative
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evidence of increased susceptibility to
pyridaben following prenatal/postnatal
exposure in a 2—generation reproduction
study incorporating neurotoxicity
measurements. There is no concern for
developmental neurotoxicity resulting
from exposure to pyridaben. Since there
was no observed evidence of potential
developmental neurotoxicity in short-
and long-term toxicity studies in rats,
mice, and dogs, a DNT study is not
required.

The dietary exposure scenarios
includes metabolites and/or degradates
of concern and the dietary food
exposure assessment is refined for acute
food exposure and partially refined for
chronic food exposure. Although
refined, the assessments are based on
reliable data and will not underestimate
exposure/risk. The dietary drinking
water assessment (Tier 2 estimates)
utilizes values generated by models and
associated modeling parameters which
are designed to provide conservative,
health protective, high-end estimates of
water concentrations. There are no
residential uses of pyridaben.

Based on these data, the Agency has
reduced the FQPA Safety Factor to 1X
and a developmental neurotoxicity
study will not be required.

E. Aggregate Risks and Determination of
Safety

The Agency currently has two ways to
estimate total aggregate exposure to a
pesticide from food, drinking water, and
residential uses. First, a screening
assessment can be used, in which the
Agency calculates drinking water levels
of comparison (DWLOCs) which are
used as a point of comparison against
EECs. The DWLOC values are not
regulatory standards for drinking water,
but are theoretical upper limits on a

pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food and residential
uses. In calculating a DWLOC, the
Agency determines how much of the
acceptable exposure (i.e., the PAD) is
available for exposure through drinking
water (e.g., allowable chronic water
exposure (mg/kg/day) = cPAD - (average
food + residential exposure)). This
allowable exposure through drinking
water is used to calculate a DWLOC.

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

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

More recently the Agency has used
another approach to estimate aggregate

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

There are no existing or proposed
uses for pyridaben that would result in
residential non-dietary exposure,
therefore aggregate acute and chronic
risks are based solely on exposure from
food and water, which are as follows:

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food to pyridaben will
occupy 3% of the aPAD for the U.S.
population, 2% of the aPAD for females
13 years and older, 4% of the aPAD for
all infants < 1 year old, and 6% of the
aPAD for children 1-2 years old, the
children subpopulation at greatest
exposure. In addition, there is potential
for acute dietary exposure to pyridaben
in drinking water. To estimate total
aggregate exposure to a pesticide from
food and drinking water the Agency
calculated DWLOGs which are used as
a point of comparison against EECs.
After calculating DWLOCs and
comparing them to the EECs for surface
water and ground water, EPA does not
expect the aggregate exposure to exceed
100% of the aPAD, as shown in Table
3 of this unit:

TABLE 3.—AGGREGATE RISK ASSESSMENT FOR ACUTE EXPOSURE TO PYRIDABEN

Population Subgroup aPAEg)(mg/ WE’F%EQ)D Wi?er];aEEC Wgtr:rugcéc De\(/;IL_JtOeC
(ppb) (ppb) (ppb)
U.S. population 0.44 3 12 0.007 15,000
Females (13-49 years old) 0.44 2 12 0.007 12,900
Children (1-2 years old) 0.44 6 12 0.007 4,100
All infants (< 1 year old) 0.44 4 12 0.007 4,200

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that exposure to pyridaben from food
will utilize 13% of the cPAD for the
U.S. population, 29% of the cPAD for

all infants < 1 year old, and 47% of the
cPAD for children 1-2 years old the
subpopulation at greatest exposure. In
addition, there is potential for chronic
dietary exposure to pyridaben in
drinking water. After calculating

DWLOGs and comparing them to the
EECs for surface water and ground
water, EPA does not expect the
aggregate exposure to exceed 100% of
the cPAD, as shown in Table 4 of this
unit:
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TABLE 4.—AGGREGATE RISK ASSESSMENT FOR CHRONIC (NON-CANCER) EXPOSURE TO PYRIDABEN

Population/Subgroup Ci’g}?j/g;g/ %EIEOF(’)gI))/ Wgtl:ar:aEcEC/ Wgtg)ruE(IjE/C/ gc&ﬁgg
(ppb) (ppb) (ppb)
U.S. population 0.005 13 2.2 0.007 150
Children (1-2 years old) 0.005 47 2.2 0.007 27
All infants (< 1 year old) 0.005 29 2.2 0.007 40

3. Short-term and Intermediate-term
risks. Short-term aggregate exposure
takes into account residential exposure
plus chronic exposure to food and water
(considered to be a background
exposure level). Intermediate-term
aggregate exposure takes into account
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).
Pyridaben is not registered for use on
any sites that would result in residential
exposure. Therefore, the aggregate risk
is the sum of the risk from food and
water, which do not exceed the
Agency'’s level of concern.

4. Aggregate cancer risk for U.S.
population. Pyridaben has been
classified as not likely to be
carcinogenic to humans. Therefore,
pyridaben is expected to pose at most a
negligible cancer risk.

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

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
(GC/ECD method, BASF D9312) is
available to enforce the tolerance
expression. The method may be
requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—2905; e-mail address:
residuemethods@epa.gov.

B. International Residue Limits

There are no Codex MRLs for
pyridaben on hops, tropical fruit, stone
fruit, strawberry, and tomatoes.
Therefore, no compatibility questions
exist with respect to Codex.

C. Response to Comments

The Agency received one comment
expressing support for this action.

V. Conclusion

Therefore, tolerances are established
for residues of pyridaben, 2-tert-butyl-5-
(4-tert-butylbenzylthio)-4-
chloropyridazin-3(2H)-one in or on hop,
dried cones at 10.0 ppm; papaya at 0.10
ppm; star apple at 0.10 ppm; sapote,
black at 0.10 ppm; mango at 0.10 ppm;
sapodilla at 0.10 ppm; sapote, mamey at
0.10 ppm; canistel at 0.10 ppm; fruit,
stone, group 12 at 2.5 ppm; strawberry
at 2.5 ppm; and tomato at 0.15 ppm.

VI. Objections and Hearing Requests

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

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

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2005-0267 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 November 22, 2005.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the

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

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

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VL.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2005-0267, to: Public Information
and Records Integrity Branch,
Information Technology and Resource
Management Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001. In person or by courier, bring a
copy to the location of the PIRIB
described in ADDRESSES. You may also
send an electronic copy of your request
via e-mail to: opp-docket@epa.gov.
Please use an ASCII file format and
avoid the use of special characters and
any form of encryption. Copies of
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electronic objections and hearing
requests will also be accepted on disks
in WordPerfect 6.1/8.0 or ASCII file
format. Do not include any CBI in your
electronic copy. You may also submit an
electronic copy of your request at many
Federal Depository Libraries.

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

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

VII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995

(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “‘meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” ‘Policies
that have federalism implications” is
defined in the Executive Order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any ““tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive Order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and

responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII Congressional Review Act

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

List of Subjects in 40 CFR Part 180

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

Dated: September 19, 2005.
Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.
m Therefore, 40 CFR chapter Iis
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 180.494 is amended by
removing the entries for “apricot”;
“cherry, sweet””; “‘cherry, tart”;
“nectarine”; “peach”; “plum”’; and
“prune” from the table in paragraph (a)
and by alphabetically adding the
following commodities to the table in
paragraph (a) to read as follows:

§180.494 Pyridaben; tolerance for
residues.

(a) * * %
Revoca-
Commodity Parts per million tl?'g/tiec:(r?l-
date
Canistel ........ 0.10 | None
Fruit, stone, 2.5 | None
group 12.
Hop, dried 10.0 | None
cones.
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Revoca- (ODMDS) in the Atlantic Ocean offshore authority to designate ocean disposal
Commodity Parts per million tion/expi- Port Royal, South Caro.lina,.as an EPA- sites to .the Regiopal Adm.inistrator of
rgtlsn approved ocean dumping site for the the Region in which the sites are
@€ disposal of suitable dredged material. located. This designation is being made
« « « « « This action is necessary to provide an pursuant to that authority.
Mango .......... 0.10 | None acceptable'ocean d1sp0§al site for The EPA Ocean Dumping Regulations
* * * * * consideration as an option for dredged  promulgated under MPRSA (40 CFR
Papaya ......... 0.10 | None material disposal projects in the greater  Chapter I, Subchapter H, § 228.4) state
Sapodil 010! N POlft pral, S.outh-Car'ohna, vicinity. that ocean dumping sites will be
Szggt el a;)lack 010 Ngz: This site designation is for an indefinite  designated by promulgation in this part
Sapote’ 0.10 | None perlgd O_f time, bUt t_he site 18 subjectto 228, This site designation is being
ma m,ey. ’ continuing monitoring to Insure that published as final rulemaking in
. . . . . pnacceptable adverse environmental accordance with § 228.4(e) of the Ocean
Star apple ..... 0.10 | None impacts do not occur. Dumping Regulations, which permits
Strawberry ... 2.5 | None DATES: This rule is effective on October  the designation of ocean disposal sites
Tomato ......... 0.15 | None 24, 2005. for dredged material.
. . . . . ADDRESSES: The file supporting this B. Regulated Entities

[FR Doc. 05-19058 Filed 9—22-05; 8:45 am)]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 228
[FRL-7973-8]
Ocean Dumping; Site Designation

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

SUMMARY: EPA today designates a new
Ocean Dredged Material Disposal Site

designation is available for public
inspection at the following location:
EPA Region 4, Sam Nunn Atlanta
Federal Center, 61 Forsyth Street, SW.,
Atlanta, Georgia 30303.

FOR FURTHER INFORMATION CONTACT: Gary
W. Collins, (404) 562-9395.
SUPPLEMENTARY INFORMATION:

A. Background

Section 102(c) of the Marine
Protection, Research, and Sanctuaries
Act (MPRSA) of 1972, as amended, 33
U.S.C. 1401 et seq., gives the
Administrator of EPA the authority to
designate sites where ocean disposal
may be permitted. On October 1, 1986,
the Administrator delegated the

Entities potentially affected by this
action are persons, organizations, or
government bodies seeking to dispose of
dredged material into ocean waters
offshore Port Royal, South Carolina,
under the MPRSA and its implementing
regulations. This final rule is expected
to be primarily of relevance to parties
seeking permits from the U.S. Army
Corps of Engineers (COE) to transport
dredged material for the purpose of
disposal into ocean waters and to the
COE itself for its own dredged material
disposal projects. Potentially regulated
categories and entities that may seek to
use the proposed dredged material
disposal site may include:

Category

Examples of potentially regulated entities

Federal Government ..........ccccceveeeneesieeneeseeenne
Industry and General Public ...........ccccovvrvennnne.

State, local and tribal governments ....................

U.S. Army Corps of Engineers Civil Works Projects, U.S. Marine
Corps, and Other Federal Agencies.

Port Authorities, Marinas and Harbors, Shipyards, and Marine Repair
Facilities, Berth Owners.

Governments owning and/or responsible for ports, harbors, and/or
berths, Government agencies requiring disposal of dredged material
associated with public works projects.

This table is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. To determine
whether your organization is affected by
this action, you should carefully
consider whether your organization is
subject to the requirement to obtain an
MPRSA permit in accordance with
Section 103 of the MPRSA and the
applicable regulations at 40 CFR Parts
220 and 225, and whether you wish to
use the site subject to today’s action.
EPA notes that nothing in this final rule
alters the jurisdiction or authority of
EPA or the types of entities regulated
under the MPRSA. Questions regarding
the applicability of this final rule to a
particular entity should be directed to
the contact person listed in the

preceding FOR FURTHER INFORMATION
CONTACT section.

C. EIS Development

Section 102(2)(C) of the National
Environmental Policy Act (NEPA) of
1969, as amended, 42 U.S.C. 4321 et
seq., requires that Federal agencies
prepare an Environmental Impact
Statement (EIS) on proposals for
legislation and other major federal
actions significantly affecting the
quality of the human environment. The
object of NEPA is to build into the
agency decision making process careful
consideration of all environmental
aspects of proposed actions. While
NEPA does not apply to EPA activities
of this type, EPA has voluntarily
committed to prepare NEPA documents
in connection with ocean disposal site

designations. (See 63 FR 58045 [October
29, 1998], “Notice of Policy and
Procedures for Voluntary Preparation of
National Environmental Policy Act
(NEPA) Documents.”)

EPA, in cooperation with the
Charleston District COE, has prepared a
Final EIS (FEIS) entitled ‘“Final
Environmental Impact Statement for the
Port Royal Ocean Dredged Material
Disposal Site Designation.” On June 25,
2004, the Notice of Availability of the
FEIS for public review and comment
was published in the Federal Register
(69 FR 35597 [June 25, 2004]). Anyone
desiring a copy of the EIS may obtain
one from the address given above. The
public comment period on the FEIS
closed on July 26, 2004.

EPA received one comment letter on
the FEIS from the South Carolina
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Department of Health and
Environmental Control. This letter states
the Department’s findings that the
proposed ODMDS would be consistent
with the State’s Coastal Zone
Management Program.

Pursuant to an Office of Water policy
memorandum dated October 23, 1989,
EPA has evaluated the proposed site
designation for consistency with the
State of South Carolina’s (the State)
approved coastal management program.
EPA has determined that the
designation of the proposed site is
consistent to the maximum extent
practicable with the State coastal
management program, and submitted
this determination to the State for
review in accordance with EPA policy.
As stated above, the State agrees with
this determination.

The action discussed in the FEIS is
the permanent designation for
continuing use of an ODMDS near Port
Royal, South Carolina. The purpose of
this action is to provide an
environmentally acceptable option for
the continued ocean disposal of dredged
material. The need for the permanent
designation of a Port Royal ODMDS is
based on a demonstrated COE need for
ocean disposal of maintenance dredged
material from the Federal navigation
projects in the greater Port Royal Sound
area. However, every disposal activity
by the COE is evaluated on a case-by-
case basis to determine the need for
ocean disposal for that particular case.
The need for ocean disposal for other
projects, and the suitability of the
material for ocean disposal, will be
determined on a case-by-case basis as
part of the COE’s process of issuing
permits for ocean disposal for private/
federal actions and a public review
process for its own actions.

For the Port Royal ODMDS, the COE
and EPA would evaluate all federal
dredged material disposal projects
pursuant to the EPA criteria given in the
Ocean Dumping Regulations (40 CFR
220-229) and the COE regulations (33
CFR 209.120 and 335-338). The COE
issues MPRSA permits to private
applicants for the transport of dredged
material intended for ocean disposal
after compliance with regulations has
been determined. EPA has the right to
disapprove any ocean disposal project
if, in its judgment, the MPRSA
environmental criteria [Section 102(a)]
or conditions of designation [Section
102(c)] are not met.

The FEIS discusses the need for this
site designation and examines ocean
and non-ocean disposal site alternatives
to the proposed action. Specific
alternatives considered were the two
interim ocean sites, sites off the

continental shelf, land disposal sites,
and sites that might be used for shore
protection.

