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Briefings on how to use the Federal Register
For information on briefings in Washington, DC, see the
announcement on the inside cover of this issue.

Now Available Online

Code of Federal Regulations
via

GPO Access

(Selected Volumes)

Free, easy, online access to selected Code of Federal
Regulations (CFR) volumes is now available via GPO
Access, a service of the United States Government Printing
Office (GPO). CFR titles will be added to GPO Access
incrementally throughout calendar years 1996 and 1997
until a complete set is available. GPO is taking steps so
that the online and printed versions of the CFR will be
released concurrently.

The CFR and Federal Register on GPO Access, are the
official online editions authorized by the Administrative
Committee of the Federal Register.

New titles and/or volumes will be added to this online
service as they become available.

http://www.access.gpo.gov/nara/cfr
For additional information on GPO Access products,

services and access methods, see page Il or contact the
GPO Access User Support Team via:

0  Phone: toll-free: 1-888-293-6498

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

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

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 96—CE-37-AD; Amendment 39—
10216; AD 97-24-09]

RIN 2120-AA64
Airworthiness Directives; Burkhart

Grob, Luft-und Raumfahrt, Model G
103 C Twin Il SL Sailplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) that
applies to Burkhart Grob, Luft-und
Raumfahrt (Grob), Model G 103 C Twin
Il SL sailplanes. This action requires
repetitively inspecting the propeller
bearing and upper pulley wheel for
increased play and, if increased play is
found, modifying the propeller bearing
and pulley wheel with a part of
improved design. This AD is the result
of mandatory continuing airworthiness
information (MCAI) issued by the
airworthiness authority for Germany.
The actions specified by this AD are
intended to prevent the loss of the
sailplane engine propeller and possible
loss of the sailplane.

DATES: Effective January 5, 1998.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of January 5,
1998.

ADDRESSES: Service information that
applies to this AD may be obtained from
Burkhart Grob Luft-und Raumfahrt, D—
86874 Mattsies, Germany. This
information may also be examined at
the Federal Aviation Administration
(FAA), Central Region, Office of the
Regional Counsel, Attention: Rules
Docket No. 96—-CE-37—AD, Room 1558,

601 E. 12th Street, Kansas City, Missouri
64106; or at the Office of the Federal
Register, 800 North Capitol Street, NW.,
suite 700, Washington, DC.

FOR FURTHER INFORMATION CONTACT: Mr.
J. Mike Kiesov, Project Officer,
Sailplanes, Small Airplane Directorate,
Airplane Certification Service, FAA,
1201 Walnut, suite 900, Kansas City,
Missouri 64106; telephone (816) 426—
6934, facsimile (816) 426-2169.

SUPPLEMENTARY INFORMATION:

Events Leading to the Issuance of This
AD

A proposal to amend part 39 of the
Federal Aviation Regulations (14 CFR
part 39) to include an AD that would
apply to Grob Model G 103 C Twin Il
SL sailplanes was published in the
Federal Register on January 29, 1997
(62 FR 4205). The action proposed to
require inspecting the propeller bearing
and pulley wheel for increased play, if
there is no increased play in the
propeller bearing and pulley wheel,
continuing to inspect, and if increased
play is found, modifying the propeller
bearing and upper pulley wheel by
installing a part of improved design.
The modification would be considered
a terminating action to the repetitive
inspections. Accomplishment of this
action would be in accordance with
Grob Service Bulletin (SB) 869-18,
dated March 7, 1996, and Grob SB 869-
18/2, dated July 8, 1996, which is a
revised page 6 of the Grob SB 869-18,
dated March 7, 1996.

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were received on the
proposed rule or the FAA’s
determination of the cost to the public.

The FAA’s Determination

After careful review of all available
information related to the subject
presented above, the FAA has
determined that air safety and the
public interest require the adoption of
the rule as proposed except for minor
editorial corrections. The FAA has
determined that these minor corrections
will not change the meaning of the AD
and will not add any additional burden
upon the public than was already
proposed.

Cost Impact

The FAA estimates that 8 sailplanes
in the U.S. registry will be affected by
this AD, that it will take approximately
1 workhour per sailplane to accomplish
the initial inspection, and that the
average labor rate is approximately $60
an hour. Based on these figures, the total
cost impact of the AD on U.S. operators
is estimated to be $480 or $60 per
sailplane.

Grob has informed the FAA that parts
have been distributed to equip 7 of the
8 sailplanes in the United States, which
would reduce the estimated impact on
U.S. operators from $480 to $60.

Regulatory Impact

The regulations adopted herein 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. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action’” under
Executive Order 12866; (2) is not a
“significant rule’” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
will not have a significant economic
impact, positive or negative, on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the final
evaluation prepared for this action is
contained in the Rules Docket. A copy
of it may be obtained by contacting the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:
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PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. Section 39.13 is amended by
adding a new airworthiness directive
(AD) to read as follows:

AD 97-24-09 Burkhart Grob, Luft-Und
Raumfahrt: Amendment 39-10216;
Docket No. 96—-CE-37-AD.

Applicability: Model G 103 C Twin Il SL
Sailplanes (serial numbers 35002 through
35051), certificated in any category.

Note 1: This AD applies to each sailplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
sailplanes that have been modified, altered,
or repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (d) of this AD.

The request should include an assessment
of the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Note 2: The paragraph structure of this AD
is as follows:

Level 1: (a), (b), (c), etc.
Level 2: (1), (2), (3), etc.
Level 3: (i), (ii), (iii), etc.

Level 2 and Level 3 structures are
designations of the Level 1 paragraph they
immediately follow.

Compliance: Required as indicated in the
body of this AD, unless already
accomplished.

To prevent the loss of the sailplane engine
propeller and possible loss of the sailplane,
accomplish the following:

(a) Within the next 5 engine operating
hours after the effective date of this AD, do
one of the following:

(1) Modify the propeller bearing and upper
pulley wheel by installing parts of improved
design in accordance with the “Actions: 2.”
and the “Installation Instructions’ sections of
Grob service bulletin (SB) 869-18, dated
March 7, 1996, and Grob SB 869-18/2, dated
July 8, 1996; or,

(2) Inspect the propeller bearing and upper
pulley wheel for increased play (movement
that exceeds or is equal to 0.4 mm) in
accordance with the “Actions’ section of
Grob service bulletin (SB) 869-18, dated
March 7, 1996.

(i) If increased play is found, prior to
further flight, accomplish the modification in
paragraph (a)(1) of this AD or,

(ii) If no increased play is found, continue
to repetitively inspect for increased play in
the propeller bearing and upper pulley wheel
every 5 engine operating hours in accordance
with the “Actions: 1.” section in Grob SB
869-18, dated March 7, 1996, and Grob SB

869-18/2, dated July 8, 1996. If increased
play is found during any inspection, then,
prior to further flight, accomplish the
modification in paragraph (a)(1) of this AD.

(b) Accomplishing the modification in
paragraph (a)(1) of this AD is a terminating
action to the repetitive inspection required in
paragraph (a)(2)(ii) of this AD. This
modification may be accomplished at any
time, but must be accomplished if increased
play is found.

(c) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the sailplane
to a location where the requirements of this
AD can be accomplished.

(d) An alternative method of compliance or
adjustment of the initial or repetitive
compliance times that provides an equivalent
level of safety may be approved by the
Manager, Small Airplane Directorate,
Airplane Certification Service, FAA, 1201
Walnut, suite 900, Kansas City, Missouri,
64106. The request shall be forwarded
through an appropriate FAA Maintenance
Inspector, who may add comments and then
send it to the Manager, Small Airplane
Directorate.

Note 3: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Small Airplane
Directorate.