D. Site Designation

On February 24, 2005, EPA proposed
designation of an ODMDS for
continuing disposal of dredged material
from the Port Royal Sound area. The
period on this proposal closed on April
11, 2005. One e-mail letter of comment
was received opposing not only the
designation of this site, but all ocean
disposal in principle. In response to this
letter, EPA reiterates its support of
beneficial uses of dredged material,
when appropriate, and that this action
is in accordance with MPRSA and the
EPA Ocean Dumping Regulations
promulgated under MPRSA. In addition,
any project which proposes to dispose
of dredged material within this site
must evaluate the material to determine
its suitability for ocean disposal. Only
dredged material which has been shown
to meet the ocean dumping criteria
would be permitted to be placed in this
site.

The site is located approximately 7
nautical miles offshore Bay Point Island,
South Carolina. The proposed ODMDS
occupies an area of about 1.0 square
nautical miles (nmi2). Water depths
within the area average 36 feet (ft.). The
coordinates of the New Port Royal site
proposed for final designation are as
follows:

Latitude Longitude

32°05.00" N 80°36.47" W
32°05.00" N 80°35.30° W
32°04.00’ N 80°35.30° W
32°04.00" N 80°36.47" W

E. Regulatory Requirements

Pursuant to the Ocean Dumping
Regulations, 40 CFR 228.5, five general
criteria are used in the selection and
approval for continuing use of ocean
disposal sites. Sites are selected so as to
minimize interference with other
marine activities, to prevent any
temporary perturbations associated with
the disposal from causing impacts
outside the disposal site, and to permit
effective monitoring to detect any
adverse impacts at an early stage. Where
feasible, locations off the Continental
Shelf and other sites that have been
historically used are to be chosen. In
this case, locations off the Continental
Shelf are not feasible and no
environmental benefit would be
obtained by selecting such a site.
Historical use of this site has not
resulted in substantial adverse effects to
living resources of the ocean or to other
uses of the marine environment. If, at
any time, disposal operations at a site
cause unacceptable adverse impacts,

further use of the site can be restricted
or terminated by EPA. The site conforms
to the five general criteria.

In addition to these general criteria in
§228.5, §228.6 lists the 11 specific
criteria used in evaluating a disposal
site to assure that the general criteria are
met. Application of these 11 criteria
constitutes an environmental
assessment of the impact of disposal at
the site. The characteristics of the site
are reviewed below in terms of these 11
criteria (the EIS may be consulted for
additional information).

1. Geographical Position, Depth of
Water, Bottom Topography, and
Distance From Coast (40 CFR
228.6(a)(1))

The boundary of the site is given
above. The northern boundary of the
site is located about 7 nmi offshore of
Bay Point Island, South Carolina. The
site is approximatelty 1.0 nmiZ2 in area.
The bottom topography is relatively flat
and featureless, with water depths
averaging 36 ft.

2. Location In Relation to Breeding,
Spawning, Nursery, Feeding, or Passage
Areas of Living Resources in Adult or
Juvenile Phases (40 CFR 228.6(a)(2))

Many of the area’s species spend their
adult lives in the offshore region, but are
estuary-dependent because their
juvenile stages use a low salinity
estuarine nursery region. Specific
migration routes are not known to occur
within the site. The site is not known to
include any major breeding or spawning
area. Due to the motility of finfish, it is
unlikely that disposal activities will
have any significant impact on any of
the species found in the area. In a letter
dated October 23, 2003, the Habitat
Conservation Division of National
Marine Fisheries Service concurred
with our assessment that this
designation would not have a
substantial individual or cumulative
adverse impact on essential fish habitat,
or fishery resources.

3. Location in Relation to Beaches and
Other Amenity Areas (40 CFR
228.6(a)(3))

The site is located approximately 7
nmi from the coast. Considering the
previous disposal activities of the
existing ODMDS (designated by the COE
under Section 103 authority), dredged
material disposal at the site is not
expected to have an effect on the
recreational uses of these beaches.
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4. Types and Quantities of Wastes
Proposed To Be Disposed of, and
Proposed Methods of Release, Including
Methods of Packing the Waste, If Any
(40 CFR 228(a)(4))

The types of materials to be disposed
of within this site are dredged materials
as described in type and quantity by
Section 2 of the FEIS. Between the years
1992 and 2003, approximately 200,000
cubic yards (annual average) have been
ocean disposed within this area,
typically once every two years. To date,
the material from the Federal navigation
project has been excluded from testing.
Future disposal, which would be by
hopper dredge or dump scow, should
not change significantly by either
volume or frequency. All disposals shall
be in accordance with the approved Site
Management and Monitoring Plan
(SMMP) developed for this site (FEIS,
Appendix B).

5. Feasibility of Surveillance and
Monitoring (40 CFR 228.6(a)(5))

Due to the relative proximity of the
site to shore and its depth, surveillance
will not be difficult. The SMMP for the
Port Royal ODMDS has been developed
and was included as an appendix in the
FEIS. This SMMP establishes a
sequence of monitoring surveys to be
undertaken to determine any impacts
resulting from disposal activities. The
SMMP may be reviewed and revised by
EPA. A copy of the SMMP may be
obtained at the address given above.

6. Dispersal, Horizontal Transport and
Vertical Mixing Characteristics of the
Area Including Prevailing Current
Direction and Velocity, If Any (40 CFR
228.6(a)(6))

A detailed current study, along with
fate modelling of dredged material, was
not deemed necessary because almost
all of the material historically placed in
the ocean has been sand. Therefore, a
site-specific current study was not
conducted within the site. Transport of
disposed material should not present
any adverse impacts. In summary,
littoral drift is reported to be
predominantly southwestward, while
nearshore surface currents are derived
primarily from wind stress, and are
subject to extreme variability.

7. Existence and Effects of Current and
Previous Discharges and Dumping in
the Area (Including Cumulative Effects)
(40 CFR 228.6(a)(7))

This site, as well as past interim sites
nearby, has been used to dispose of the
material from the Port Royal Sound area
since 1956. Subsequent monitoring of
these disposals and the long-term effects

show that no adverse impacts have, or
are likely to occur to the area.

8. Interference with Shipping, Fishing,
Recreation, Mineral Extraction,
Desalination, Fish and Shellfish
Culture, Areas of Special Scientific
Importance and Other Legitimate Uses
of the Ocean (40 CFR 228.6(a)(8))

The location of the ODMDS was
selected to avoid interference with
commercial shipping. It is not
anticipated that the site would interfere
with any recreational activity. In
addition, mineral extraction, fish and
shellfish culture, and desalination
activities do not occur in the area.

9. The Existing Water Quality and
Ecology of the Site as Determined by
Available Data or by Trend Assessment
or Baseline Surveys (40 CFR 228.6(a)(9))

Appropriate water quality and
ecological assessments have been
performed at the site. The most
abundant benthic invertebrates found
within the site were the annelid
Polygrodius sp., the bivalve Ervilia
concentrica, the polychaete Prionospio
cristata, annelids in the class
Oligochaeta, and the bivalve Crassinella
lunulata. These five taxa accounted for
more than 40 percent of total number of
individuals collected. More detailed
information concerning the water
quality and ecology at the ODMDS is
presented in the FEIS. A copy of the
FEIS may be obtained at any of the
addresses given above.

10. Potentiality for the Development or
Recruitment of Nuisance Species in the
Disposal Site (40 CFR 228.6(a)(10))

The disposal of dredged materials
should not attract or promote the
development of nuisance species. No
nuisance species have been reported to
occur at previously utilized disposal
sites in the vicinity.

11. Existence at or in Close Proximity to
the Site of Any Significant Natural or
Cultural Features of Historical
Importance (40 CFR 228.6(a)(11))

There are no known such natural or
cultural features of historical
importance. As stated in the FEIS, this
action has fully complied with both the
Archaeological and Historic
Preservation Act and the National
Historic Preservation Act, as amended.

F. Site Management

Site management of the Port Royal
ODMDS is the responsibility of EPA, in
cooperation with the COE. The COE
issues permits to private applicants for
ocean disposal; however, EPA/Region 4

assumes overall responsibility for site
management.

The SMMP for the Port Royal ODMDS
was developed as a part of the process
of completing the EIS. This plan
provides procedures for both site
management and for the monitoring of
effects of disposal activities. This SMMP
is intended to be flexible and may be
reviewed and revised by the EPA.

G. Proposed Action

The EIS concludes that the site may
be appropriately designated for use. The
site is compatible with the 11 specific
and five general criteria used for site
evaluation.

The designation of the Port Royal site
as an EPA-approved ODMDS is being
published as final rulemaking. Overall
management of this site is the
responsibility of the Regional
Administrator of EPA/Region 4.

It should be emphasized that, if an
ODMDS is designated, such a site
designation does not constitute EPA’s
approval of actual disposal of material
at sea. Before ocean disposal of dredged
material at the site may commence, the
COE must evaluate a permit application
according to EPA’s Ocean Dumping
Criteria. EPA has the right to disapprove
the actual disposal, if it determines that
environmental concerns under MPRSA
have not been met.

The Port Royal ODMDS is not
restricted to disposal use by federal
projects; private applicants may also
dispose suitable dredged material at the
ODMDS once relevant regulations have
been satisfied. This site is restricted,
however, to suitable dredged material
from the greater Port Royal, South
Carolina, vicinity.

H. Regulatory Assessments
1. Executive Order 12866

Under Executive Order 12866, EPA
must determine whether the regulatory
action is “significant”” and therefore
subject to OMB review and the
requirements of the Executive Order.
The Order defines ‘‘significant
regulatory action” as one that is likely
to result in a rule that may:

(a) Have an annual effect on the
economy of $100 million or more or
adversely affect in a material way the
economy, a sector of the economy,
productivity, competition, jobs, the
environment, public health or safety, or
State, local, or tribal governments or
communities;

(b) Create a serious inconsistency or
otherwise interfere with an action taken
or planned by another agency;

(c) Materially alter the budgetary
impact of entitlements, grants, user fees,
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or loan programs or the rights and
obligations of recipients thereof; or

(d) Raise novel legal or policy issues
arising out of legal mandates, the
President’s priorities, or the principles
set forth in the Executive Order.

EPA has determined that this action is
not a ‘“‘significant regulatory action”
under the terms of Executive Order
12866 and is therefore not subject to
OMB review.

2. Paperwork Reduction Act

This rule would not impose an
information collection burden under the
provisions of the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501, et seq.)
because it would not require persons to
obtain, maintain, retain, report, or
publicly disclose information to or for a
Federal agency.

3. Regulatory Flexibility Act

Under the Regulatory Flexibility Act,
EPA is required to perform a Regulatory
Flexibility Analysis for all rules that
may have a significant impact on a
substantial number of small entities.
EPA has determined that this action will
not have a significant impact on small
entities since the designation will only
have the effect of providing an
environmentally acceptable disposal
option for dredged material on a
continued basis. Consequently, by
publication of this Rule, the Regional
Administrator certifies that this action
will not have a significant impact on a
substantial number of small entities and
therefore does not necessitate
preparation of a Regulatory Flexibility
Analysis.

4. Unfunded Mandates Reform Act

Title II of the Unfunded Mandates
Reform Act (UMRA), Public Law 104—4,
establishes requirements for Federal
agencies to assess the effects of their
regulatory actions on State, local, and
tribal governments and the private
sector. Under section 202 of the UMRA,
EPA generally must prepare a written
statement, including a cost-benefit
analysis, for proposed and final rules
with Federal Mandates that may result
in expenditures to State, local, and
tribal governments, in the aggregate, or
to the private sector, of $100 million or
more in any one year. Before
promulgating an EPA rule for which a
written statement is needed, section 205
of the UMRA generally requires EPA to
identify and consider a reasonable
number of regulatory alternatives and
adopt the least costly, most cost-
effective or least burdensome alternative
that achieves the objectives of the rule.
The provisions of section 205 do not
apply when they are inconsistent with

applicable law. Moreover, section 205
allows EPA to adopt an alternative other
than the least costly, most cost-effective
or least burdensome alternative, if the
Administrator publishes with the final
rule an explanation of why that
alternative was not adopted. Before EPA
establishes any regulatory requirements
that may significantly or uniquely affect
small governments, including tribal
governments, it must have developed
under section 203 of the UMRA a small
government agency plan. The plan must
provide for notifying potentially
affected small governments to have
meaningful and timely input in the
development of EPA regulatory
proposals with significant Federal
intergovernmental mandates, and
informing, educating, and advising
small governments on compliance with
the regulatory requirements.

EPA has determined that this action
contains no Federal mandates (under
the regulatory provisions of Title II of
the UMRA) for State, local and tribal
governments or the private sector. It
imposes no new enforceable duty on
any State, local or tribal governments or
the private sector. Thus, the
requirements of section 202 and section
205 of the UMRA do not apply to this
proposed rule. Similarly, EPA has also
determined that this action contains no
regulatory requirements that might
significantly or uniquely affect small
government entities. Thus, the
requirements of section 203 of the
UMRA do not apply to this final rule.

5. Executive Order 13132

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

This final rule does not have
federalism implications. It will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132. As described
elsewhere in this preamble, today’s
action would only have the effect of
providing a continual use of an ocean

disposal site pursuant to section 102(c)
of MPRSA. Thus, Executive Order
13132 does not apply to this final rule.
Although section 6 of Executive Order
13132 does not apply, EPA did consult
with State officials in developing this
action and no concerns were raised.

6. Executive Order 13175

Executive Order 13175, entitled
“Consultation and Coordination with
Indian Tribal Governments” (65 FR
67249, November 9, 2000), requires EPA
to develop an accountable process to
ensure ‘“‘meaningful and timely input by
tribal officials in the development of
regulatory policies that have tribal
implications.” This final rule does not
have tribal implications, as specified in
Executive Order 13175. As described
elsewhere in this preamble, today’s
action would only have the effect of
providing continual use of an ocean
disposal site pursuant to section 102(c)
of MPRSA. Thus, Executive Order
13175 does not apply to this final rule.

7. Executive Order 13045

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

This final rule is not subject to the
Executive Order because it is not
economically significant as defined in
Executive Order 12866, and because
EPA does not have any reason to believe
the environmental health or safety risks
addressed by this action present a
disproportionate risk to children. As
described elsewhere in this preamble,
today’s action would only have the
effect of providing continual use of an
ocean disposal site pursuant to section
102(c) of MPRSA.

8. Executive Order 13211

This final rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355 (May
22, 2001)) because it is not a significant
regulatory action under Executive Order
12866.
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9. National Technology Transfer
Advancement Act

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

10. Executive Order 12898

Executive Order 12898 requires that,
to the greatest extent practicable and
permitted by law, each Federal agency
must make achieving environmental
justice part of its mission. Executive
Order 12898 provides that each Federal
agency must conduct its programs,
policies, and activities that substantially
affect human health or the environment
in a manner that ensures that such
programs, policies, and activities do not
have the effect of excluding persons
(including populations) from
participation in, denying persons
(including populations) the benefits of,
or subjecting persons (including
populations) to discrimination under
such programs, policies, and activities
because of their race, color, or national
origin.

No action from this final rule would
have a disproportionately high and
adverse human health and
environmental effect on any particular
segment of the population. In addition,
this rule does not impose substantial
direct compliance costs on those
communities.

11. The Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,

the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a ““major rule” as
defined by 5 U.S.C. 804(2).
Accordingly, the requirements of
Executive Order 12898 do not apply.

List of Subjects in 40 CFR Part 228

Environmental protection, Water
pollution control.

Dated: September 14, 2005.
J.I. Palmer, Jr.,
Regional Administrator for Region 4.

m In consideration of the foregoing,
Subchapter H of Chapter I of Title 40 is
amended as follows:

PART 228—[AMENDED]

m 1. The authority citation for part 228
continues to read as follows:

Authority: 33 U.S.C. 1412 and 1418.

m 2. Section 228.15 is amended by
adding (h)(23) to read as follows:

§228.15 Dumping sites designated on a
final basis.
* * * * *

(h) * * *

(23) Port Royal, SC; Ocean Dredged
Material Disposal Site.

(i) Location (NAD83): 32°05.00" N.,
80°36.47" W.; 32°05.00" N., 80°35.30" W.;
32°04.00” N., 80°35.30" W.; 32°04.00" N.,
80°36.47" W.

(ii) Size: Approximately 1.0 square
nautical miles.

(iii) Depth: Averages 36 feet.

(iv) Primary use: Dredged material.

(v) Period of use: Continuing use.

(vi) Restriction: Disposal shall be
limited to suitable dredged material
from the greater Port Royal, South
Carolina, vicinity. Disposal shall
comply with conditions set forth in the
most recent approved Site Management
and Monitoring Plan.

* * * * *

[FR Doc. 05-19063 9-22-05; 8:45 am|
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 300
[FRL-7973-9]

National Oil and Hazardous
Substances Pollution Contingency
Plan; National Priorities List

AGENCY: Environmental Protection
Agency.

ACTION: Notice of Deletion of the
Nutmeg Valley Road Site from the
National Priorities List.

SUMMARY: The Environmental Protection
Agency (“EPA” or the “Agency”’) New
England (Region 1) announces the
deletion of the Nutmeg Valley Road Site
(““Site’’) from the National Priorities List
(“NPL”). The NPL constitutes appendix
B of 40 part 300 which is the National
Oil and Hazardous Substances Pollution
Contingency Plan (“NCP”), which EPA
promulgated pursuant to section 105 of
the Comprehensive Environmental
Response, Compensation and Liability
Act (“CERCLA”) of 1980, as amended.
EPA and the Connecticut Department of
Environmental Protection (““CT DEP”)
have determined that the Site poses no
significant threat to public health or the
environment and, therefore, no further
remedial measures pursuant to CERCLA
are appropriate.

EFFECTIVE DATE: September 23, 2005.

FOR FURTHER INFORMATION CONTACT:
Karen Lumino, Remedial Project
Manager, at 617-918-1348, or,
lumino.karen@epa.gov.

SUPPLEMENTARY INFORMATION: The site to
be deleted from the NPL is:

Nutmeg Valley Road Site, Wolcott,
New Haven County, Connecticut.

A Notice of Intent to Delete for this
Site was published in the Federal
Register on August 5, 2005 (70 FR
45334). The closing date for comments
on the Notice of Intent to Delete was
September 6, 2005. No comments were
received therefore, EPA has not
prepared a Responsiveness Summary.

EPA identifies sites that appear to
present a significant risk to public
health, welfare, or the environment and
it maintains the NPL as the list of those
sites. Any site deleted from the NPL
remains eligible for fund-financed
remedial actions in the unlikely event
that conditions at the site warrant such
action. Section 300.425(e)(3) of the NCP
states that fund-financed actions may be
taken at sites deleted from the NPL.
Deletion of a site from the NPL does not
affect responsible party liability or
impede agency efforts to recover costs
associated with response efforts.

List of Subjects in 40 CFR Part 300

Environmental protection, Air
pollution control, Chemicals, Hazardous
substances, Hazardous waste,
Intergovernmental relations, Penalties,
Reporting and recordkeeping
requirements, Superfund, Water
pollution control, Water supply.
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Dated: September 15, 2005.
Ira W. Leighton,
Acting Regional Administrator, U.S. EPA—
New England.
m For the reasons set out in the
preamble, 40 CFR part 300 is amended
as follows:

PART 300—[AMENDED]

m 1. The authority citation for Part 300
continues to read as follows:

Authority: 33 U.S.C. 1321(c)(2); 42 U.S.C.
9601-9657; E.O. 12777, 56 FR 54757, 3 CFR,
1991 Comp., p.351; E.O. 12580, 52 FR 2923;
3 CFR, 1987 Comp., p. 193.

Appendix B—[Amended]

m 2. Table 1 of Appendix B to Part 300
is amended by removing the entry for
the “Nutmeg Valley Road Site in
Wolcott, Connecticut.”

[FR Doc. 05-19054 Filed 9-22-05; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 300
[FRL-7974-1]

National Oil and Hazardous
Substances Pollution Contingency
Plan; National Priorities List

AGENCY: Environmental Protection
Agency.

ACTION: Deletion of the Jones Sanitation
Superfund Site from the National
Priorities List.

SUMMARY: The Environmental Protection
Agency (EPA), Region 2 office,
announces the deletion of the Jones
Sanitation Superfund Site (Site), located
in Hyde Park, New York, from the
National Priorities List (NPL).

The NPL is appendix B to the
National Oil and Hazardous Substances
Pollution Contingency Plan (NCP), 40
CFR part 300, which EPA promulgated
pursuant to section 105 of the
Comprehensive Environmental

Response, Compensation, and Liability
Act (CERCLA) of 1980, as amended.
EPA and the State of New York, through
the New York State Department of
Environmental Conservation (NYSDEC),
have determined that potentially
responsible parties have implemented
all appropriate response actions
required. Moreover, EPA and NYSDEC
have determined that with proper
monitoring, operation and maintenance,
this Site poses no significant threat to
public health or the environment.

EFFECTIVE DATE: September 23, 2005.

FOR FURTHER INFORMATION CONTACT: Ms.
Isabel Rodrigues, Remedial Project
Manager, Emergency and Remedial
Response Division, U.S. Environmental
Protection Agency, Region 2, 290
Broadway, 20th Floor, New York, New
York 10007-1866, phone (212) 637—
4248; fax: (212) 637-4284;
e-mail:Rodrigues.Isabel@EPA.GOV.

SUPPLEMENTARY INFORMATION: The site to
be deleted from the NPL is: Jones
Sanitation Superfund Site, Town of
Hyde Park, Dutchess County, New York.
A direct final deletion and a notice of
intent to delete of the Site were
published in the Federal Register on
July 7, 2005 ( 70 FR 30217 and 39180
to 39182). In these notices, EPA
requested public comment on the
proposed NPL deletion of the Site until
August 8, 2005. During the 30-day
comment period, EPA received
correspondence offering critical
comments. As a result of the critical
comments, EPA published a Notice of
Withdrawal of Direct Final Deletion of
the Site on September 1, 2005. EPA
evaluated the comments received and
prepared a Responsiveness Summary
and has concluded after a review of the
comments that the Site does not pose a
significant threat to public health or the
environment. Copies of the
Responsiveness Summary are available
at the following repositories: U.S.
Environmental Protection Agency,
Superfund Records Center, 290
Broadway, Room 1828, New York, New
York 10007-1866, (212) 637—4308; and,

Hyde Park Free Public Library, 2 Main
Street, Hyde Park, NY 12538.

EPA identifies sites that appear to
present a significant risk to public
health or the environment, and it
maintains the NPL as the active list of
these sites. As described in 40 CFR
300.425(e)(3), any site deleted from the
NPL remains eligible for remedial action
in the unlikely event that conditions at
a site warrant such action. Deletion of
a site from the NPL does not affect the
liability of potentially responsible
parties nor does it impede EPA efforts
to recover costs associated with
response efforts.

List of Subjects in 40 CFR Part 300

Environmental protection, Air
pollution control, Chemicals, Hazardous
substances, Hazardous waste,
Intergovernmental relations, Penalties,
Reporting and recordkeeping
requirements, Superfund, Water
pollution control, Water supply.

Dated: September 9, 2005.
Alan J. Steinberg,
Regional Administrator, Region II.

Authority

m For the reasons set out in the
preamble Part 300 Title 40 of Chapter I
of the Code of Federal Regulations is
amended as follows:

PART 300—[AMENDED]

m 1. The authority citation for Part 300
continues to read as follows:

Authority: 33 U.S.C. 1321(c)(2); 42 U.S.C.
9601-9657; E.O. 12777, 56 FR 54757, 3 CFR,
1991 Comp., p. 351; E.0.12580, 52 FR 2923,
3 CFR, 1987 Comp., p. 193.

Appendix B—[Amended]

m 2. Table 1 of Appendix B to Part 300

is amended under New York (NY) by
removing the site name “Jones
Sanitation” and the corresponding city/
county designation ‘“Hyde Park/
Dutchess County.”

[FR Doc. 05-19055 Filed 9—22-05; 8:45 am)]
BILLING CODE 6560-50—P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE

Food and Nutrition Service

7 CFR Parts 271, 273, 275, and 277
RIN 0584—-AD37

Food Stamp Program: Discretionary
Quality Control Provisions of Title IV of
Public Law 107-171

AGENCY: Food and Nutrition Service,
USDA.

ACTION: Proposed rule.

SUMMARY: On May 13, 2002, the
President signed the Farm Security and
Rural Investment Act of 2002. Title IV
of that law, the Food Stamp
Reauthorization Act of 2002, contains
provisions substantively revising the
Quality Control system. This rule
proposes to amend the Food Stamp
Program regulations to implement
certain discretionary provisions
concerning the Quality Control system
in Sections 4118 and 4119 of the Food
Stamp Reauthorization Act of 2002.
This rule would establish new
timeframes for completing individual
Quality Control reviews and establish
procedures for resolving liabilities
following appeal decisions. This rule
proposes to revise the negative case
review procedures and provides
procedures for households that break up
while subject to the penalty for refusal
to cooperate with a Quality Control
review. This rule also proposes several
additional policy changes and technical
corrections, including deletion of
material pertaining to enhanced
administrative funding for low error
rates, which was ended beginning in
Fiscal Year 2003 by the statute. An
interim rule published October 16,
2003, addressed certain non-
discretionary provisions concerning the
Quality Control system in Sections 4118
and 4119 of the Food Stamp
Reauthorization Act. The high
performance bonuses that replace the
administrative enhanced funding are
addressed in a separate rule published

February 7, 2005. This rule would affect
State agencies’ quality control review
operations, and it would alter the
impact on State agencies of assessment
and resolution of potential liabilities for
excessive payment error rates and
awarding of bonuses for superior
performance. Households sampled for
quality control review of their cases
would be minimally affected by this
rule.

DATES: Comments on this rulemaking
must be received on or before December
22, 2005.

ADDRESSES: The Food and Nutrition
Service, Department of Agriculture
invites interested persons to submit
comments on this proposed rule.
Comments may be submitted by any of
the following methods:

e E-mail: Send comments to
daniel. wilusz@fns.usda.gov.

e Fax: Submit comments by facsimile
transmission to: (703) 305—-0928.

e Mail: Send comments to Daniel
Wilusz, Quality Control Branch,
Program Accountability Division, Food
and Nutrition Service, USDA, 3101 Park
Center Drive, Alexandria, Virginia
22302.

e Hand Delivery or Courier: You may
also hand-deliver comments to us on the
8th floor at the above address.

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

FOR FURTHER INFORMATION CONTACT:
Questions regarding this rulemaking
should be addressed to Margaret Werts
Batko at the above address, by telephone
at (703) 305-2516, or via the Internet at
margaret.batko@fns.usda.gov.

SUPPLEMENTARY INFORMATION:

I. Additional Information on Comment
Filing/Electronic Access

Electronic Access and Filing Address

You may view and download an
electronic version of this proposed rule
at http://www.fns.usda.gov/fsp/. You
may also comment via the Internet at
the same address. Please include
“Attention: RIN 0584—-AD37” and your
name and return address in your
Internet message. If you do not receive
a confirmation from the system that we
have received your message, contact us
directly at 703—-305-2516.

Written Comments

Written comments on the proposed
rule should be specific, should be
confined to issues pertinent to the
proposed rule, and should explain the
reason for any change you recommend.
Where possible, you should reference
the specific section or paragraph of the
proposed rule you are addressing. We
may not consider or include in the
Administrative Record for the final rule
comments that we receive after the close
of the comment period or comments
delivered to an address other than those
listed above.

We will make all comments,
including names, street addresses, and
other contact information of
respondents, available for public
inspection on the 8th floor, 3101 Park
Center Drive, Alexandria, Virginia
22302 between 8:30 a.m. and 5 p.m.
Eastern time, Monday through Friday,
excluding Federal holidays.

II. Procedural Matters

Executive Order 12866

This rule has been determined to be
significant under E.O. 12866 and has,
therefore, been reviewed by the Office of
Management and Budget.

Executive Order 12372

The Food Stamp Program is listed in
the Catalog of Federal Domestic
Assistance under No. 10.551. 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 excluded from the scope
of Executive Order 12372 that requires
intergovernmental consultation with
State and local officials.

Regulatory Flexibility Act

This rule has been reviewed with
regard to the requirements of the
Regulatory Flexibility Act (5 U.S.C.
601-612). Eric M. Bost, Under Secretary
for Food, Nutrition, and Consumer
Services, has certified that this rule will
not have a significant economic impact
on a substantial number of small
entities. State and local welfare agencies
will be the most affected to the extent
that they administer the Program.

Public Law 104—4

Title II of the Unfunded Mandate
Reform Act of 1995 (UMRA) establishes
requirements for Federal agencies to
assess the effects of their regulatory
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actions on State, local, and tribal
governments and the private sector.
Under Section 202 of the UMRA, FNS
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
FNS 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 I of the UMRA) for
State, local, and tribal governments or
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.

Federalism Summary Impact Statement

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.
The Food and Nutrition Service has
considered this rule’s impact on State
and local agencies and has determined
that it does not have Federalism
implications under E.O. 13132.