(e) The inspections and modifications
required by this AD shall be done in
accordance with Burkhart Grob, Luft-und
Raumfahrt Service Bulletin 869-18, dated
March 7, 1996, and Burkhart Grob, Luft-und
Raumfahrt Service Bulletin 869-18/2, dated
July 8, 1996, which is a revised page six of
the Burkhart Grob, Luft-und Raumfahrt
Service Bulletin 869-18, dated March 7,
1996. This incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C. 552(a)
and 1 CFR part 51. Copies may be obtained
Burkhart Grob Luft-und Raumfahrt, D-86874
Mattsies, Germany. Copies may be inspected
at the FAA, Central Region, Office of the
Regional Counsel, Room 1558, 601 E. 12th
Street, Kansas City, Missouri, or at the Office
of the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.

Note 4: The subject of this AD addresses
German AD 96-206, April 4, 1996.

(f) This amendment (39-10216) becomes
effective on January 5, 1998.

Issued in Kansas City, Missouri, on
November 17, 1997.

Larry E. Werth,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 97-30869 Filed 11-25-97; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 95-CE-95-AD; Amendment 39—
10215; AD 97-24-08]

RIN 2120-AA64

Airworthiness Directives; Burkhart
Grob, Luft-und Raumfahrt, GmbH.
Model G102 Astir CS Sailplanes

AGENCY: Federal Aviation
Administration, DOT.
ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) that
applies to Burkhart Grob, Luft-und
Raumfahrt, GmbH. (Grob) Model G102
Astir CS sailplanes. This action requires
replacing the elevator control lever with
an improved elevator control lever. The
discovery of cracks in the elevator
control lever during a routine inspection
of a Grob Model G102 Astir CS sailplane
prompted this action. This AD is the
result of mandatory continuing
airworthiness information (MCAI)
issued by the airworthiness authority for
Germany. The actions specified by this
AD are intended to prevent failure of the
elevator control lever, which could
result in loss of control of the sailplane.
DATES: Effective January 5, 1998.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of January 5,
1998.

ADDRESSES: Service information that
applies to this AD may be obtained from
Grob Luft-und Raumfahrt, GmbH,
Postfach 1257, D—-87712, Mindelheim,
Germany. This information may also be
examined at the Federal Aviation
Administration (FAA), Central Region,
Office of the Regional Counsel,
Attention: Rules Docket 95—-CE—-95-AD,
Room 1558, 601 E. 12th Street, Kansas
City, Missouri 64106; or at the Office of
the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.
FOR FURTHER INFORMATION CONTACT: Mr.
J. Mike Kiesov, Project Officer,
Sailplanes, Small Airplane Directorate,
Aircraft Certification Service, FAA,
1201 Walnut, suite 900, Kansas City,
Missouri 64106; telephone (816) 426—
6934; facsimile (816) 426-2169.

SUPPLEMENTARY INFORMATION:

Events Leading to the Issuance of This
AD

A proposal to amend part 39 of the
Federal Aviation Regulations (14 CFR
part 39) to include an AD that would
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apply to certain Burkhart Grob, Luft-und
Raumfahrt, GmbH. Model G102 Astir CS
sailplanes was published in the Federal
Register on December 10, 1996 (61 FR
65001). The action proposed to require
replacing the elevator control lever, part
number (P/N) 102-3542 or an FAA-
approved equivalent part number, with
an improved elevator control lever, P/N
102-3543 or an FAA-approved
equivalent part number.

Accomplishment of this action would
be in accordance with Grob Service
Bulletin (SB) TM 306-33, dated
September 15, 1994, and Grob
Installation Instructions No. 306-30/1,
dated October 11, 1994. Grob has also
issued SB TM 306-34, dated December
4, 1994, which expounds on the weight
and balance procedure that is required
in Item 4 of the Grob Installation
Instructions No. 306—-30/1, dated
October 11, 1994.

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were received on the
proposed rule or the FAA'’s
determination of the cost to the public.

The FAA’s Determination

After careful review of all available
information related to the subject
presented above, the FAA has
determined that air safety and the
public interest require the adoption of
the rule as proposed except for minor
editorial corrections. The addition of
Grob Service Bulletin TM 306-34, dated
December 12, 1994, was not included in
the proposed action and is added to the
final rule for clarification of the weight
and balance procedures required in Item
4 of the Grob Installation Instructions
306—-30/1, dated October 11, 994. The
FAA has determined that this
clarification and any minor corrections
will not change the meaning of the AD
and will not add any additional burden
upon the public than was already
proposed.

Compliance Time

The FAA has determined that it is
more beneficial and less burdensome to
the owners/operators to require a
replacement of the elevator control lever
within the next 20 hours time-in-
service, instead of requiring an initial
inspection for cracks and if cracks are
found, replacing the part prior to further
flight, and then if no cracks are found,
replacing the part prior to a certain date,
as required by the Luftfahrt-Bundesamt
(LBA), the airworthiness authority for
Germany and the manufacturer. The one
time replacement is more time and labor
efficient.

After reviewing the compliance times
recommended by the manufacturer in
the Grob SB 306—33, and by the German
AD 94-317/2 Grob, dated April 21,
1995, the FAA has determined that one
compliance time for all operators is less
burdensome and would not present any
undue burden on any of the owner/
operators of any U.S. registered
sailplanes. Therefore, the compliance
time stated in the body of this AD takes
precedence over the compliance time
recommended by Grob and the LBA.

Cost Impact

The FAA estimates that 53 sailplanes
in the U.S. registry will be affected by
this AD, that it will take approximately
12 hours per sailplane to accomplish
this action, and that the average labor
rate is approximately $60 an hour. Parts
cost approximately $180 per sailplane.
Based on these figures, the total cost
impact of this AD on U.S. operators is
estimated to be $47,700.

Grob has informed the FAA that no
parts have been distributed to equip any
sailplane in the United States. The FAA
has no way of determining how many
owners/operators may have
incorporated these actions on their
sailplane.

Regulatory Impact

The regulations adopted herein 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. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action’” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
will not have a significant economic
impact, positive or negative, on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the final
evaluation prepared for this action is
contained in the Rules Docket. A copy
of it may be obtained by contacting the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. Section 39.13 is amended by
adding a new airworthiness directive
(AD) to read as follows:

AD 97-24-08 Burkhart Grob Luft-Und
Raumfahrt, GMBH: Amendment 39—
10215; Docket No. 95—CE—95—-AD.

Applicability: Model G102 Astir CS
sailplanes (serial numbers 1001 through
1536), certificated in any category.

Note 1: This AD applies to each sailplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
sailplanes that have been modified, altered,
or repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (d) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required within the next 20
hours time-in-service (TIS) after the effective
date of this AD, unless already accomplished.

Note 2: The compliance time in this AD
does not reflect the compliance time given in
the Grob service bulletin or the LBA AD 94—
317/2 Grob, dated April 21, 1995.

To prevent failure of the elevator control
lever, which could result in loss of control
of the sailplane, accomplish the following:

(a) Replace the elevator control lever,
Burkhart Grob Luft-und Raumfahrt (Grob)
part number (P/N) 102-3542 (or FAA-
approved equivalent part number), with an
elevator control lever of improved design
(Grob P/N 102-3543 or FAA-approved
equivalent part number) in accordance with
the “Procedure” section of the Grob
Installation Instructions No. 306-30/1, dated
October 11, 1994, which are referenced in the
“Actions: 2" section of Grob Service Bulletin
(SB) TM 306-33, dated September 15, 1994.

(b) Accomplish the weight and balance
procedure required in Item 4 of the
“Procedure” section in Grob Installation
Instructions No. 306-30/1, dated October 11,
1994, by following the “Procedure” and
“Actions” section in Grob SB No. 306-34,
dated December 4, 1994.

(c) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
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of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the sailplane
to a location where the requirements of this
AD can be accomplished.

(d) An alternative method of compliance or
adjustment of the compliance time that
provides an equivalent level of safety may be
approved by the Manager, Small Airplane
Directorate, Aircraft Certification Service,
FAA, 1201 Walnut, suite 900, Kansas City,
Missouri 64106. The request shall be
forwarded through an appropriate FAA
Maintenance Inspector, who may add
comments and then send it to the Manager,
Small Airplane Directorate.