Civil Rights Impact Analysis

FNS has reviewed this proposed rule
in accordance with the Department
Regulation 4300—4, ““Civil Rights Impact
Analysis,” to identify and address any
major civil rights impacts the rule might
have on minorities, women, and persons
with disabilities. After a careful review
of the rule’s intent and provisions, FNS
has determined that this rule has no
impact on any of the protected classes.
These changes primarily affect the
quality control (QC) review system and
not individual recipients’ eligibility for
or participation in the Food Stamp
Program. The only provision that has
any direct impact on recipients is the
conforming change made in
§273.2(d)(2). This section provides that
a recipient who refuses to cooperate
with a QC review of his or her case will
be terminated from further participation
in the Program; that if the household

reapplies during the annual review
period, it cannot be determined eligible
until it cooperates with the QC review;
and if it reapplies following the end of
the quality control review period, the
household is required to provide full
verification of its eligibility factors
before it can be certified. The purpose
of the requirement is to encourage
household cooperation with the QC
review of its case. In this rule we are
proposing a conforming amendment to
extend the timeframe of the penalty
consistent with the revised timeframe
for completing the QC review process
established in Section 4119 of the Food
Stamp Reauthorization Act of 2002 and
addressed in this proposed regulation at
§275.23. Significant protection exists
within the regulations to ensure that a
household is terminated solely for
refusal, and not inability, to cooperate.
A household so terminated also has the
right to request a fair hearing. Further,
the household has the ability to reverse
its termination by cooperating with the
QC review during the QC review period.
There were 56,954 active case
households subject to a QC review, and
2,101 households who refused to
cooperate with a QC review during
Fiscal Year 2002, the last year
information on non-cooperating
households was collected. Information
on protected class is not available for
these households.

All data available to FNS indicate that
protected individuals have the same
opportunity to participate in the Food
Stamp Program as non-protected
individuals. FNS specifically prohibits
the State and local government agencies
that administer the Program from
engaging in actions that discriminate
against any applicant or participant in
any aspect of program administration,
including, but not limited to, the
certification of households, the issuance
of coupons, the conduct of fair hearings,
or the conduct of any other program
service for reasons of age, race, color,
sex, handicap, religious creed, national
origin, or political beliefs (Food Stamp
Program nondiscrimination policy can
be found at § 272.6). Discrimination in
any aspect of program administration is
prohibited by these regulations, the
Food Stamp Act, the Age Discrimination
Act of 1975 (Pub. L. 94-135), the
Rehabilitation Act of 1973 (Pub. L. 93—
112, section 504), and title VI of the
Civil Rights Act of 1964 (42 U.S.C.
2000d). Enforcement action may be
brought under any applicable Federal
law. Title VI complaints shall be
processed in accord with 7 CFR part
15.”

Paperwork Reduction Act

This proposed rule contains reporting
or recordkeeping requirements that have
been approved by the Office of
Management and Budget (OMB) under
several separate information collections
under the Paperwork Reduction Act of
1995. The collections are:

0584-0034, Negative Quality Control
Review Schedule; Status of Sample
Selection and Completion, Form FNS-
245, and FNS-248: This rule does not
affect the negative review schedule,
Form FNS-245. In the most recent
approval of OMB Number 0584-0034,
the form FNS—247 (Statistical Summary
of Sample Distribution) was eliminated.
FNS has stopped requesting that this
form be completed and the information
be submitted. This rule removes the
requirement to submit the report from
the regulations. The elimination does
not affect the burden, as the burden has
already been adjusted for removal of
this form. In this rule we are proposing
to eliminate the Form FNS-248.
However, the information required to be
submitted on that form is still required.
The regulations currently permit that
this information be submitted in another
format. Accordingly, elimination of this
form will not affect the approved
burden for OMB Number 0584—0034.

0584-0074 (Form FNS-380,
Worksheet for Food Stamp Program
Quality Control Reviews); 0584-0299
(Form FNS-380-1, Quality Control
Review Schedule); and 0584-0303
(Sampling Plan, Arbitration, and Good
Cause): This rule does not affect these
information collections. This rule does
not change the requirements for
development and submittal of the
States’ sampling plans. This rule does
not change the requirements for
submitting cases for arbitration nor will
it impact the number of cases
anticipated to be submitted. This rule
does include the provisions for good
cause; however, those provisions are
unchanged except for redesignation.
Therefore, this rule will not impact the
burden currently approved for good
cause either.

OMB Number 0584-0010,
Performance Reporting System,
Management Evaluation, Data Analysis
and Corrective Action: Corrective action
planning is included under this
information collection package.
Regulations prior to passage of the Food
Stamp Reauthorization Act of 2002
required corrective action planning
whenever a State agency failed to reach
the yearly target, whenever a State
agency was not entitled to enhanced
funding, and when its negative case
error rate exceeded one percent. In an
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interim rule entitled “Non-Discretionary
Quality Control Provisions of Title IV of
Public Law 107-171" published on
October 16, 2003 at 68 FR 59519, the
regulations were changed to reflect the
provision in Section 4118 of the Food
Stamp Reauthorization Act of 2002 that
requires corrective action planning
whenever a State agency’s payment
error rate equals or exceeds six percent.
This requirement replaced the
requirement for corrective action
planning whenever a State agency failed
to reach the yearly target. In the
regulations as modified by the interim
rule, State agencies continued to be
required to do corrective action
whenever they were not entitled to
enhanced funding or when the negative
case error rate exceeded one percent. A
State agency was entitled to enhanced
funding when its payment error rate was
less than or equal to 5.90 percent and
its negative case error rate was less than
the national weighted mean negative
case error rate for the prior fiscal year.
This rule proposes to eliminate the
requirement that State agencies conduct
corrective action planning whenever a
State agency is not entitled to enhanced
funding because enhanced funding has
been eliminated by Section 4118 of the
Food Stamp Reauthorization Act of
2002. Elimination of this requirement
will not have a significant impact on
States’ requirements to do corrective
action planning because of the
requirement in the regulation to do
corrective action planning whenever the
State’s error rate exceeds six percent.
The change from 5.9 percent to six is
minimal. In Fiscal Year 2002, no State
below six percent did not get enhanced
funding. Further, in this rule we are
proposing to continue to require that
State agencies do corrective action
planning whenever a State’s negative
case error rate exceeds one percent.
Therefore, there is essentially no impact
resulting from removing the
requirement to do corrective action
planning whenever a State agency is not
entitled to enhanced funding.

Government Paperwork Elimination Act

In compliance with the Government
Paperwork Elimination Act, the Food
and Nutrition Service is committed to
providing electronic submission as an
alternative for information collections
associated with this rule. The Food and
Nutrition Service has made every effort
to streamline and automate these
processes. However, we are not able to
make the entire process electronic at
this time.

Part of the process allows electronic
submission. The Quality Control review
schedule (approved under OMB #0584—

0299) serves as both the data summary
entry form that the reviewer completes
during each review, and subsequently,
as the data input document for direct
data entry into the automated national
Food Stamp Quality Control System
(FSQCS) at the Kansas City Computer
Center. While the data are manually
collected on a paper form from
information extracted from a case file, it
is electronically submitted to the FSQCS
for tabulation and analysis. Some States
have developed and begun to use
computerized versions of the worksheet
(OMB number 0584—-0074), which
provides information collected on the
review schedule. In addition, FNS has
developed a computerized version of
the worksheet. States are being given the
option to continue to use their own
systems, the new computerized version
provided by FNS or the paper version.
When FNS computerized versions of the
worksheet are used, the information is
linked to and creates the review
schedule.

Under OMB number 0584—-0034, the
burden for collecting and reporting
information related to the review of
negative cases and the status of sample
selection and completion is approved.
The FNS-245 serves as both the data
summary entry form that the reviewer
completes during each negative case
review, and subsequently as the data
input document for direct data entry
into the FSQCS. Therefore, while data is
manually collected, it is electronically
submitted to the FSQCS for tabulation
and analysis. The FNS-248 (Status of
Sample Selection and Completion)
collects information on the status of
State reviews. The FNS—248 contains
necessary information not produced by
the automated system. However, much
of the form contains information that
can be obtained in other ways. The
regulations already provide that the
information can be submitted in another
format than the Form FNS-248. In this
rule, we are proposing to eliminate the
form and to require the States to submit
the necessary information as requested
by the appropriate regional offices.
States may submit this data
electronically.

The burden under OMB number
0584-0303 encompasses the sampling
plan, arbitration, and good cause. At
this time, these areas are not
substantively electronic submittals. To
the extent possible, States may submit
documents or portions of documents
electronically.

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 that conflict with its provisions
or that would otherwise impede its full
implementation. This rule is not
intended to have retroactive effect
unless so specified in the “Effective
Date” paragraph of the final rule. Prior
to any judicial challenge to the
provisions of this rule or the application
of its provisions, all applicable
administrative procedures must be
exhausted. In the Food Stamp Program
the administrative procedures are as
follows: (1) For Program benefit
recipients—State administrative
procedures issued pursuant to 7 U.S.C.
2020(e)(10) and § 273.15; (2) for State
agencies—administrative procedures
issued pursuant to 7 U.S.C. 2023 set out
at § 276.7 (for rules related to non-
quality control (QC) liabilities) or Part
283 (for rules related to QC liabilities);
(3) for retailers and wholesalers—
administrative procedures issued
pursuant to 7 U.S.C. 2023 set out at 7
CFR Part 279.

Regulatory Impact Analysis
Need for Action

This action is needed to implement
certain provisions of Sections 4118 and
4119 of Title IV, the Food Stamp
Reauthorization Act of 2002, Public Law
107-171, which was enacted on May 13,
2002. This rule proposes to amend the
Food Stamp Program regulations
concerning the Quality Control (QC)
system to eliminate enhanced funding,
to address the impact of appeals
decisions on the resolution of QC
liabilities for high payment error rates,
to revise the timeframes for completing
individual case reviews and the
timeframes for penalties for households
that refuse to cooperate with a QC
review, and to make a number of
technical policy changes and
corrections. This analysis addresses the
elimination of enhanced funding, the
impact of appeals decisions on the
resolution of QC liabilities for high
payment error rates, the revised
timeframes for completing individual
case reviews, the timeframes for
penalties for households that refuse to
cooperate with a QC review, validation
of the negative case error rate, and
corrective action planning. An interim
rule, published October 16, 2003, at 68
FR 59519, addressed the new liability
system established by Section 4118 of
the Food Stamp Reauthorization Act of
2002. The impact of the new liability
system was addressed in the impact
analysis for that rule. For greater
understanding of the impact of the
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changes to the liability system, the
reader is referred to the interim rule.

Cost Impact

This action does not directly impact
benefit levels or eligibility, so we do not
anticipate any impact on food stamp
benefit costs. The provision extending
the timeframes for verification of
households reapplying for benefits is
not expected to have a measurable
impact on benefit costs. Elimination of
enhanced funding will result in a
savings of administrative matching
funds. In 2002, the Agency paid $77.3
million in enhanced funding incentives
to 13 States. Over the five years between
1998 and 2002, the Agency paid $250

million in enhanced funding, for an
annual average of $50 million during
this period.

If State payment error rates remained
at their 1998-2002 levels, the annual
savings to the Food Stamp Program
would be $50 million and the five-year
savings would be $250 million.
However, this savings will be largely
offset by the establishment of the high
performance bonuses (addressed in the
final rule “High Performance Bonuses”
published February 7, 2005, at 70 FR
6313). See Table below.

Benefit Impact

Elimination of enhanced funding
based on payment accuracy would not

have a benefit impact on State
administrating agencies or on program
operations if considered in isolation.
However, when this provision is
combined with the new performance
bonus system in another rulemaking
that proposes to change performance
criteria from a narrow focus on payment
accuracy to a broader measure that
incorporates client service criteria in
addition to payment accuracy, the new
performance bonus system is expected
to encourage States to assess and
improve overall performance. Since the
new bonus system is capped at $48
million annually the impact of the two
rules will offset each other.

COST IMPACT OF CERTAIN QUALITY CONTROL PROVISIONS OF THE FOOD STAMP REAUTHORIZATION ACT OF 2002

(FEDERAL OUTLAYS)
[In millions of dollars]

2005

2006 2007 2008 2009 5-year

Elimination of Enhanced Funding ......................

-50

-50 -50 -50 —50 —250

The provisions affecting the
timeframes for completing individual
case reviews, procedures for appeals for
the resolution of QC liabilities, and the
procedures for treating households that
refuse to cooperate with QC reviews are
not expected to have any measurable
impact on program costs.

III. Background

On May 13, 2002, the President
signed Public Law 107-171, the Farm
Security and Rural Investment Act of
2002. Title IV of Public Law 107-171,
the Food Stamp Reauthorization Act of
2002 (FSRA), significantly revised the
sanction, liability, and enhanced
funding provisions of the Quality
Control (QC) system. An interim rule
entitled “Non-Discretionary Quality
Control Provisions of Title IV of Public
Law 107-171" was published October
16, 2003, at 68 FR 59519 that addressed
certain provisions of Sections 4118 and
4119. A final rule entitled “High
Performance Bonuses” was published
February 7, 2005, at 70 FR 6313 that
implemented Section 4120 of the Food
Stamp Reauthorization Act. This
rulemaking addresses the remaining
provisions of Sections 4118 and 4119 of
the Food Stamp Reauthorization Act. In
addition, it includes several
discretionary policy changes and
numerous technical corrections.

A. Enhanced Funding

The current regulations at § 275.1(b)
provide that the Department shall pay a
State agency enhanced administrative
funding if its payment error rate is less

than or equal to 5.90 percent and the
negative case error rate is less than the
national weighted mean negative case
error rate for the prior fiscal year.
Section 4118 of FSRA removed the
provision in the Food Stamp Act of
1977 for giving enhanced funding to
State agencies with low payment and
negative case error rates, effective fiscal
year (FY) 2003, effectively ending
enhanced payments. As a technical
detail, we are proposing to eliminate
§275.1(b)(1) and (b)(2) and to revise
§275.1(a) into a general introductory
paragraph, removing the ““(a)”” paragraph
designation. Section 4120 of the FSRA
replaces these enhanced funding
provisions with high performance
bonuses. Regulations addressing high
performance bonuses have been
published separately (proposed rule
published December 17, 2003, at 68 FR
70193; final rule published February 7,
2005, at 70 FR 6313).

Section 275.23(d) establishes
procedures for providing enhanced
funding. In accordance with the
elimination of enhanced funding, this
section is no longer necessary.
Therefore, we are proposing to remove
§275.23(d).

Section 275.3(c) requires that FNS
validate the negative case error rate
when a State agency’s payment error
rate for an annual review period appears
to entitle it to an increased share of
Federal administrative funding and its
reported negative case error rate for that
period is less than two percentage
points above the national weighted
mean negative case error rate for the

prior fiscal year. That section also
provides that FNS may review any
negative case for other reasons.
Validation of the negative case error rate
is no longer necessary for purposes of
establishing eligibility for enhanced
funding. However, we are proposing in
§ 275.3(c) to require that all States’
negative case error rates be validated by
FNS. We are proposing to require
universal validation of negatives for two
reasons. First, we believe that fair and
equitable treatment in terms of denying
households needs to be ensured.
Second, the negative error rate is one of
the measurements of high performance.
We believe that it is necessary to ensure
the accuracy of those error rates if
awards will be driven by these rates.

In addition, we are proposing to make
technical changes throughout Part 275
to remove references to enhanced
funding. These deletions are not
discussed in this preamble.