Note 3: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Small Airplane
Directorate.

(e) The replacement required by this AD
shall be done in accordance with the Grob
Luft-Und Raumfahrt Installation Instructions
No. 306-30/1, dated October 11, 1994, Grob
Luft-und Raumfahrt Service Bulletin TM
306-33, dated September 15, 1994, and Grob
Luft-und Raumfahrt Service Bulletin Service
Bulletin No. 306—-34, dated December 4,
1994. This incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C. 552(a)
and 1 CFR part 51. Copies may be obtained
from Grob Luft-und Raumfahrt, GmbH,
Postfach 1257, D-87712, Mindelheim,
Germany. Copies may be inspected at the
FAA, Central Region, Office of the Regional
Counsel, Room 1558, 601 E. 12th Street,
Kansas City, Missouri, or at the Office of the
Federal Register, 800 North Capitol Street,
NW., suite 700, Washington, DC.

Note 4: The actions specified in this AD are
addressed in German AD 94-317/2 Grob,
dated April 21, 1995.

(f) This amendment (39-10215) becomes
effective on January 5, 1998.

Issued in Kansas City, Missouri, on
November 17, 1997.

Larry E. Werth,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 97-30867 Filed 11-25-97; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 95—CE—96—AD; Amendment 39—
10217; AD 97-24-10]

RIN 2120-AA64

Airworthiness Directives; Burkhardt
Grob Luft-und Raumfahrt, GmbH.
Model G 103 Twin Astir Sailplanes

AGENCY: Federal Aviation
Administration, DOT.
ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) that

applies to Burkhardt Grob Luft-und
Raumfahrt, GmbH. (Grob) Model G 103
Twin Astir sailplanes. This action
requires replacing the airbrake over-
center lever and installing new
inspection holes. The AD is the result of
cracked airbrake over-center levers
found during routine inspections. The
actions specified by this AD are
intended to prevent an asymmetrical
airbrake deployment, which could
result in an uncontrollable roll and
possible loss of control of the sailplane.
DATES: Effective December 29, 1997.
The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of December
29, 1997.
ADDRESSES: Service information that
applies to this AD may be obtained from
Grob Luft-und Raumfahrt, GmbH., D—
8939, Mattsies-am Flugplatz, Germany.
This information may also be examined
at the Federal Aviation Administration
(FAA), Central Region, Office of the
Regional Counsel, Attention: Rules
Docket 95—-CE—96—AD, Room 1558, 601
E. 12th Street, Kansas City, Missouri
64106; or at the Office of the Federal
Register, 800 North Capitol Street, NW.,
suite 700, Washington, DC.
FOR FURTHER INFORMATION CONTACT: Mr.
J. Mike Kiesov, Project Officer,
Sailplanes, FAA, Small Airplane
Directorate, 1201 Walnut, suite 900,
Kansas City, Missouri 64106; telephone
(816) 426-6932; facsimile (816) 426—
2165.

SUPPLEMENTARY INFORMATION:

Events Leading to the Issuance of This
AD

A proposal to amend part 39 of the
Federal Aviation Regulations (14 CFR
part 39) to include an AD that would
apply to Grob Model G 103 Twin Astir
sailplanes was published in the Federal
Register on December 23, 1996 (61 FR
67506). The action proposed to require
replacing the airbrake over-center lever
(Grob part number (P/N) 103-4123 (left)
and P/N 103-4124 (right)) with a new
part of improved design, (Grob P/N
103B—-4123 (left) and 103B—4124 (right),
or FAA-approved equivalent part
numbers) and installing new inspection
holes.

Accomplishment of the proposed
action would be in accordance with
Grob Service Bulletin TM 315-47/2,
dated January 20, 1993, and Grob Repair
Instructions No. 315-45/2, dated
October 11, 1991.

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were received on the

proposed rule or the FAA’s
determination of the cost to the public.

After examining all information
related to this AD, the FAA has noticed
two discrepancies in the NPRM that
should be clarified in the final rule.

First, clarification is required
regarding Grob Repair Instructions TM
315-45/2. There is a difference between
the dimensions called out in Drawing 3
of Grob Repair Instructions TM 315-45/
2 and the dimensions called out in the
materials list on page one of the Repair
Instructions for the composite sheet
used for the 2 composite stops.
Specifically, refer to the material list on
page one of the repair instructions,
which calls out 2 stops of 3mm x 30mm
x 30mm composite sheet. Drawing 3
calls out the composite sheet material as
3mm x 30mm x 40mm, but should
actually call out the composite sheet
material as 3 x 30 x 30. The material list
on page one is the correct dimension.

Second, there are only 18 Grob Model
G 103 sailplanes in the U.S. registry
rather than the figure of 60 sailplanes
that was originally published in the
NPRM. This would lower the cost
impact on the U.S. operators, and would
not have an adverse impact.

The FAA'’s Determination

After careful review of all available
information related to the subject
presented above, including the service
information, the FAA has determined
that air safety and the public interest
require the adoption of the rule as
proposed except for the addition of a
note to refer to the materials list for
correct dimensions on the composite
sheet, the lowering of the number of
sailplanes affected, and minor editorial
corrections. The FAA has determined
that these corrections will not change
the meaning of the AD and will not add
any additional burden upon the public
than was already proposed.

Cost Impact

The FAA estimates that 18 sailplanes
in the U.S. registry will be affected by
this AD, that it will take approximately
12 workhours per sailplane to
accomplish the action, and that the
average labor rate is approximately $60
an hour. Parts cost approximately $650
per sailplane. Based on these figures,
the total cost impact of the AD on U.S.
operators is estimated to be $24,660 or
$1,370 per sailplane.

Regulatory Impact

The regulations adopted herein 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
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responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action’ under
Executive Order 12866; (2) is not a
“significant rule’” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
will not have a significant economic
impact, positive or negative, on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the final
evaluation prepared for this action is
contained in the Rules Docket. A copy
of it may be obtained by contacting the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. Section 39.13 is amended by
adding a new airworthiness directive
(AD) to read as follows:

AD 97-24-10 Burkhardt Grob Luft-und
Raumfahrt, GMBH: Amendment 39—
10217; Docket No. 95—-CE—96—AD.

Applicability: Model G 103 Twin Astir
Sailplanes, (serial numbers 3000 through
3291, with or without the suffix “T"),
certificated in any category.

Note 1: This AD applies to each sailplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
sailplanes that have been modified, altered,
or repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (d) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not

been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required within the next 50
hours time-in-service (TIS) after the effective
date of this AD, unless already accomplished.

To prevent an asymmetrical airbrake
deployment, which could result in an
uncontrollable roll and possible loss of
control of the sailplane, accomplish the
following:

(a) Replace the airbrake over-center lever
(Grob part number (P/N) 103-4123 (left) and
103-4124 (right), or FAA-approved
equivalent part numbers) with a new part of
improved design (Grob P/N 103B-4123 (left),
and 103B-4124 (right), or FAA-approved
equivalent part numbers) in accordance with
the Procedures section of Grob Service
Bulletin (SB) TM 315-47/2, dated January 20,
1993, and Grob Repair Instructions No. 315—
45/2, dated October 11, 1991. Use the
dimension called out in the materials list on
page one of the Repair Instructions for the
correct dimension of the composite sheet.

(b) Install inspection holes in accordance
with the Procedure section of Grob Repair
Instructions No. 315-45/2, dated October 11,
1991.

(c) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the sailplane
to a location where the requirements of this
AD can be accomplished.

(d) An alternative method of compliance or
adjustment of the compliance time that
provides an equivalent level of safety may be
approved by the Manager, Small Airplane
Directorate, 1201 Walnut, suite 900, Kansas
City, Missouri 64106. The request shall be
forwarded through an appropriate FAA
Maintenance Inspector, who may add
comments and then send it to the Manager,
Small Airplane Directorate.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Small Airplane
Directorate.