Part 277, Payments of Certain
Administrative Costs of State Agencies,
establishes the rules for paying State
agency administrative costs for
operating the Food Stamp Program. In
§ 277.4, paragraphs (b)(1), (b)(4), (b)(5),
and (b)(6) describe the procedures for
increasing State administrative funding
when State agency quality control error
rates meet certain standards. Each
paragraph provides the authority for
different fiscal year periods beginning
with Fiscal Year 1980. Sections
277.4(b)(1)(1), (b)(4), (b)(5), and (b)(6)
cover fiscal year periods beginning
October 1, 1980, through September 30,
1988. Section 277.4(b)(1)(ii) provides
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the authority for the period beginning
October 1988 and forward. The
authority in the Food Stamp Act for
§277.4(b)(1)(i) was removed by the
Hunger Prevention Act of 1988 (Public
Law 100—435). The authority for
§277.4(b)(4), (b)(5), and (b)(6) was
removed by the Omnibus Budget
Reconciliation Act of 1982 (Public Law
97-253). Section 4118 of the FSRA
eliminated enhanced funding based on
quality control error rates for fiscal years
beginning October 2002 and beyond,
thus making § 277.4(b)(1)(ii) obsolete for
FY2003 and beyond. All enhanced
funding for Fiscal Years 1980 through
2002 paid under any of these authorities
has already been made. Therefore, these
paragraphs are no longer necessary.
Accordingly, we are proposing to
remove § 277.4(b)(1), (b)(4), (b)(5), and
(b)(6). Sections 277.4(b)(2), (b)(3), (b)(7),
and (b)(8) are proposed to be
redesignated as § 277.4(b)(1), (b)(2),
(b)(3), and (b)(4), respectively. In
addition, we are proposing to correct the
references in redesignated § 277.4(b)(3)
to reflect these changes.

B. Disposition of Cases Where the
Household Refuses To Cooperate

Section 275.12(g) establishes
procedures for disposition of active
quality control cases. Section
275.12(g)(1)(ii) provides procedures for
handling cases when the household
refuses to cooperate in the review.
Under these procedures, the State
agency is required to notify the
household of the penalties for refusing
to cooperate with the review. In
§ 275.12(g)(1)(ii), regulations currently
provide that a reviewer may attempt to
complete the case if this notice has been
sent. This policy was revised by
memorandum on September 1, 1998, in
“Change 1 to the September 1997
version of FNS Handbook 310,” to
require the State agency reviewer to
attempt to complete the review. The
change was effective October 1, 1998.
The revised policy has been retained in
subsequent revisions of FNS Handbook
310. The Department requires such
completion because incomplete reviews
introduce bias into the system.
Consistent with this change in policy,
we are proposing to revise
§275.12(g)(1)(ii) to say that the reviewer
must attempt to complete the case. As
provided for in the FNS Handbook 310,
the reviewer will attempt to determine
all of the necessary information to the
point where either ineligibility or the
appropriate benefit allotment is
determined, verified, and documented.

C. Negative Case Reviews

In order to understand the parameters
of the changes being proposed in this
rulemaking for the review of negative
cases, the readers need to understand
the basic framework of the negative case
review process. A negative case is a case
where a household’s application for
food stamp benefits was denied or
where a household’s food stamp
benefits were suspended or terminated.
The negative universe includes all
negative actions that occur during the
review period. Under current rules,
State agencies may randomly select
negative cases for review by either
“action” or by “effective date.”
““Action” is a specific decision to deny,
suspend, or terminate a case. Each
action results in a notice to the
household advising the household of
the action. “Effective date” measures
the result of a negative action, that is,
that following the negative action, the
household does not receive benefits. It
measures the non-receipt of benefits
against the prior receipt of benefits. In
order for a case to be subject to review
as a negative case under the current
rules, there has to be a break in
participation, that is, a household
cannot receive uninterrupted benefits
for two full consecutive months.
Between the negative action and the
next date of participation, there must be
at least one day for which no benefits
are received. A negative case review
consists of a case file review. An
expanded review of items addressed in
the case is permitted if the case file does
not support the negative action under
review. Contact with the household
and/or collateral contacts should occur
only to clarify information in the case
record if the case record does not
support the negative action under
review. Contact with the household
and/or collateral contacts should occur
only to clarify information in the case
record if the case record does not
support the negative action under
review. This proposal would
significantly modify the process
described above in order to make the
process uniform among the States and to
eliminate inappropriate, excessive, and
unnecessary household contacts.

Although not currently required, the
Department has validated all State
agencies’ negative case error rates for
the past several years. As discussed
elsewhere in this rule, we are proposing
that the Department will validate all
State agencies’ negative case error rates
annually. In the process of performing
these validations, it has become
apparent that various State agencies
have interpreted the regulatory

provisions and Handbook review
provisions differently. Further, it has
become apparent that allowing the use
of two different measuring points, by
“action” or by “effective’ date, has
contributed to the differences among
State agencies. Secondarily, use of
“effective date” has resulted in
confusion when multiple negative
actions have occurred within the sample
month. This is particularly important in
determining the awarding of the high
performance bonus awards for low
negative case error rates. Finally, the
Department has become concerned that
some State QC workers, when they find
that the basis of a negative case action
is invalid, in an effort to find any reason
that the negative action might have been
valid, continue to review a household’s
case until any reason can be found to
support the negative action result. This
can result in multiple household and/or
collateral contacts. The Department
considers such contacts potentially
intimidating and believes it is necessary
to curtail their use. The Department
believes that it is important that all
States conduct negative reviews
interpreting the regulatory and
Handbook provisions the same way to
ensure that review results are
comparable.

First, the Department is proposing
that the negative universe be based on
“action,” eliminating the option to use
“effective date.” Use of the two different
selection criteria, “action” and
“effective date,” has resulted in
differences in the sampling universes
among the States and inconsistent
reviews. These sampling differences are
of statistical concern in calculating a
national negative case error rate.
Further, because multiple actions can
occur within a sampling period, but
only resulting in one denial,
suspension, or termination, States using
“effective date”” have to decide which of
the several actions to review. This
selection process can introduce bias into
the system. Focusing on “‘action” means
that each negative action would have an
equal opportunity to be sampled and
reviewed. Finally, negative reviews are
not measuring program losses, but
service to clients. Using “action” means
the review is based on the reason given
the household for the negative action.
We are proposing to revise
§275.11(e)(2)(i) and (e)(2)(ii)
accordingly.

Further, we are proposing to delete
the requirement that there be a break in
participation in order for a case to be
subject to review. Section
275.11(f)(2)(vi) provides that a negative
action would not be subject to review if
there were no break in participation.
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Changing the focus to the action
eliminates a need for measuring
whether there was a break in
participation. The break in participation
measures the effectiveness of the
negative action, the denial or end of a
households receipt of benefits.
Elimination of “break in participation”
is consistent with the change in focus to
“action” only reviews. A conforming
change is also being made to the
definition “Negative case” in § 271.2.

Finally, the Department is proposing
to eliminate the expanded review in
§275.13(b). As described above, the
expanded review allows the QC
reviewer to look beyond the reason
given for action taken by the EW to
deny, terminate, or suspend a
household. The QC reviewer may
examine the case file for additional
reasons to support the denial,
suspension, or termination. It also
permits contacting the household or a
collateral contact to clarify a reason for
the denial, suspension, or termination.
During the validation process, it has
become apparent that the expanded
review has become an opportunity to
search for information to eliminate an
invalid negative decision, making the
decision correct, rather than
determining the validity of the action
the EW took. The Department considers
this an inappropriate use of the review
process that needs to be curtailed.
Elimination of the expanded review is
also consistent with a review of
“action.” The QC review would be
focused solely on the action taken, not
on other possible negative actions that
could have been taken. Under this
proposal, an action could only be
determined “‘valid” if the case record
supported the negative action, as it was
presented to the household. If
documentation is missing in the case
file to support and verify the reason for
the specific denial action, the
Department is proposing to continue to
allow the QC reviewer to contact the
household or a collateral contact to
verify the validity of the specific
negative action. The Department
believes that this is necessary to curtail
reviews that are focused on eliminating
the error, rather than on determining the
validity of the action, and result in
excessive collateral contacts, negatively
impacting customer service. A
conforming change is also being made to
§275.13(c)(1).

We recognize that by evolving State
interpretations of the regulatory and
Handbook provisions to be the same,
these proposed revisions may change
the proportion of valid determinations.
However, the Department believes that
the consistent interpretations among the

States will yield information that more
accurately reflects actual negative
actions, and represents a better balance
between accuracy and customer service.

D. Corrective Action Planning

Section 4118 of the FSRA requires a
State agency to do corrective action
planning whenever its payment error
rate is six percent or greater. In the
interim rule published October 16, 2003
at 68 FR 59519, § 275.16(b)(1) was
revised to require corrective action
planning whenever a State agencys error
rate equals or exceeds six percent.
Current regulations provide that
corrective action planning shall also be
done by a State agency when the State
agency is not entitled to enhanced
funding (§ 275.16(b)(2)) or when the
State agencys negative case error rate
exceeds one percent (§ 275.16(b)(3)). We
are proposing to remove § 275.16(b)(2)
as no longer necessary because
enhanced funding has been eliminated.
In practical terms, this change will have
little impact on the number of State
agencies required to do corrective action
planning. In FY 2002, the last year of
enhanced funding, no State that had a
payment error rate of less than six
percent failed to qualify for enhanced
funding. We are proposing to continue
to require State agencies to conduct
corrective action planning whenever the
negative case error rate exceeds one
percent (§ 275.16(b)(3)), but are
proposing to redesignate § 275.16(b)(3)
as § 275.16(b)(2) to reflect the deletion
of § 275.16(b)(2). We believe that
retaining the requirement to do
corrective action planning when the
negative error rate exceeds one percent
is necessary to ensure that households
are not being inappropriately denied or
terminated in an effort to reduce
payment error rates. Also, this is
consistent with the High Performance
Bonuses final rule that provides criteria
for rewarding States with very low
negative case error rates. Finally, we are
proposing to redesignate § 275.16(b)(4),
(b)(5), and (b)(6) as § 275.16(b)(3), (b)(4),
and (b)(5), respectively, to reflect the
deletion of § 275.16(b)(2) and
redesignation of § 275.16(b)(3) as
§275.16(b)(2).

Section 275.13 requires State agencies
to review suspended cases as part of the
negative case sample. Suspended cases
were added to the negative universe in
a rule published July 16, 1999, at 64 FR
38287. That rule did not add suspended
cases to those deficiencies requiring
corrective action at § 275.16(b)(6)
(redesignated in this rule as
§275.16(b)(5)). To correct this oversight,
we are proposing to revise redesignated

§275.16(b)(5) to include deficiencies
which result in improper suspensions.

E. Timeframes for Announcing the
National Performance Measure and for
Completing Quality Control Reviews
and Resolving State/Federal Differences

The interim rule published October
16, 2003, at 68 FR 59519 revised the
regulations at § 275.23(e)(7) to establish
the following timeframes for completing
quality control reviews and resolving
State/Federal differences and for
announcing the national performance
measure. The deadline for completing
quality control reviews and resolving
State/Federal differences is May 31 of
the following year. The deadline for
announcing the national performance
measure is June 30 following the end of
the fiscal year review period. These new
timeframes provide approximately two
additional months to complete the case
review and arbitration process and to
develop and announce the national
performance measure. In this rule, we
are proposing to use this additional time
in the following way.

Currently, as provided for in
§ 275.21(b)(2), State agencies are
required to complete and transmit to
FNS 90 percent of all cases selected for
a sample month within 75 days of the
end of that sample month. State
agencies are required to complete and
transmit to FNS 100 percent of all cases
selected for a sample month within 95
days of the end of the month. Section
273.21(d) requires that all cases sampled
for the annual review period be
completed or otherwise accounted for
and reported to FNS no later than 105
days from the end of the review period.

In order to fully understand this
proposal, it is helpful to understand the
background of the current timeframes.
Section 13951 of the Mickey Leland
Childhood Hunger Relief Act of 1993,
Public Law 103-66, required that all
case reviews and arbitration be
completed within 180 days of the end
of the review period. On June 23, 1995,
the Department proposed changes to the
regulations to implement the 180-day
requirement to complete all case
reviews and arbitration (60 FR 32615).
In that rule, we proposed to reduce the
amount of time to complete each
monthly sample by requiring that 100
percent of the cases selected for review
be completed within 90 days of the end
of the sample month. However, in the
final rule published June 2, 1997 (62 FR
29652), we left the timeframes as they
were originally, i.e., that 90 percent of
all cases be completed within 75 days
and all cases be disposed of within 95
days of the end of the sample month. In
that final rule, we reduced the amount
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of time FNS regional offices had to
complete validation from 95 days to 43
days and modified the arbitration
system in order to reduce the amount of
time necessary to complete the case
review and arbitration process within
the allotted 180 days. Thus FNS
absorbed all the reduction in time for
completing the annual QC review
process.

We believe that the best uses of the
additional two months of time between
the end of March and May 30 are to
provide States with more time to
complete the individual case review
process, to provide the FNS regional
offices with more time to complete their
reviews of the subsample cases, and to
provide some additional time at the end
of the review process for the Department
to ensure the accuracy of the error rates,
liabilities, and any adjustments to the
liabilities.

Accordingly, in § 275.21(b)(2), we are
proposing to provide State agencies at
least 100 days from the end of the
sample month to complete and transmit
to FNS 90 percent of all cases and that
State agencies shall have at least 113
days from the end of the sample month
to complete and transmit to FNS 100
percent of all cases selected for the
sample month. We are proposing that
State agencies have at least 123 days
from the end of the annual review
period to complete or otherwise account
for all cases selected for review during
the annual review period and to report
to FNS the results of all the reviews.
This gives the State agency an
additional 25 days to act on 90 percent
of the cases selected each sample month
and an additional 18 days to complete
all the cases selected each sample
month. We are proposing that State
agencies have at least until January 21
after the end of the review year to
complete and dispose of all cases. We
are also proposing that FNS may grant
additional time as warranted upon
request by a State agency for cause
shown beyond these dates to complete
and dispose of all cases. We are also
proposing to revise § 275.21(b)(4) by
replacing “95”” with “113”’; to revise
§ 275.21(c) by replacing “105” with
“123”; and to add a sentence to each of
these paragraphs stating that if FNS
extends the timeframes in § 275.21(b)(2),
that the timeframes in these paragraphs
will be extended accordingly.

On January 22, 2003, we waived the
deadlines for State agencies to complete
processing cases in § 273.21(b) for FY
2003 and provided States with 113 days
to complete each sample month’s cases.
This waiver was extended on March 4,
2004. In providing comments on this
proposal, we would be interested in

hearing whether this amount of
additional time was useful and/or
sufficient. In addition to the extended
timeframes for completion of individual
cases, that waiver provides State
agencies an additional 10 days at the
end of the review period, i.e., January 22
through January 31, to perform checks
on the individual data transmitted by
State agencies (c-trails). That additional
10 days is an expansion of current
policy allowing additional time to check
the c-trails during the review period. In
this rulemaking, we are not proposing to
allow this additional 10 days at the end
of the review year for checking the c-
trails. We are not proposing to allow the
additional 10 days in this rulemaking
because we feel that States have already
received a significant additional amount
of time to perform and complete all
work related to the individual case
reviews. Delaying completion of the
State work until January 31 delays the
completion of the Federal rereview
process which in turn impacts FNS7s
ability to timely and accurately prepare
the payment error rates. However, we
are interested in receiving comments on
this issue.

Under the timeframes as provided in
the January 23, 2003, memorandum,
FNS regional offices were given until
March 31 to complete their subsample
review process in order for all
arbitration to be completed timely and
to provide some additional time to
ensure the accuracy of the error rates,
liabilities, and adjustments to the
liabilities. If FNS opts to extend the
State agencies? timeframes, FNS will
adjust the amount of time provided to
the regions for validation and/or adjust
the time provided to the Department to
ensure the accuracy of the error rates,
liabilities, and adjustments to the
liabilities.

Section 275.21(c) provides that State
agencies report the monthly progress of
sample selection and completion on the
Form FNS-248, Status of Sample
Selection and Completion or other
format specified by FNS. In response to
a notice published at 68 FR 10437 on
March 5, 2003, the Department received
two comments suggesting elimination of
the form. Federal statisticians use the
information on the FNS-248 to track the
status of case completions and identify
when timely generation of an error rate
is jeopardized. Most of the information
on the FNS-248 is available elsewhere.
Further, the form itself is not necessary
for State agencies to provide the
necessary information, and the
regulation currently provides that States
may submit this information other than
on the form. Therefore, we are
proposing to revise § 275.21(c) to

eliminate the form. State agencies will
still be required to submit the
information on a monthly basis as
directed by the appropriate regional
office.

Section 275.21(d) requires State
agencies to submit an FNS-247,
Statistical Summary of Sample
Distribution, annually. Although the
requirement is still in the regulations,
FNS no longer requires State agencies to
submit this form. Accordingly, we are
proposing to remove § 275.21(d).

Currently, there is one level of
arbitration. Quality control arbitration is
the resolution of disagreements between
the FNS regional office and the State
agency concerning individual QC case
findings and the appropriateness of
actions taken to dispose of an individual
case. The timeframes for conducting
arbitration are in § 275.3(c)(4). Under
these rules, a State agency is required to
submit its request for arbitration within
20 calendar days of the date of receipt
by the State agency of the regional office
case findings. The FNS arbitrator has 20
calendar days from receipt of the State
agency request to review and make a
decision on the case. The arbitration
timeframes as currently established
appear to be adequate from our
perspective. We believe that 20 days is
an adequate amount of time for a State
agency to prepare its case for arbitration.
This time period is intended primarily
for the State agency to prepare its letter
addressing what issue or issues it is
appealing, assemble the case file, and
transmit the request. This time period is
not intended for State agencies to
conduct additional review activities.
Our recent experience with the
arbitration process indicates that, except
for a small number of cases where the
State submitted an incomplete case, 20
days has been sufficient to review and
reach a decision. Accordingly, we are
not proposing to make any changes in
the timeframes for requesting and
conducting arbitration. We are seeking
comments, however, about whether
affected parties and the public agree that
the timeframes are adequate. If
additional time is required for
arbitration, the amount of time given to
State agencies for completing individual
case reviews may need to be reduced
from that proposed in this rule.

F. Consequences To Households Who
Refuse To Cooperate With Quality
Control Reviews

Section 273.2(d)(2) provides
procedures for handling the cases of
food stamp participants who refuse to
cooperate with a quality control review
of their case. Currently, a household is
determined ineligible if it refuses to



Federal Register/Vol. 70, No. 184/Friday, September 23, 2005 /Proposed Rules

55783

cooperate with a QC review. Questions
have arisen about what happens when
one or more household members leave
a household subject to this penalty.
Because the regulations do not provide
an answer to the question, it has been
left to State agencies to determine which
household members continue to be
subject to the penalty. We are proposing
to amend this provision to provide that
the ineligibility penalty will follow the
household member(s) who refused to
cooperate.

In this rule, we are also proposing to
make a conforming change to
§ 273.2(d)(2). Current procedures in
§ 273.2(d)(2) require that a household be
terminated for refusal to cooperate with
a State or Federal quality control
reviewer. If a household terminated for
refusal to cooperate with a State QC
reviewer reapplies within 95 days of the
end of the annual review period, the
household cannot be determined
eligible until it cooperates with the State
QC reviewer. If the household
terminated for refusal to cooperate with
a State QC reviewer reapplies more than
95 days after the end of the review
period, the household is required to
provide verification of all eligibility
factors before it can be certified. If a
household terminated for refusal to
cooperate with a Federal QC reviewer
reapplies within 7 months of the end of
the annual review period, the household
cannot be determined eligible until it
cooperates with the Federal QC
reviewer. If the household terminated
for refusal to cooperate with a Federal
reviewer reapplies more than seven
months after the end of the review
period, the household is required to
provide verification of all eligibility
factors before it can be certified. We are
proposing to change the dates in
§273.2(d)(2) to 123 days and nine
months to conform the dates in
§ 273.2(d)(2) to the proposed changes in
the dates for completion of the State
review process in § 275.21(b) and the
end of the Federal QC review process in
§275.23(e)(7) (renumbered in this
proposed rule as § 275.23(c)).

We are also proposing additional
conforming changes to other sections of
the regulations that identify these
timeframes. These conforming
amendments are not discussed in this
preamble.

G. Section 275.23—Determination of
State Agency Program Performance

Section 275.23 establishes the
procedures to be used to evaluate a State
agency’s performance through the
quality control review system. This
section includes the error rates to be
established, the methodology used to

establish those error rates (including
regression), the thresholds for
establishing potential liabilities for
excessive error rates, the relationship of
the sanction system to the warning
process and negligence, the timeframes
for announcing error rates, the
procedures for resolving liabilities, the
procedures for reducing liabilities based
on good cause on appeal, the policy on
charging interest on liabilities, and the
procedures for new investment
activities to reduce liabilities.

Over time, as the authority for
determining the error rates and the
sanction system has been changed by
legislation, changes have been made
throughout § 275.23. Those changes
were made within the existing structure
of the section. The changes to the
sanction system made by the FSRA
impact much of § 275.23. Because
several sections require substantive
revision and many paragraphs require
minor changes or reference changes, we
have decided to take the opportunity to
reorganize the section at the same time
as making the necessary changes
resulting from the legislation.
Accordingly, we are proposing to revise
and reorganize § 275.23 in its entirety.

Under this proposed reorganization,
§275.23(a) will address the basic
components of FNS determination of a
State agency’s efficiency and
effectiveness (currently § 275.23(a) and
(b)). A new § 275.23(b) will address
error rates. The existing methodology
for regression in § 275.23(e)(6) is
proposed to be incorporated into the
new § 275.23(b). Section 273.23(c) will
address the timeframes for completing
case reviews, conducting arbitration,
and issuing error rates. Section
273.23(d) will address State agency
liability. Included in this paragraph will
be the procedure for establishing the
national performance measure, the
liability methodology, appeal rights, and
the relationship to the warning process
and negligence. Section 275.23(e) will
address liability resolution plans;

§ 275.23(f) will address good cause;
§275.23(g) will address results of
appeals on liability resolution;
§275.23(h) will address new investment
(the rules currently refer to such
investment as “‘reinvestment”; in this
rule, we are proposing to change the
term to “new investment,” consistent
with the language used in the FSRA);
§275.23(i) will address payment of the
at-risk money; and § 275.23(j) will
address interest charges.

Current § 275.23(e)(4) (Relationship to
warning process and negligence),
§275.23(e)(5) (Good cause), and
§275.23(e)(6) (Determination of
payment error rates) are unchanged

except for minor editing, renumbering,
or reference changes. Sections
275.23(e)(4), (e)(5), and (e)(6) are
proposed to be redesignated as
§275.23(d)(4), (f), and (b)(2),
respectively. These changes are part of
the restructuring for purposes of clarity.
Necessary reference changes and
language changes resulting from the
elimination of enhanced funding have
also been made. Such changes are
technical in nature and do not impact
the procedures themselves. These
sections include the regression
methodology and the criteria for good
cause. Although these sections have
been included in their entirety, their
substantive content has not been
changed, and comments are not being
sought on these procedures. Because
comments are not being sought on the
substantive content of these sections,
any comments received on the
substantive content will not be taken
into consideration in developing the
final rule.

H. Elimination of Pre-Fiscal Year 2003
Liability Establishment Procedures

The interim rule, published October
16, 2003, at 68 FR 59515, revised
§ 275.23(e) to eliminate procedures for
establishing liabilities for Fiscal Years
1983 through 1991. Section 275.23(e)(2)
now provides procedures for
establishing liability for excessive
payment error rates for FY 2002. Section
275.23(e)(3) provides procedures for
establishing liability amounts for FY
2003 and beyond, putting in place the
provisions of Section 4118 of the FSRA.
The provisions of Section 4118 give the
Department the authority to waive any
portion of the established liability
amount, to require a State agency to
invest up to 50 percent of any
established liability amount in program
administration activities, to establish up
to 50 percent of the established liability
amount as being “at-risk” for repayment
if a liability amount is established for
the subsequent fiscal year, or any
combination of the three. Readers
should refer to the interim rule for more
information concerning the new liability
system. Comments received in response
to the interim rule and to this proposed
rule will be considered in developing
the final rule on liability resolution. The
final rule will merge the interim rule
and this proposed rule.

We are proposing to remove
§275.23(e)(2) (as part of the overall
revision of § 275.23) as it no longer
necessary. All liabilities for FY 2002
have already been determined.
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I. Appeals of Liability Determinations

Section 16(c)(7) of the Food Stamp
Act, as amended, provides that a State
agency is entitled to appeal the amount
of a liability only for a fiscal year in
which a liability amount is established.
That means that excessive payment
error rates in the first year of the new
2-year liability system are not subject to
appeal. Nor is the national performance
measure subject to appeal, in
accordance with Section 16(c)(6)(D) of
the Food Stamp Act, as amended. Thus,
only a State agency’s second year error
rate and related liability determination
are appealable. The Department
recognizes that good cause may exist for
an excessive error rate in year 2 that
could be the result of events in year 1.
The Department has proposed at
§275.23(d)(3) to limit appeals to the
determination of a State’s payment error
rate, or a determination of whether the
payment error rate exceeds 105 percent
of the national performance measure
and the liability amount for any year for
which a liability is established. To
address the limitations on the
appealability of year 1 and the
possibility of causes extending back into
that year, we are also proposing to allow
a State agency to address areas of good
cause in the prior fiscal year that may
have impacted the fiscal year 2 for
which a liability amount has been
established.

The recent significant drop in the
national performance measure and
individual State error rates has raised
questions about the effect on this new
liability system if the error rates
continue to fall lower. Specifically
questions have arisen about what
happens if a State agency’s error rate is
below six percent but there is a 95
percent statistical probability that the
State’s payment error rate exceeds 105
percent of the national performance
measure. There are two significant
points to be addressed. First, since six
percent is the potential liability
threshold provided in the FSRA no
liability amount would be established.
However, the year would be a year of
poor performance under the new
liability system and would be
considered a year 1 in determining
whether a State agency had two
consecutive years of error rates
exceeding 105 percent of the national
performance measure. The law
mandates that a year be considered a
year of poor performance whenever
there is a 95 percent statistical
probability that a State agency’s
payment error rate exceeds 105 percent
of the national performance measure.
The six percent threshold for a liability

amount determination is not relevant to
the determination of poor performance.
Second, questions have also arisen
about whether the determination of
whether a year for which no liability
was established because the State’s error
rate was above the national performance
measure but was below six percent was
a year 1 is appealable. Under FSRA, this
determination is not appealable.
However, in the event a State agency
incurs a potential liability in a
subsequent year, a State agency would
be able to address areas of good cause
in prior fiscal year 1 that may have
impacted the fiscal year 2 for which a
liability amount has been established.
Section 4118 of the FSRA provides
that when a State agency appeals its
liability amount determination, if the
State agency began required new
investment activities prior to an appeal
determination, and if the liability
amount is reduced to $0 through the
appeal, the Secretary shall pay to the
State agency an amount equal to 50
percent of the new investment amount
that was included in the liability
amount subject to appeal. If the
Secretary wholly prevails on a State
agency’s appeal, Section 4118 provides
that the Secretary will require the State
agency to invest all or a portion of the
amount designated for new investment
to be invested or paid to the Federal
government. Section 4118 further
specifies that the Department will issue
regulations addressing how the
remaining new investment amount will
be treated if neither party wholly
prevails. The interim rule published
October 16, 2003 at 68 FR 59519
established in § 275.23(e)(10) the
provisions concerning either the
Secretary or the State agency wholly
prevailing. In accordance with Section
4118 of the FSRA, we are proposing
procedures in this rule for use when
neither party wholly prevails on appeal.
Under the FSRA, liability is
established based on two consecutive
fiscal years of poor performance.
Whenever there is a 95 percent
statistical probability that a State’s
payment error rate exceeds 105 percent
of the national performance measure in
each of two consecutive review years,
the Department will issue, for the
second consecutive fiscal year, a
statement of potential liability amount
to the State agency at the same time that
the Department issues the State agency’s
official regressed payment error rate.
The Department will also advise the
State agency of the Department’s
determination of the portions of the
liability amount (expressed as
percentages) designated as waived, for
new investment, and at-risk. If the State

agency wishes to appeal the liability
amount through the process in Part 283
of the regulations, the State agency may
do so.

As specified in the interim rule, if the
State agency appeals the liability
amount and wholly prevails and
consequently its liability amount is
reduced to $0 through the appeal, and
the State agency began new investment
activities prior to the appeal
determination, FNS shall pay to the
State agency an amount equal to 50
percent of the new investment amount
expended that was included in the
liability amount subject to the appeal.
This provision has been moved to
§275.23(g)(1). The interim rule also
provided that if FNS wholly prevails on
a State agency’s appeal, FNS will
require the State agency to invest all or
a portion of the amount designated for
new investment to be invested or paid
to the Federal government.

The interim rule, however, did not
address either the money designated as
waived or as at-risk in the original
determination with respect to either
party wholly prevailing on appeal. As
indicated above, the Department intends
to identify the portions of the liability
amount to be waived, newly invested, or
at-risk as percentages of the liability
amount. If the State agency wholly
prevails on appeal, the amounts
originally designated was waived or at-
risk would be reduced to $0 (percentage
designated multiplied by $0 liability
amount). If FNS wholly prevails on
appeal, the original liability amount
determinations (expressed as
percentages) and designated as waived,
newly invested, or at-risk, would remain
unchanged.