(e) The modification and replacement
required by this AD shall be done in
accordance with Burkhardt Grob Luft-und
Raumfahrt, GmbH G 103 Service Bulletin TM
315-47/2, dated January 20, 1993, and
Burkhardt Grob Luft-und Raumfahrt, GmbH
Repair Instructions No. 315-45/2, dated
October 11, 1991. This incorporation by
reference was approved by the Director of the
Federal Register in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. Copies may also
be obtained from Grob Luft-und Raumfahrt,
GmbH., D-8939, Mattsies-am Flugplatz,
Germany. Copies may be inspected at the
FAA, Central Region, Office of the Regional
Counsel, Room 1558, 601 E. 12th Street,
Kansas City, Missouri, or at the Office of the
Federal Register, 800 North Capitol Street,
NW., suite 700, Washington, DC.

Note 3: The subject of this AD addresses
German AD 92-309/2 Grob, dated February
26, 1993.

(f) This amendment (39-10217) becomes
effective on December 29, 1997.

Issued in Kansas City, Missouri, on
November 18, 1997.

Larry E. Werth,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 97-30870 Filed 11-25-97; 8:45 am]
BILLING CODE 4910-13-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 52 and 70
[CA—002—PP; FRL-5926-2]

Clean Air Act Approval and
Promulgation of Title V Operating
Permits Program Revisions; State
Implementation Plan Revision, Santa
Barbara County Air Pollution Control
District, California

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

SUMMARY: EPA is finalizing the approval
of a revision to Rule 1301 of Regulation
X1l proposed in the Federal Register on
September 3, 1997, both as a revision to
the federally-approved State
Implementation Plan (SIP) and as a
revision to the title V operating permit
program adopted by the Santa Barbara
County Air Pollution Control District
(Santa Barbara, SBCAPCD, or District)
on September 18, 1997. This approval
action will incorporate this rule into the
federally approved SIP. The intended
effect of approving this revision is to
allow Department of Defense (DoD)
facilities to become exempt from title V
of the Clean Air Act permit
requirements, if the source implements
an emission reduction plan that
achieves a minimum reduction of 10
tons per year of 0zone precursors.

Thus, EPA is finalizing the approval
of this rule as a revision to the title V
operating permit program, and as a
revision into the California SIP under
provisions of the CAA regarding EPA
action on SIP submittals, SIPs for
national primary and secondary ambient
air quality standards and plan
requirements for nonattainment areas.
EFFECTIVE DATE: This action is effective
on December 26, 1997.

ADDRESSES: Copies of the rule revision
and EPA'’s evaluation report is available
for public inspection at EPA’s Region I1X
office during normal business hours.
Copies of the submitted rule revision is
available for inspection during normal
business hours at the following
locations:

Permits Office (AIR-3), Air Division,

U.S. Environmental Protection
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Agency, Region IX, 75 Hawthorne
Street, 17th Floor, San Francisco, CA
94105

Santa Barbara County Air Pollution
Control District, 26 Castilian Drive
B-23, Goleta, CA 93117

California Air Resources Board,

2020 L Street, Sacramento, CA 95814
U.S. Environmental Protection Agency,
Air Docket (6102), 401 ““M” Street,

S.W., Washington, D.C. 20460

FOR FURTHER INFORMATION CONTACT: John
Walser (telephone 415/744-1257),
Permits Office (AIR-3), Air Division,
U.S. Environmental Protection Agency,
Region IX, 75 Hawthorne Street, San
Francisco, CA 94105.

SUPPLEMENTARY INFORMATION:
I. Applicability

The following rule is being approved
into the California SIP: SBCAPCD Rule
1301—~Part 70 Operating Permit
Program—General Information.

I1. Background

On September 3, 1997, in 62 FR
46451, EPA proposed to approve the
following rule in the California SIP and
as a revision to the title V program:
SBCAPCD Rule 1301—Part 70 Operating
Permit Program—General Information.
On behalf of the District, Rule 1301 was
submitted by the California Air
Resources Board to EPA on October 10,
1997 as a revision to the title V program,
and on October 31, 1997 as a SIP-
submittal. A detailed discussion of the
background for the above rule is
provided in the Proposed Rulemaking
(NPRM) cited above.

EPA has evaluated the above rule for
consistency with the requirements of
the CAA and EPA regulations and EPA
interpretation of these requirements as
expressed in the various EPA policy
guidance documents referenced in the
NPRM cited above. EPA has found that
the rule meets the applicable EPA
requirements. On October 31, 1997, EPA
reviewed this rule for completeness and
found that the rule conformed to the
completeness criteria in 40 CFR part 51,
Appendix V.

111. Response to Comments

A 30 day public comment period was
provided in 62 FR 46451. EPA received
no comments.

IV. EPA Action

EPA is finalizing action to approve
the above rule as a revision to the title
V Operating Permit Program and for
inclusion into the California SIP. EPA is
approving the submittal under section
110(k)(3) as meeting requirements of
section 110(a) and part D of the CAA.

This approval action will incorporate
this rule into the federally approved SIP
and revise the title V program. These
revisions apply to any source under
jurisdiction of the SBCAPCD that
qualifies as a Part 70 source and meets
the requirements for exclusion of
military tactical support and/or
infrastructure building maintenance
equipment at a Department of Defense
facility. In Santa Barbara County, only
Vandenberg Air Force Base (VAFB)
meets these requirements.

The revision enables VAFB to comply
with Rule 370, the District’s prohibitory
rule, which limits the Base’s potential to
emit to below the title V applicability
thresholds and requires VAFB to reduce
its annual emissions rate of ozone
precursors by at least 10 tons through
the ENVVEST initiative. The rule
revision also includes emission
reduction plan requirements and
milestones to be approved by the
District and made federally-enforceable
by the EPA by incorporating the rule
revisions into the SIP for California, if
EPA finds that the planned emission
reductions are real, quantifiable,
surplus, and enforceable.

Nothing in this action should be
construed as permitting or allowing or
establishing a precedent for any future
request for revision to any state
implementation plan. Each request for
revision to the state implementation
plan shall be considered separately in
light of specific technical, economic,
and environmental factors and in
relation to relevant statutory and
regulatory requirements.

V. Administrative Requirements
A. Docket

Copies of Santa Barbara’s submittal
and other information relied upon for
final actions are contained in docket
number CA-002-PP maintained at the
EPA Regional Office. The docket is an
organized and complete file of all the
information submitted to, or otherwise
considered by, EPA in the development
of this final rulemaking. The docket is
available for public inspection at the
location listed under the ADDRESSES
section of this document.

B. Regulatory Flexibility Act

The EPA’s actions under section 502
of the Act do not create any new
requirements, but simply address
revisions to Santa Barbara’s existing
operating permits program that was
submitted to satisfy the requirements of
40 CFR part 70. Because this action does
not impose any new requirements, it
does not have a significant impact on a
substantial number of small entities.

C. Unfunded Mandates

Under Section 202 of the Unfunded
Mandates Reform Act of 1995
(“Unfunded Mandates Act”), signed
into law on March 22, 1995, EPA must
prepare a budgetary impact statement to
accompany any proposed or final rule
that includes a federal mandate that
may result in estimated costs to state,
local, or tribal governments in the
aggregate; or to the private sector, of
$100 million or more. Under Section
205, EPA must select the most cost-
effective and least burdensome
alternative that achieves the objectives
of the rule and is consistent with
statutory requirements. Section 203
requires EPA to establish a plan for
informing and advising any small
governments that may be significantly
or uniquely impacted by the rule.

EPA has determined that the approval
action promulgated today does not
include a federal mandate that may
result in estimated costs of $100 million
or more to either state, local, or tribal
governments in the aggregate, or to the
private sector. This federal action
approves pre-existing requirements
under state or local law, and imposes no
new federal requirements. Accordingly,
no additional costs to state, local, or
tribal governments, or to the private
sector, result from this action.