If the State agency appeals the
liability amount and the appeal decision
results in neither FNS nor the State
agency wholly prevailing, a decision
needs to be made as to how the newly
established liability amount will be
treated. The Department believes that
the only way to accomplish this and
implement the statutory intent is to
apply the initial determination
percentages to the newly established
liability amount. For example, if the
original liability was $750,000 and the
Department determined to waive 25%
($187,500) of it, require that 25%
($187,500) be newly invested, and
require 50% ($375,000) remain at-risk
and if the appeal resulted in reducing
the liability amount to $600,000, the
determination under this option would
be 25% ($150,000) waived, 25%
($150,000) required to be newly
invested, and 50% ($300,000) placed at-
risk. Using the original percentages,
immediate action can be taken by both
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parties to process the results of the
appeal decision.

J. New Investment

The State agency may choose to begin
new investment of any amount of the
liability so designated while the appeal
is proceeding, based on an approvable
new investment plan. The interim rule
established procedures for adjusting
reimbursement and collection
procedures if a State began new
investment during the appeal process
and subsequently wholly prevailed in
its appeal or if the Department wholly
prevailed on appeal.

In this rule we are proposing
procedures for addressing the
Department’s responsibility if a State
agency began investment prior to
completion of an appeal and neither
agency wholly prevailed.

If a State begins new investment prior
to an appeal decision, and the amount
already invested is less than the
originally designated percentage
multiplied by the new liability amount,
the Department will require that the
State agency continue to invest up to the
newly calculated investment
requirement. In the instances where a
State agency has expended more than
the originally designated percentage
multiplied by the new liability amount,
we are proposing that the Department
will match the amount of funds
expended in excess of that amount. This
is consistent with the requirement in
Section 4118 for when the State agency
wholly prevails on appeal.

The regulations currently detail the
requirements for reinvestment. We are
proposing that these procedures remain
essentially the same but for the above
mentioned change of wording to new
investment. Under the proposed
reorganization, the procedures on new
investment would be in new paragraph
(h) in §275.23. In the event that a State
agency fails to comply with its new
investment plan, we are proposing in
redesignated § 275.23(h) that the State
agency shall be required to remit to the
Department the amount of funds that
the State agency failed to invest. Those
funds shall be remitted to the
Department within 30 days of the date
the State agency is notified of its failure
to comply with its new investment plan.
Further, we are proposing that interest
shall be charged beginning with the date
the State agency received the notice of
failure to newly invest as required.

K. Payment of At-Risk Money

We are proposing at § 275.23(i) the
procedures concerning a State agency’s
payment of the at-risk money. At-risk
money becomes due if, in the year

subsequent to the establishment of the
money being at-risk, the State agency is
again potentially liable for a sanction.
Payment shall be made before the end
of the fiscal year following the reporting
period in which the at-risk money
became due (that is September 30 of the
year that the subsequent liability
notification is issued), unless an
administrative appeal relating to
liability is pending. For example, if, in
FY 2003, a State agency’s error rate
exceeds the performance goal, and again
its error rate is excessive in FY 2004
based on its announced error rate, FNS
would send the notification of the FY
2004 liability amount by June 30, 2005.
If the State agency’s error rate in FY
2005 is excessive, any money
designated as at-risk for the FY 2004
liability would be due by September 30,
2006, unless an appeal for the FY 2004
liability is still pending. If the State
agency has appealed the liability
determination, the State agency will not
be required to remit to FNS any at-risk
money until any administrative and
judicial appeals concerning the liability
determination that the at-risk money
was based upon have been completed.
Appeal of a subsequent liability amount
does not eliminate the State’s
requirement to pay the at-risk money
when it becomes due. The appeal of the
subsequent year’s liability amount will
determine whether the liability that year
will be reduced and would affect the
establishment of a possible additional
designation of at-risk money.

We are proposing that interest begin
accruing beginning October 1 following
the September 30 due date for payment
of any at-risk money, unless an appeal
is pending. Section 4118 of the FSRA
provides that interest shall not accrue
on the at-risk amount during a
reasonable period following the
resolution of any administrative or
judicial appeals. Therefore, if an appeal
is pending on September 30, we are
proposing that interest will begin to
accrue beginning 30 calendar days after
the completion of the appeals process
and notification to the State agency of
the final amount of the at-risk money
determined to be required to be repaid.
This is consistent with the requirement
currently in the regulations at
§275.23(e)(8) (redesignated as
§275.23(j)) for payment of interest on
quality control liability claims. We are
also proposing that FNS will continue to
have the authority to recover a State’s
liability for at-risk money through
offsets to the letter of credit, billing a
State directly, or using other authorized
claims collection mechanisms, in
accordance with redesignated

§ 275.23(j). The reference to the Federal
Claims Collection Act (Pub. L. 89-508,
80 Stat. 308) has been updated to refer
to the Debt Collection Improvement Act
of 1996, Pub. L. 104-134, and the
Federal Claims Collection Standards, 31
CFR Parts 900-904.

L. Demonstration Projects/SSA
Processing

Demonstration project and SSA joint-
processed cases (cases processed in
accordance with §273.2(k) of the
regulations) are subject to special
consideration in terms of the QC review
process. Demonstration project cases
and SSA joint-processed cases are
included in the sampling universe,
sampled, reviewed, and in the
calculation of completion rates.
Demonstration project cases that
significantly modify food stamp
eligibility and benefit calculations and
SSA joint-processed are excluded from
the error rate calculations. The
determination of whether the
modification is significant enough to
exclude the demonstration project cases
is made on a project-by-project basis.
SSA joint-processed cases are excluded
under the current regulations in all
instances. Because of recent
demonstration project cases processed
by SSA separately from the procedures
in §273.2(k), questions have arisen
about how to handle these cases for QC
purposes. These cases would under
normal procedures have been excluded
from the error rate calculations.
However, as demonstration projects,
they have been determined to be more
appropriately included in the error rate
calculations. State agencies have
initiated demonstration projects for
many reasons, including program
simplification and error reduction. In
some instances State agencies want such
cases included in the error rates because
they perceive that the inclusion would
result in improved error rates. Section
275.11(g), § 275.12(h), § 275.13(f), and
§275.23(c)(5) (redesignated in this rule
as § 275.23(b)(1)) provide the
procedures for sampling, reviewing, and
reporting the results of demonstration
project cases that significantly modify
the rules for determining households’
eligibility or allotment level and Social
Security Administration (SSA)
processed cases. The language in these
sections has been interpreted variously
by different parties and has been
determined to be unclear. In order to
clarify the procedures and make it clear
that SSA processed demonstration
projects may be included in the error
rates, we are proposing to revise
§ 275.11(g) and redesignated
§ 275.23(b)(1) to provide that
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demonstration project cases and SSA
processed demonstration project cases
may be included in error rate
calculations, as determined on a project-
by-project basis by the Department.

M. 120-Day Variance Exclusion
(§275.12(d)(2)(vii))

A variance is the incorrect application
of policy and/or deviation between the
information that was used to authorize
the sample month issuance and the
verified information that should have
been used to calculate the sample
month issuance. Section
275.12(d)(2)(vii) provides for exclusion
of variances resulting from application
of new regulations or implementing
memoranda of Federal law changes.
Originally the provision applied only to
mandatory implementation of legislative
and regulatory provisions and only
during the 120 days of the exclusion.
Over time, the extent of the variance
exclusion has been expanded to reflect
a change in viewpoint of the intent of
this hold harmless period. The variance
exclusion was expanded to provide that
the variance exclusion covered errors
made during the 120-day period until
the case was next acted upon. Further,
in response to passage of the FSRA, the
Department applied this variance
exclusion to optional provisions of the
law. Throughout this expansion,
numerous questions have been raised
about what the variance exclusion
actually means. We are proposing in
this rule to clarify the language in
§ 275.12(d)(2)(vii) to provide that all
variances that occur during the variance
exclusion period that stem directly from
the provision being implemented are
excluded until the household’s case is
next recertified or otherwise acted upon.
Further, we are proposing to modify the
provision to indicate that the variance
exclusion may be authorized on a case-
by-case basis in the instance of optional
legislative or regulatory changes, not
just mandatory changes. However, we
are not proposing to provide the
exclusion for waivers. The legislative
provision authorizing the variance
exclusion is specific in applying it to
regulatory implementation. The
Department’s extension of that to
implementation of legislative provisions
is driven by the fact that many

legislative provisions are effective
immediately, prior to any regulation
being published.

N. FIX Errors (§ 275.12(f)(3))

As discussed above, a variance is the
incorrect application of policy and/or
deviation between the information that
was used to authorize the sample month
issuance and the verified information
that should have been used to calculate
the sample month issuance. Section
275.12(f)(3) requires that all variances
resulting from use by the State agency
of information received from automated
Federal information exchange systems
(FIX errors) be coded and reported as
variances, although they are excluded in
determining a State agency’s error rates.
Data subject to the FIX exclusion are
limited to Federal sources that verify
income provided by the Federal source
providing the data, Federal sources that
provide the deduction for which the
Federal source directly bills the
household, and the Federal source that
defines the disability. Information
provided by Federal sources that are
comprised of data provided to the
Federal source by other entities is not
information subject to the FIX variance
exclusion. This requirement was
established in an interim rule published
November 2, 1988, at 53 FR 44171 and
again addressed in the final rule
published November 23, 1990, at 55 FR
48831. The requirement was established
for program management purposes.
After fifteen years of having the
requirement in place to report such
variance, the Department has not found
the information to serve any program
management purpose. While State
agencies would still be required to
correct any identified variances in
individual cases, as they are for any
other identified variance, we feel there
is no reason to continue to require
States to report this information to FNS.
There have been few reported variances.
Further, there has been no identified
corrective action necessary at a national
level during the period this requirement
has been in place. Therefore, we are
proposing to remove § 275.12(f)(3) in
this rule.

O. Technical Changes

In addition, we are proposing in Part
271 Definitions to remove definitions no

DISTRIBUTION TABLE

longer used in the quality control
system and to add the definition
“National performance measure” to
reflect current quality control policy,
and we are proposing to make technical
changes throughout Part 275 to remove
references to other Federally mandated
quality control samples, the Worksheet
for Integrated AFDC, Food Stamps, and
Medicaid Quality Control Reviews, and
the Integrated Review Schedule. With
the passage of the Personal
Responsibility and Work Opportunity
Reconciliation Act of 1996, Pub. L. 104—
193, the Aid to Families with
Dependent Children was eliminated and
consequently, the integrated quality
control review system was eliminated.
Therefore, we are proposing to change
throughout Part 275 the titles of the
Work Sheet and Review Schedule to
reflect that quality control reviews are
now food stamp only reviews. We are
also proposing to remove throughout
Part 275 references to integrated quality
control samples, reviews, and other
Federally mandated quality control
systems.

Throughout the rule, we are
proposing to remove references to the
“underissuance error rate’’ wherever
payment error rate and underissuance
error rate are used. The definition of
payment error rate includes both the
overissuance error rate and the
underissuance error rate, making the
separate reference to the underissuance
error rate redundant. This does not
mean that FNS will not calculate the
underissuance error rate.

With full implementation of
electronic benefit transfer systems of
issuance, food stamp benefits are no
longer being issued as coupons.
Accordingly we are proposing to remove
references to coupons in § 275.12(c)(2)
and §275.13(d).

In addition, we are proposing
technical changes throughout Part 275
to correct references based on changes
proposed to be made in this rule. Due
to the restructuring of § 275.23, many
sections required renumbering and
reference changes throughout § 275.
These reference changes are not
discussed in this preamble. Any
substantive changes are discussed in the
preamble.

Old section

New section

275.23(a)
275.23(a)
275.23(c)
Removed
Removed
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DISTRIBUTION TABLE—Continued

Old section

New section

9)(i) -
9)(ii) ....
9)(iii) ...

Removed
Removed
275.23(b)(1)
Removed

Removed
275.23(d)(1)

d)(3)
d)(2)

271.2 Definition of “National Performance Measure’

275.23(d) introductory text

i

DERIVATION TABLE

New section

Old section

271.2 Definition of National Performance Measure ..........ccccceeecveeennennn.

275.23(a)
275.23(b)

275.23(e
275.23(a
275.23
275.23
275.23
275.23
275.23
275.23
275.23
275.23
275.23

(e
(a), 275.23(b)
(
(
(
(
(
(
(
(
(
275.23(
(
(
(
(
(
(
(
(
(
(
(
(

(1)
4)
(5) revised
)
)

)
275.23

275.23
275.23
275.23
275.23
275.23

275 23
275.23

9)(vi)
8)

[1st sentence]
[end of sentence beginning with word “based”]
[end of sentence beginning with word “based”]

(3) second sentence

5
6
7
3) [1st three sentences]

3) [sentences 5 & 6] and paragraphs (i), (ii), and (iii)
3) [fourth sentence]

4

10

1

(

(

(

(

E

(10) [first sentence]

(10) [second and third sentences]
(9)(iii) [1st sentence]

(5) [introductory text revised]

(10) [fourth sentence]

(10) [last sentence]

(
(
(
(
(
(

9)(iv) [first sentence]

IV. Implementation

The Department is proposing that the
changes in this rule be effective and be
implemented 60 days following
publication of the final rule in the
Federal Register. Section 4118 of the
FSRA eliminated enhanced funding,
effective October 1, 2002, for FY 2003.

This rule would codify that elimination.

List of Subjects
7 CFR Part 271

Administrative practice and
procedure, Food stamps, Grant
programs—social programs.

7 CFR Part 273

Administrative practice and
procedures, Aliens, Claims, Food
stamps, Fraud, Grant programs—social
programs, Penalties, Reporting and
recordkeeping requirements, Social
Security, Students.

7 CFR Part 275

Administrative practice and
procedure, Food stamps, Reporting, and
recordkeeping requirements.

7 CFR Part 277

Food stamps, Government procedure,
Grant programs—Social programs,
Investigations, Records, Reporting and
recordkeeping requirements.

Accordingly, 7 CFR Parts 271, 273,
275, and 277 are proposed to be
amended as follows:

1. The authority citation for Parts 271,
273, 275, and 277 continues to read as
follows:

Authority: 7 U.S.C. 2011-2036.

PART 271—GENERAL INFORMATION
AND DEFINITIONS

2.In §271.2:

a. Remove the definition ‘“‘Base
period”.

b. Remove the definition ‘“National
standard payment error rate”.
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c. Add the definition “National
performance measure” in alphabetical
order.

d. Revise the definition ‘“Negative
case’’.

The addition and revision read as
follows:

§271.2 Definitions.
* * * * *

National performance measure means
the sum of the products of each State
agency’s payment error rate times that
State agency’s proportion of the total
value of the national allotments issued
for the fiscal year using the most recent
issuance data available at the time the
State agency is notified of its
performance error rate.

Negative case means any action taken
to deny, suspend, or terminate a case in

the sample month.
* * * * *

PART 273—CERTIFICATION OF
ELIGIBLE HOUSEHOLDS

3.In §273.2, paragraph (d)(2) is
amended by:

a. Removing the reference
“§275.3(c)(5) or §275.12(g)(1)(ii),”
adding in its place the reference
“§§275.3(c)(5) and 275.12(g)(1)(ii) of
this chapter,”;

b. Removing the number ‘95" in the
third sentence and adding in its place
the number “123”;

c. Removing the reference
“§273.2(f)(1)(ix)” at the end of the third
sentence and adding in its place the
reference ‘“paragraph (f)(1)(ix) of this
section”;

d. Removing the word “seven” in the
last sentence and adding in its place the
word ‘“nine’’;

e. Removing the reference
“§273.2(f)(1)(ix)” at the end of the last
sentence and adding in its place the
reference ‘‘paragraph (f)(1)(ix) of this
section.”’;

f. Adding a new sentence at the end
of the paragraph to read as follows:

and

§273.2 Office operations and application

processing.
* * * * *
(d) * Kk 0k

(2) * * * In the event that one or
more household members leave a
household terminated for refusal to
cooperate, the penalty for refusal to
cooperate will attach to the person(s)

who refused to cooperate.
* * * * *

PART 275—PERFORMANCE
REPORTING SYSTEM

§275.1 [Amended]
4.In §275.1:

a. Paragraph (a) is amended by
removing the paragraph designation;
and

b. Paragraph (b) is removed.

5.In §275.3:

a. The introductory text of § 275.3 is
amended by removing the word
“conduct” in the second sentence and
adding in its place the word
“conduction”.

b. The introductory text of paragraph
(c) is amended by removing the words
“and underissuance error rate” in the
first sentence, by removing the third and
fourth sentences and adding a new
sentence in their place, and by removing
the reference to “§ 275.23(e)(6)”’ in the
last sentence and adding in its place a
reference to “§275.23(d)(4)”.

The addition reads as follows:

§275.3 Federal monitoring.
* * * * *

(c) * * * FNS shall validate each
State agency’s reported negative case

error rate. * * *
* * * * *

§275.4 [Amended]

6. In § 275.4, paragraph (c) is
amended by removing the words
“Integrated TANF, Food Stamps and
Medicaid” and by adding in their place
the words “Food Stamp Program”, by
removing the words “Integrated Review
Schedule” and by adding in their place
the words “Quality Control Review
Schedule”, and by removing the words
“, and Form FNS-248, Status of Sample
Selection and Completion”.

§275.10 [Amended]

7.1n §275.10:

a. Paragraph (a) is amended by
removing the words “and eligibility for
enhanced funding”” and the words “‘that
is not entitled to enhanced funding” in
the last sentence.

b. Paragraph (b)(4) is amended by
removing the word “standard” and
adding in its place the words
“performance measure” and by
removing the words “and State agency
eligibility for enhanced funding”.

8.In §275.11:

a. Paragraph (a)(1) is amended by
removing the last sentence.

b. Paragraph (a)(2) introductory text is
amended by removing the words
“integrated sampling,”.

c. Paragraph (b)(1)(i) is amended by
removing the words “and underissuance
error rates”” and adding in their place
the word “rate”.

d. Paragraph (e)(2)(i) is revised.

e. Paragraph (e)(2)(ii) is revised.

f. Paragraph (f)(2) introductory text is
revised.

g. Paragraph (f)(2)(v) and (f)(2)(vi) are
removed and paragraphs (f)(2)(vii),

(f)(2)(viii), and (f)(2)(ix) are redesignated
as (£)(2)(v), (0)(2)(vi), and (£)(2)(vii),
respectively.

h. Paragraph (g) is amended by
removing the reference ““§ 275.23(e)(6)
in the third sentence and by adding in
its place the reference “§275.23(b)(2)”;
by removing the fourth sentence; and by
adding three new sentences at the end
of the paragraph.

The revisions and addition read as
follows:

’

§275.11 Sampling.

* * * * *

(e) * x %

(2) * x %

(i) All actions to deny an application
in the sample month except those
excluded from the universe in
paragraph (f)(2) of this section. If a
household is subject to more than one
denial action in a single sample month,
each action shall be listed separately in
the sample frame; and

(i) All actions to suspend or
terminate a household in the sample
month except those excluded from the
universe in paragraph (f)(2) of this
section. Each action to suspend or
terminate a household in the sample
month shall be listed separately in the

sample frame.
* * * * *

(f) * % %

(2) Negative cases. The universe for
negative cases shall include all actions
taken to deny, suspend or terminate a
household in the sample month except
the following:

* * * * *

(g) * * * FNS shall establish on an
individual demonstration project basis
whether the results of the reviews of
active and negative demonstration
project cases shall be included or
excluded from the determination of
State agencies’ error rates as described
in §275.23(b). Cases processed by SSA
in accordance with § 273.2(k) of this
chapter, except for demonstration
project cases, shall be excluded from the
determination of State agencies’ error
rates. FNS shall establish on an
individual project basis whether
demonstration project cases processed
by SSA shall be included or excluded
from the determination of State
agencies’ error rates.

9.In §275.12:

a. Paragraph (a) is amended by adding
the words “of this chapter” after the
reference ““273.9” at the end of the
fourth sentence and by adding the
words “of this chapter” after the
reference ““273.21” in the sixth
sentence.
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b. Paragraph (b) is amended by
removing the words “Integrated
Worksheet,” in the last sentence.

c. The introductory text of paragraph
(c) is amended by adding the words “of
this chapter” after the reference
“§272.8” at the end of the second
sentence and by removing the words
“Integrated Worksheet,” in the last
sentence.

d. Paragraph (c)(2) is amended by
removing the word “coupon” in the
second sentence.

e. The introductory text of paragraph
(d) is amended by removing the words
“column (5) of the Integrated
Worksheet,” in the last sentence, and by
adding in their place the words
“column (4) of the”.

f. Paragraph (d)(1) is amended by
adding the words “of this chapter” after
the references “§273.6(c)” and
“§273.7(f)” in the last sentence.

g. Paragraph (d)(2)(i) is amended by
adding the words “of this chapter” after
the reference “§273.2(f)(1)(i)” in the last
sentence.

h. Paragraph (d)(2)(ii) is amended by
adding the words “of this chapter” after
the reference “§273.2(i)(4)(i)” in the
first sentence.

i. Paragraph (d)(2)(iii) is amended by
adding the words “of this chapter” after
the reference “§§273.12(a) and
273.21(h) and (i)” in the second
sentence and after the reference
“§§273.12(c) and 273.21(j)” in the last
sentence.

j. Paragraph (d)(2)(iv) is amended by
adding the words ““of this chapter” after
the reference “§273.2(f)(3)(1)(B)”’ in the
first sentence and after the reference
“§273.12(c)” in the last sentence.

k. The introductory text of paragraph
(d)(2)(vii) is revised.

1. Paragraph (d)(3) is amended by
adding the words “of this chapter” after
the words “part 273" in the second
sentence.

m. Paragraph (e) is amended by
removing the words “Integrated
Worksheet,” in the last sentence.

n. The introductory text of paragraph
(f) is amended by removing the words
“Integrated Review Schedule,” in the
last sentence.

o. Paragraph (f)(3) is removed.

p- The introductory text of paragraph
(g) is amended by removing the words
“Integrated Review Schedule,” in the
last sentence.

q. Paragraph (g)(1)(ii) introductory
text is amended by removing the word
“may” in the second sentence and
adding in its place the word “must”.

r. Paragraph (g)(2)(iv) is amended by
adding the words “of this chapter” after
the reference “§273.17”".

s. Paragraph (h) is amended by adding
the words ““of this chapter” after the

reference ““§ 273.2(k)(2)(ii)” in the last
sentence.
The revision reads as follows:

§275.12 Review of active cases.

(d) EE

(2) * % %

(vii) Subject to the limitations
provided in paragraphs (d)(2)(vii)(A)
through (d)(2)(vii)(F) of this section, any
variance resulting from application of a
new Program regulation or
implementing memorandum of a
mandatory change in Federal law that
occurs during the first 120 days from the
required implementation date. The
variance exclusion shall apply to any
action taken on a case directly related to
implementation of a covered provision
during the 120-day exclusionary period
until the case is required to be
recertified or acted upon for some other
reason. FNS may choose to apply this
variance exclusion to optional
regulatory or legislative provisions.

10.In §275.13:

a. Paragraphs (a), (b), and (c)(1) are
revised.

b. Paragraph (d) is amended by
removing the word “coupon” in the first
sentence.

The revisions read as follows:

§275.13 Review of negative cases.

(a) General. A sample of actions to
deny applications, or suspend or
terminate a household in the sample
month shall be selected for quality
control review. These negative actions
shall be reviewed to determine whether
the State agency’s decision to deny,
suspend, or terminate the household, as
of the review date, was correct.
Depending on the characteristics of
individual State systems, the review
date for negative cases could be the date
of the agency’s decision to deny,
suspend, or terminate program benefits,
the date on which the decision is
entered into the computer system, or the
date of the notice to the client. State
agencies must consistently apply the
same definition for review date to all
sample cases of the same classification.
The review of negative cases shall
include a household case record review;
an error analysis; and the reporting of
review findings, including procedural
problems with the action regardless of
the validity of the decision to deny,
suspend or terminate. In certain
instances, contact with the household or
a collateral contact may be permitted.

(b) Household case record review. The
reviewer shall examine the household
case record and verify through
documentation in it whether the reason

given for the denial, suspension, or
termination is correct. Through the
review of the household case record, the
reviewer shall complete the household
case record sections and document the
reasons for denial, suspension or
termination on the Negative Quality
Control Review Schedule, Form FNS—
245.

(C) * k%

(1) A negative case shall be
considered correct if the reviewer is able
to verify through documentation in the
household case record that a household
was correctly denied, suspended, or
terminated from the program in
accordance with the reason for the
action given by the State agency in the
notice. Whenever the reviewer is unable
to verify the correctness of the State
agency’s decision to deny, suspend, or
terminate a household’s participation
through such documentation, the QC
reviewer may contact the household or
a collateral contact to verify the
correctness of the specific negative
action under review. If the reviewer is
unable to verify the correctness of the
State agency’s decision to deny,
suspend, or terminate the case for the
specific reason given for the action, the
negative case shall be considered

incorrect.
* * * * *

§275.14 [Amended]

11.In §275.14:

a. Paragraph (c) is amended by
removing the words “Integrated Review
Worksheet, Form FNS-380,” in the first
sentence and by adding in their place
the words “Form FNS-380"".

b. Paragraph (d) is amended by
removing the words “Integrated Review
Schedule,” in the first sentence and by
removing the words “Integrated Review
Worksheet,” in the second sentence.

12.In §275.16:

a. Paragraph (b)(2) is removed and
paragraphs (b)(3), (b)(4), (b)(5), and
(b)(6) are redesignated as (b)(2), (b)(3),
(b)(4), and (b)(5), respectively.

b. Newly-redesignated paragraph
(b)(5) is revised.

The revision reads as follows:

§275.16 Corrective action planning.
* * * * *

(b) * * *
(5) Result in underissuances,
improper denials, improper
suspensions, improper termination, or
improper systemic suspension of
benefits to eligible households where
such errors are caused by State agency

rules, practices, or procedures.
* * * * *

13.In §275.21:
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a. The introductory text of paragraph
(b) is amended by removing the words
“Integrated Review Schedule,” in the
second sentence.

b. Paragraph (b)(2) is revised.

c. Paragraph (b)(4) is amended by
removing the number “95” in the first
sentence and adding in its place the
number “113” and adding a new
sentence after the first sentence.

d. Paragraph (c) is revised.

e. Paragraph (d) is removed and
paragraph (e) is redesignated as
paragraph (d).

f. Newly-redesignated paragraph (d) is
revised.

The revisions and addition read as
follows:

§275.21 Quality control review reports.
* * * * *

(b) L

(2) The State agency shall have at
least 100 days from the end of the
sample month to dispose of and report
the findings of 90 percent of all selected
cases in a given sample month. The
State agency shall have at least 113 days
from the end of the sample month to
dispose of and report the findings of all
cases selected in a sample month. FNS
may grant additional time as warranted
upon request by a State agency for cause
shown to complete and dispose of

individual cases.
* * * * *

(4) * * * If FNS extends the
timeframes in paragraph (b)(2) of this
section, this date will be extended
accordingly. * * *

(c) Monthly status. The State agency
shall report in a manner directed by the
regional office the monthly progress of
sample selection and completion within
123 days after the end of the sample
month. Each report shall reflect
sampling and review activity for a given
sample month. If FNS extends the
timeframes in paragraph (b)(2) of this
section, this date will be extended
accordingly.

(d) Demonstration projects/SSA
processing. The State agency shall
identify the monthly status of active and
negative demonstration project/SSA
processed cases (i.e., those cases
described in § 275.11(g)) in accordance
with paragraph (c) of this section.

14. Section 275.23 is revised to read
as follows:

§275.23 Determination of State agency
program performance.

(a) Determination of efficiency and
effectiveness. FNS shall determine the
efficiency and effectiveness of a State’s
administration of the Food Stamp
Program by measuring State compliance
with the standards contained in the

Food Stamp Act, regulations, and the
State Plan of Operation and State efforts
to improve program operations through
corrective action. This determination
shall be made based on:

(1) Reports submitted to FNS by the
State;

(2) FNS reviews of State agency
operations;

(3) State performance reporting
systems and corrective action efforts;
and

(4) Other available information such
as Federal audits and investigations,
civil rights reviews, administrative cost
data, complaints, and any pending
litigation.

(b) State agency error rates. FNS shall
estimate each State agency’s active case,
payment, and negative case error rate
based on the results of quality control
review reports submitted in accordance
with the requirements outlined in
§275.21. The determination of the
correctness of the case shall be based on
certification policy as set forth in part
273 of this chapter.

(1) Demonstration projects/SSA
processing. FNS shall make a project by
project determination whether the
reported results of reviews of active and
negative demonstration project cases
shall be included or excluded from the
estimate of the active case error rate,
payment error rate, and negative case
error rate. The reported results of
reviews of cases processed by SSA in
accordance with §273.2(k) of this
chapter shall be excluded from the
estimate of the active case error rate,
payment error rate, and negative case
error rate. FNS shall make a project by
project determination whether the
reported results of reviews of active and
negative demonstration project cases
processed by SSA shall be included or
excluded from the estimate of the active
case error rate, payment error rate, and
negative case error rate.

(2) Determination of payment error
rates. As specified in § 275.3(c), FNS
will validate each State agency’s
estimated payment error rate by
rereviewing the State agency’s active
case sample and ensuring that its
sampling, estimation, and data
management procedures are correct.

(i) Once the Federal case reviews have
been completed and all differences with
the State agency have been identified,
FNS shall calculate regressed error rates
using the following linear regression
equations.

(A) yi"=y1 + bi(X,—x1), where y," is
the average value of allotments
overissued to eligible and ineligible
households; y; is the average value of
allotments overissued to eligible and
ineligible households in the rereview

sample according to the Federal finding,
by is the estimate of the regression
coefficient regressing the Federal
findings of allotments overissued to