D. Executive Order 12866

The Office of Management and Budget
has exempted this action from review
under Executive Order 12866.

E. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A) as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, EPA
submitted 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 General Accounting
Office prior to publication of the rule in
today’s Federal Register. This rule is
not a “major’’ as defined by 5 U.S.C.
804(2).

F. Petitions for Judicial Review

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by January 26, 1998.
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this rule for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
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be challenged later in proceedings to
enforce its requirements. (See section
307(b)(2).)

List of Subjects

40 CFR Part 52

Environmental protection, Air
pollution control, Carbon monoxide,
Hydrocarbons, Incorporation by
reference, Intergovernmental relations,
Lead, Nitrogen dioxide, Ozone,
Particulate matter, Sulfur oxides,
Volatile organic compounds.

40 CFR Part 70

Environmental protection,
Administrative practice and procedure,
Air pollution control, Hazardous
substances, Intergovernmental relations,
Operating permits, Reporting and
recordkeeping requirements.

Note: Incorporation by reference of the
State Implementation Plan for the State of
California was approved by the Director of
the Federal Register on July 1, 1982.

Date Signed: November 14, 1997.

Felicia Marcus,
Regional Administrator.

Chapter I, title 40 of the Code of
Federal Regulations is amended as
follows:

PART 52—[AMENDED]

1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401-7671q.

Subpart F—California

2. Section 52.220 is amended by
adding and reserving paragraphs
(c)(247) through (c)(249) and by adding
paragraph (c)(250) to read as follows:

§52.220 Identification of plan.
* * * * *
C * * *

(247) [Reserved]

(248) [Reserved]

(249) [Reserved]

(250) New regulations for the
following APCD were submitted on
October 31, 1997, by the Governor’s
designee.

(i) Incorporation by reference.

(A) Santa Barbara County Air
Pollution Control District.

(1) Rule 1301 adopted on September
18, 1997.

PART 70—[AMENDED]
1. The authority citation for part 70
continues to read as follows:
Authority: 42 U.S.C. 7401, et seq.

2. Appendix A to part 70 is amended
by revising paragraph (aa) to the entry
for California to read as follows:

Appendix A to Part 70—Approval
Status of State and Local Operating
Permits Programs

* * * * *
California
* * * * *

(aa) Santa Barbara County Air Pollution
Control District (APCD) submitted on
November 15, 1993, as amended March 2,
1994, August 8, 1994, December 8, 1994, June
15, 1995, and September 18, 1997; interim
approval effective on December 1, 1995;
interim approval expires on October 1, 1998.
* * * * *

[FR Doc. 97-30951 Filed 11-25-97; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[IL162—1a; FRL-5926-6]

Approval and Promulgation of
Implementation Plans; lllinois

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: On September 8, 1997, the
State of Illinois submitted a State
Implementation Plan (SIP) revision
request to the Environmental Protection
Agency (EPA) which tightens Volatile
Organic Material (VOM) regulations for
cold cleaning degreasing operations in
the Chicago and Metro-East ozone
nonattainment areas. VOM, as defined
by the State of Illinois, is identical to
“Volatile Organic Compounds” (VOC),
as defined by EPA. VOM combines with
oxides of nitrogen in the atmosphere to
form ground-level ozone, commonly
known as smog. Exposure to ozone is
associated with a wide variety of human
health effects, agricultural crop loss, and
damage to forests and ecosystems. The
State intends to include the tightened
cold cleaning degreasing regulations as
part of its 1999 and 2002 Rate-Of-
Progress (ROP) Plans. Illinois expects
that the control measures specified in
this SIP revision will reduce VOM
emissions by 11.35 tons per day (TPD)
by 1999 in the Chicago area and 0.79
TPD by 1999 in the Metro-East area.
This rulemaking action approves,
through direct final, the Illinois SIP
revision request.

DATES: The ““direct final” is effective on
January 26, 1998, unless EPA receives
written adverse or critical comments by
December 26, 1997. If the effective date
is delayed, timely notice will be
published in the Federal Register.

ADDRESSES: Copies of this SIP revision
request is available for inspection at the
following address:

U.S. Environmental Protection
Agency, Region 5, Air and Radiation
Division, 77 West Jackson Boulevard,
Chicago, Illinois 60604. (It is
recommended that you telephone Mark
J. Palermo, Environmental Protection
Specialist at (312) 886—-6082 before
visiting the Region 5 Office.)

Written comments should be sent to:
J. Elmer Bortzer, Chief, Regulation
Development Section, Air Programs
Branch (AR-18J), U.S. Environmental
Protection Agency, 77 West Jackson
Boulevard, Chicago, Illinois 60604.

FOR FURTHER INFORMATION CONTACT:
Mark J. Palermo, Environmental
Protection Specialist, at (312) 886-6082.
SUPPLEMENTARY INFORMATION:

l. Background

Section 182(c)(2)(B) of the Clean Air
Act (Act) requires any serious and above
ozone nonattainment area to achieve
post—1996 ROP reductions of 3 percent
of VOC 1990 baseline emissions per
year, averaged over each consecutive 3
year period, until the area has achieved
attainment of the 1-hour ozone National
Ambient Air Quality Standard. In
Ilinois, the Chicago area (Cook, DuPage,
Kane, Lake, McHenry, Will Counties
and Aux Sable and Goose Lake
Townships in Grundy County and
Oswego Township in Kendall County) is
classified as ‘‘severe” nonattainment for
the 1-hour ozone standard. As such, the
Chicago nonattainment area is subject to
the post—1996 ROP requirement.

The Act specifies under section
182(b)(1)(C) that emission reductions
claimed under ROP plans must be
achieved through the implementation of
control measures through revisions to
the SIP, the promulgation of Federal
rules, or through permits under Title V
of the Act. Control measures
implemented before November 15, 1990,
are precluded from counting toward
ROP reduction.

Illinois has submitted tightened cold
cleaning degreasing rules for the control
of VOC as a revision to the SIP for the
purpose of meeting post—-1996 ROP
requirements for the Chicago ozone
nonattainment area. These tightened
rules also apply to the Metro-East
moderate 0zone nonattainment area
(Madison, Monroe, and St. Clair
Counties), to help the area reach
attainment.

A public hearing on the tightened
rules was held on March 4, 1997, in
Chicago, Illinois. The rules were
adopted by the Illinois Pollution Control
Board on June 5, 1997. The rules
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became effective on June 9, 1997; they
were published in the Illinois Register
on June 20, 1997. The Illinois
Environmental Protection Agency
(IEPA) formally submitted the rules to
EPA on September 8, 1997, as a revision
to the Illinois SIP for ozone. EPA made
a finding of completeness in a letter
dated October 9, 1997.

The September 8, 1997, submittal
includes the following new or revised
rules:

Part 211: Definitions and General
Provisions, Subpart B: Definitions,
Section 211.1885 Electronic
Component.

Part 218: Organic Material Emission
Standards and Limitations for the
Chicago Area, Subpart E: Solvent
Cleaning, Section 218.182 Cold
Cleaning.

Part 219: Organic Material Emission
Standards and Limitations for the
Metro-East St. Louis Area, Subpart E:
Solvent Cleaning, Section 219.182
Cold Cleaning.

The cold cleaning rules contained in
part 218 are identical to those in part
219 except for the areas of applicability.
Part 218 applies to the Chicago area,
while part 219 applies to the Metro-East
area. EPA’s evaluation of these rules is
as follows.

I1. Evaluation of Rules

Cold cleaning degreasing rules were
originally implemented by Illinois as
part of the State’s Reasonably Available
Control Technology (RACT)
requirements for VOC control The rules
are codified under 35 Illinois
Administrative Code sections 218/
219.182, which was incorporated into
the SIP on September 9, 1994 (59 FR
46562). The September 8, 1997, SIP
revision submittal amends sections 218/
219.182 to tighten requirements for
operators of cold cleaning degreasers
and adds new requirements for sellers of
solvent for use in cold cleaning
degreasing operations.

As previously discussed, this SIP
revision submittal is required by the Act
to the extent that the rule was submitted
to meet Illinois’ post—-1996 ROP
requirements. A review of what
emission reduction this SIP revision
achieves for purposes of ROP will be
addressed when rulemaking action on
IHlinois— post-1996 ROP plan is taken.

To determine whether the Illinois
submittal meets the requirements for an
approvable SIP revision, the rules were
reviewed for their consistency with
section 110 and part D of the Act. A
discussion of the rules and EPA’s
evaluation follows.

Material Requirements

Sections 218/219.182(c) have been
added to limit the vapor pressure of
solvent used or sold for use in cold
cleaning degreasing operations in the
Chicago and Metro-East ozone
nonattainment area. Beginning March
15, 1999, the vapor pressure limit is 2.0
millimeters of mercury (mmHg), or
0.038 pounds per square inch (psi)
measured at 20 degrees Celsius (C) (68
degrees Fahrenheit (F)). On March 15,
2001, the vapor pressures limit is
tightened to 1.0 mmHg (0.019 psi)
measured at 20 degrees C (68 degrees F).

Exemptions

The supplier sales requirements
under sections 218/219.182(c) do not
apply to the sale of solvents in units less
than or equal to 5 gallons. This
provision is intended to exclude
cleaning solvents sold at various stores
specializing in auto products, including
department stores with auto supply
sections. The State submittal
documentation indicates that due to the
guantity of solvent used in commercial
cold cleaning operations, and the lower
per gallon costs offered by larger
suppliers, facilities engaged in cold
cleaning would not typically purchase
their solvents at such auto supply
stores.

Sections 218/219.182(f) exempt the
cleaning of electronic components from
the March 15, 1999, and March 15,
2001, vapor pressure limits under
section 218/219.182(c). lllinois has
defined “electronic component” under
section 211.1885 as all portions of an
electronic assembly, including, but not
limited to, circuit board assemblies,
printed wire assemblies, printed circuit
boards, soldered joints, ground wires,
bus bars, and associated electronic
component manufacturing equipment
such as screens and filters. The State
submittal documentation indicates that
this exemption was added based on
concern that the 1.0 mmHg vapor
pressure solvent would not adequately
clean certain types of electronic
equipment.

Sections 218/219.182(g) also exempt
from section 218/219.182(c) any cold
cleaning taking place in a Detrex cold
batch degreaser Model # 2D-CC-SPL
Size 24-4-10, or substantial equivalent,
including automated loading of parts,
totally enclosed operation (excluding
loading or unloading) and permitted by
IEPA. The State submittal
documentation indicates that Detrex
degreasers, and other substantially
similar, large-scale degreasing
operations, are highly controlled and
specialized operations which provide

emissions reductions that are equivalent
or more stringent than the vapor
pressure limits required under sections
218/219.182(c).

Compliance Testing

Sections 218/219.186 indicate that the
test methods under sections 218/
219.110 shall be used to determine
vapor pressures to demonstrate
compliance with Illinois’ cold cleaning
degreasing regulations under sections
218/219.182. These test method
provisions were incorporated into the
SIP on September 9, 1994 (59 FR
46562).

Recordkeeping

Sections 218/219.182(d) and (e)
require subject solvent suppliers and
users to maintain documents which
indicate the solvent’s vapor pressure at
the prescribed temperature. The
marketers of cold cleaning solvents to
users must keep records indicating the
name and address of the solvent
purchaser, the date of purchase, the type
of solvent purchased, the solvent unit
quantity, the total volume purchased,
and the vapor pressure of the solvent
purchased measured in mmHg at 20
degrees C (68 degrees F). Solvent users
must maintain records for each solvent
purchase indicating the name and
address of the solvent supplier, the date
of the solvent purchase, the type of
solvent purchased, and the vapor
pressure of solvent measured in mmHg
at 20 degrees C (68 degrees F). These
records must be kept for three years.

I11. EPA Rulemaking Action

The EPA is approving, through final
rulemaking action, Illinois’ tightened
cold cleaning degreasing rules for the
Chicago and Metro-East St. Louis ozone
nonattainment areas.

Nothing in this action should be
construed as permitting, allowing or
establishing a precedent for any future
request for revision to any SIP. Each
request for revision to the SIP shall be
considered separately in light of specific
technical, economic, and environmental
factors and in relation to relevant
statutory and regulatory requirements.

IV. Administrative Requirements

A. Executive Order 12866

The Office of Management and Budget
has exempted this regulatory action
from Executive Order 12866 review.

B. Regulatory Flexibility

Under the Regulatory Flexibility Act,
5 U.S.C. 600 et seq., EPA must prepare
a regulatory flexibility analysis
assessing the impact of any proposed or
final rule on small entities. 5 U.S.C. 603
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and 604. Alternatively, EPA may certify
that the rule will not have a significant
impact on a substantial number of small
entities. Small entities include small
businesses, small not-for-profit
enterprises, and government entities
with jurisdiction over populations of
less than 50,000.

SIP approvals under section 110 and
subchapter I, part D of the Act do not
create any new requirements, but
simply approve requirements that the
State is already imposing. Therefore,
because the Federal SIP approval does
not impose any new requirements, the
Administrator certifies that it does not
have a significant impact on any small
entities affected. Moreover, due to the
nature of the Federal-State relationship
under the Act, preparation of a
flexibility analysis would constitute
Federal inquiry into the economic
reasonableness of the State action. The
Clean Air Act forbids EPA to base its
actions concerning SIPs on such
grounds. Union Electric Co. v. EPA., 427
U.S. 246, 256-66 (1976); 42 U.S.C.
7410(a)(2).

C. Unfunded Mandates

Under section 202 of the Unfunded
Mandates Reform Act of 1995, signed
into law on March 22, 1995, EPA must
undertake various actions in association
with any proposed or final rule that
includes a Federal mandate that may
result in estimated costs to state, local,
or tribal governments in the aggregate;
or to the private sector, of $100 million
or more. This Federal action approves
pre-existing requirements under state or
local law, and imposes no new
requirements. Accordingly, no
additional costs to state, local, or tribal
governments, or the private sector,
result from this action.

D. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A) as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, EPA
submitted 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 General Accounting
Office prior to publication of the rule in
today’s Federal Register. This rule is
not a major rule as defined by 5 U.S.C.
804(2).

E. Petitions for Judicial Review

Under section 307(b)(1) of the Act,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by January 26, 1998. Filing a
petition for reconsideration by the

Administrator of this final rule does not
affect the finality of this rule for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. (See section
307(b)(2)).

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Ozone, Volatile
organic compounds, Incorporation by
reference, Recordkeeping and reporting.

Dated: November 7, 1997.

David A. Ullrich,
Acting Regional Administrator.

For the reasons stated in the
preamble, part 52, chapter I, title 40 of
the Code of Federal Regulations is
amended as follows:

PART 52—[AMENDED]

1. The authority citation for part 52
continues to read as follows:
Authority: 42 U.S.C. 7401-7671q.

Subpart O—lllinois
2. Section 52.720 is amended by

adding paragraph (c)(139) to read as
follows:

§52.720 Identification of plan.
* * * * *
(C) * X *

(139) On September 8, 1997, the State
of Illinois submitted tightened volatile
organic material rules for cold cleaning
degreasing operations in the Chicago
and the Metro-East ozone nonattainment
areas.

(i) Incorporation by reference. Illinois
Administrative Code, Title 35:
Environmental Protection, Subtitle B:
Air Pollution, Chapter I: Pollution
Control Board, Subchapter c: Emissions
Standards and Limitations for
Stationary Sources.

(A) Part 211: Definitions and General
Provisions, Subpart B: Definitions,
Section 211.1885, amended at 21 Ill.
7695, effective June 9, 1997.

(B) Part 218: Organic Material
Emission Standards and Limitations for
the Chicago Area, Subpart E: Solvent
Cleaning, Section 218.182, amended at
21 11l. 7708, effective June 9, 1997.

(C) Part 219: Organic Material
Emissions Standards and Limitations for
the Metro-East Area, Subpart E: Solvent
Cleaning, Section 219.182, amended at
21 11l. 7721, effective June 9, 1997.

[FR Doc. 97-31139 Filed 11-25-97; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 60

[FRL-5927-4]

Standards of Performance for New
Stationary Sources; Standards of
Performance for Nonmetallic Mineral
Processing Plants; Clarification

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice of policy; clarification.

SUMMARY: This action clarifies the
applicability of the New Source
Performance Standards for Nonmetallic
Mineral Processing Plants (40 CFR part
60, subpart OOO). This action is
necessary because of incorrect guidance
and preamble language regarding the
regulation’s applicability to affected
facilities in the nonmetallic mineral
processing industry. The April 1991
Regulatory and Inspection Manual for
Nonmetallic Mineral Processing Plants
included the following incorrect
statement: ‘“Subpart OOOQ affected
facilities begin with the first crushing or
grinding operation at the plant.” The
same incorrect statement was made in a
response to a comment in the preamble
to the June 9, 1997, Federal Register
document for the final amendments to
subpart OOO.

Section 60.670(a) of subpart OOO lists
the affected facilities in fixed or portable
nonmetallic mineral processing plants.
This list includes each crusher, grinding
mill, screening operation, bucket
elevator, belt conveyor, bagging
operation, storage bin, and enclosed
truck or railcar loading station. The
clear intent of the regulation is that all
facilities listed in section 60.670(a) are
subject to subpart OOO. While subpart
OO0 affected operations typically have
crushers or grinding mills located at or
near the beginning of the nonmetallic
mineral processing line, this is not
always the case (e.g., some plants may
convey, screen or otherwise process
materials without first utilizing a
crusher located in the plant). Therefore,
with this document, the EPA is
clarifying that as long as crushing or
grinding occurs anywhere at a non-
metallic mineral processing plant, any
affected facility listed in §60.670(a) is
subject to subpart OOO regardless of its
location within the plant. EPA expects
that plants that have not considered
facilities prior to the first crushing or
grinding operation as affected facilities,
will now ensure that those affected
facilities will meet all of the applicable
regulatory requirements.



62954 Federal Register / Vol. 62, No. 228 / Wednesday, November 26, 1997 / Rules and Regulations

FOR FURTHER INFORMATION CONTACT: Mr.
Scott Throwe at (202) 564—7013,
Manufacturing, Energy, and
Transportation Division (2223A), U.S.
EPA, 401 M Street, Washington, D.C.
20460.

Dated: November 20, 1997.
Scott A. Throwe,
Environmental Protection Specialist.
[FR Doc. 97-30950 Filed 11-25-97; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300576; FRL-5754-9]
RIN 2070-AB78

Tefluthrin; Pesticide Tolerance

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

SUMMARY: This regulation establishes
tolerances for combined residues of
tefluthrin and its metabolite in or on
corn, grain, field and pop; corn, forage
and fodder, field, pop and sweet; and
corn, fresh (including sweet K and corn
with husk removed (CWHR)) at 0.06
parts per million (ppm). It also removes
time limitations for tolerances for
residues of tefluthrin on the same
commodities that expire on November
15, 1997. Zeneca Ag Products requested
these tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA), as
amended by the Food Quality Protection
Act of 1996 (Pub. L. 104-170).

DATES: This regulation is effective
November 26, 1997. Objections and
requests for hearings must be received
by EPA on or before January 26, 1998.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300576],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300576], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental

Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 1132, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1 file format
or ASCII file format. All copies of
objections and hearing requests in
electronic form must be identified by
the docket control number [OPP-
300576]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Beth Edwards, Registration
Division 7505C, Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Crystal
Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 305-5400, e-mail:
edwards.beth@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: On
February 1, 1989 (54 FR 5080), EPA
established time limited tolerances
under Section 408 of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346 a(d) and 348 for residues of
tefluthrin on corn, grain, field, and pop;
corn, forage and fodder, field and pop.
As additional crop tolerances were
established, they were also made time-
limited. These tolerances expire on
November 15, 1997. Zeneca Ag
Products, on September 15, 1997,
requested that the time limitation for
tolerances established for residues of the
insecticide tefluthrin in the corn
commodities mentioned above be
removed based on environmental effects
data that they had submitted as a
condition of the registration. Zeneca Ag
Products also submitted a summary of
its petition as required under the
FFDCA as amended by the Food Quality
Protection Act (FQPA) of 1996 (Pub. L.
104-170).

In the Federal Register of September
25, 1997 (62 FR 50337) (FRL-5748-2),
EPA issued a notice pursuant to section
408 of the Federal Food, Drug, and
Cosmetic Act (FFDCA), 21 U.S.C.
346a(e) announcing the filing of a
pesticide petitions (PP 7F3521 and

4F4406) for tolerances by Zeneca Ag
Products, P.O. Box 15458, Wilmington,
DE, 19850-5458. This notice included a
summary of the petition prepared by
Zeneca Ag Products, the registrant.
There were no comments received in
response to the notice of filing.

The petitions requested that 40 CFR
180.440 be amended by removing the
time-limitation for tolerances for
combined residues of the insecticide
and pyrethroid tefluthrin and its
metabolite (Z)-3-(2-chloro-3,3,3-
trifluoro-1-propenyl)-2,2-
dimethylcyclopropanecarboxylic acid,
in or on corn, grain, field and pop; corn,
forage and fodder, field, pop and sweet;
and corn, fresh (including sweet K and
corn with husk removed (CWHR)) at
0.06 part per million (ppm).

The basis for the time-limited
tolerances that expire November 15,
1997, was given in the Federal Register
of October 20, 1993 (58 FR 54094).
These time-limited tolerances were
predicated on the expiration of pesticide
product registrations that were made
conditional due to lack of certain
ecological and environmental effects
data. The rationale for using time-
limited tolerances was to encourage
pesticide manufacturers to comply with
the conditions of registration in a timely
manner. There is no regulatory
requirement to make tolerances time-
limited due to the conditional status of
a product registration under the Federal
Insecticide, Fungicide, and Rodenticide
Act (FIFRA), as amended. It is current
EPA policy to no longer establish time
limitations on tolerance(s) with
expiration dates if none of the
conditions of registration have any
bearing on human dietary risk. The
current petition action meets that
condition and thus the expiration dates
associated with specific crop tolerances
are being deleted.

l. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(i) of the
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) 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) requires EPA to give special
consideration to exposure of infants and
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children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a ““safety factor”) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100% or
less of the RfD) is generally considered
acceptable by EPA. EPA generally uses
the RfD to evaluate the chronic risks
posed by pesticide exposure. For shorter
term risks, EPA calculates a margin of
exposure (MOE) by dividing the
estimated human exposure into the
NOEL from the appropriate animal
study. Commonly, EPA finds MOEs

lower than 100 to be unacceptable. This
100-fold MOE is based on the same
rationale as the 100-fold uncertainty
factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“acute,” “short-term,” “intermediate
term,” and ““chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all 3 sources
are not typically added because of the
very low probability of this occurring in
most cases, and because the other

conservative assumptions built into the
assessment assure adequate protection
of public health. However, for cases in
which high-end exposure can
reasonably be expected from multiple
sources (e.g. frequent and widespread
homeowner use in a specific
geographical area), multiple high-end
risks will be aggregated and presented
as part of the comprehensive risk
assessment/characterization. Since the
toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
ground water or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a “worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
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pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

I1. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
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 tefluthrin and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for
combined residues of tefluthrin and its
metabolite on corn, grain, field and pop;
corn, forage and fodder, field, pop and
sweet; and corn, fresh (including sweet
K and corn with husk removed (CWHR))
at 0.06 ppm. EPA’s assessment of the
dietary 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 tefluthrin are
discussed below.

1. Acute toxicity studies with the
technical grade of the active ingredient
tefluthrin: oral LDso in the rat is 21.8
milligrams/kilogram (mg/kg) for males
and 34.6 mg/kg for females - Toxicity
Category |; dermal LDs in the rat is 316
mg/kg in males and 177 mg/kg in
females - Toxicity Category I; acute
inhalation LCs in the rat is 0.037 mg/

I and 0.049 mg/l in male and female
rats, respectively - Toxicity Category I;
the primary eye irritation study in the
rabbit was an invalid study; primary
dermal irritation study in the rabbit
showed slight irritation - Toxicity
Category 1V; dermal sensitization study
in the guinea pig showed no skin
sensitization; and the acute delayed
neurotoxicity study did not show acute
delayed neurotoxicity.

2. In an oral toxicity study, rats were
dosed at 0, 25, 100, or 400 ppm (1.25,
5, or 20 milligrans/kilogram/day) (mg/

kg/day) for 21 days. The LOEL for
females for this 21-day oral toxicity
study is 400 ppm (equivalent to
approximately 20 mg/kg/day) based on
decreased body weight gain, decreased
platelet counts, and increased WBC and
lymphocytes in the high-dose females.
The NOEL for females is 100 ppm
(equivalent to approximately 5 mg/kg/
day). The NOEL in males was not
observed.

3. In a subchronic oral toxicity study,
rats were dosed at 0, 50, 150, or 350
ppm (2.5, 7.5, or 17.5 mg/kg/day) for 90
days. The LOEL for this 90-day feeding
study is 150 ppm (equivalent to
approximately 7.5 mg/kg/day) based on
changes in hemoglobin, cholesterol, and
liver weight in the mid-dose animals.
The NOEL is 50 ppm (equivalent to
approximately 2.5 mg/kg/day).

4. In a subchronic oral toxicity study,
dogs were dosed at 0, 0.1, 0.5, or 1.5 mg/
kg/day for 90 days. The LOEL for this
90-day oral toxicity study is 1.5 mg/kg/
day based on thyroid changes, and
increased levels of plasma triglycerides
and aspartate transaminase observed at
the high-dose. The NOEL is 0.5 mg/kg/
day.

5. In an oral toxicity study, mice were
dosed at 0, 25, 75, 200, or 400 ppm (O,
3.75, 11.3, 30.0, or 60.0 mg/kg/day) for
28 days. The LOEL is 400 ppm
(equivalent to approximately 60 mg/kg/
day) based on decreased body weight
gains in both sexes and final body
weights in females. The NOEL is 200
ppm (equivalent to approximately 30
mg/kg/day).

6. In a dermal toxicity study, rats were
dosed at 0, 0.1, 1.0, or 50 mg/kg. The
LOEL for skin effects for this 21-day
dermal toxicity study is 50.0 mg/kg
based on acanthosis, necrosis epidermis,
and inflammatory cell infiltrate dermis
observed in the high-dose animals. The
NOEL for skin effects is 1.0 mg/kg). The
NOEL for neurological effects (the
observed postural effects) may be
between 0.025 and 0.1 mg/kg.

7. In a chronic/oncogenicity study,
mice were dosed at 0, 25, 100, or 400
ppm (actual dose levels were equivalent
to 3.4, 13.5, or 54.4 mg/kg/day) for 104
weeks. The chronic LOEL is 13.5 mg/kg
based on hemangiomatous changes of
the uterus and liver necrosis observed in
the mid- and high-dose females. The
chronic NOEL is 3.4 mg/kg. Under the
conditions of this study, there was no
evidence of carcinogenic potential.

8. In a chronic toxicity study, dogs
were dosed at dose levels of 0, 0.1, 0.5,
and 2 mg/kg/day for 12 months. The
LOEL for this chronic study is 2.0 mg/
kg/day based on the increased incidence
of ataxia in both sexes at the high-dose.
The NOEL is 0.5 mg/kg/day.

9. In a chronic/oncogenicity study,
rats were dosed for 24 months at 0, 25,
100, or 400 ppm (actual dose levels
were equivalent to 1.1, 4.6, or 18.2 mg/
kg/day). The chronic LOEL is 4.6 mg/kg/
day based on decreased body weights,
and neurotoxicity and clinical
chemistry changes in the mid- and high-
dose animals. The chronic NOEL is 1.1
mg/kg/day. Under the conditions of this
study, there was no evidence of
carcinogenic potential.

10. In a developmental toxicity study,
rats were dosed at 0, 1, 3, or 5 mg/kg/
day from days 7 through 16 of gestation.
The maternal LOEL is 3 mg/kg/day,
based on treatment-related decrease
body weight gains during dosing. The
maternal NOEL is 1 mg/kg/day.
Developmental toxicity was
demonstrated at 5 mg/kg/day as an
increase in the fetal incidence of
bilaterally unossified calcanea (92.9%
vs. 87.5% in controls, p<0.05; litter
incidence was not shown) and a slight
increase in the pes score (3.05 vs. 2.96
in controls) indicating slight inhibition
of ossification at these sites. There were
no treatment-related effects on the
number, growth, and survival of the
young in utero. In addition, the inter-
group differences in the mean numbers
of corpora lutea, implantations, pre- and
post- implantation deaths, live fetuses,
proportion of male fetuses, and fetal
weights were not remarkable. The
developmental LOEL is 5 mg/kg/day,
based on inhibited ossification. The
developmental NOEL is 3 mg/kg/day.

11. In a developmental toxicity study,
rabbits were dosed at 0, 3, 6, or 12 mg/
kg/day from days 7 through 19 of
gestation. The maternal LOEL is 3 mg/
kg/day, based on treatment-related
clinical signs of toxicity (tremors). The
maternal NOEL is <3 mg/kg/day. There
was no developmental toxicity
demonstrated at any dose level. There
were no treatment-related effects on in
utero survival and growth or on litter
size and sex ratio of the fetuses. The
skeletal variant data showed significant
(p<0.01 or 0.05) increases in incidence
of extra thoracic ribs and 27 pre-sacral
vertebrae among fetuses in the dosed
groups; however, when the litter was
used as the unit for comparison, the
incidences of these respective variants
were comparable between all groups.
The incidences of these variants were
not biologically significant. The NOEL
for developmental toxicity is 12 mg/kg/
day. The developmental LOEL was not
observed.

12. In a multi-generation reproduction
study, rats were dosed at 0, 15, 50, or
250 ppm (0, 0.75, 2.5, or 12.5 mg/kg/
day). The LOEL for parental toxicity is
12.5 mg/kg/day, based on lowered body
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weight gains, and the NOEL is 2.5 mg/
kg/day. The LOEL for neurotoxic effects
is 2.5 mg/kg/day, based on abnormal,
splayed, or high-stepping gait. The
NOEL for neurotoxic effects is 0.75 mg/
kg/day. Reproductive toxicity was
demonstrated at the high-dose as
lowered pup body weight gain
throughout the study in all generations
and in both sexes. Additionally, total
litter weight was decreased on day 29 in
all of the high-dose groups. The LOEL
for reproductive toxicity is 12.5 mg/kg/
day, based on lowered pup body weight
gains. The reproductive NOEL is 2.5
mg/kg/day.

13. Mutagenicity. There is no
mutagenicity concern. The submitted
studies satisfy the pre-1991
mutagenicity test battery and the new
mutagenicity testing requirements.
There are seven acceptable studies: one
dominant lethal study in mice; reverse
mutation assay (Salmonella
typhimurium); one forward mutation
assay in mammalian cells; one mouse
lymphoma assay, one in vivo
chromosomal aberration assay, in vitro
chromosome aberration study; one UDS
assay in primary rat hepatocytes. All
these studies were negative.

14. Metabolism. In both rats and dogs,
when given either 1 or 10 mg/kg, most
of the radioactivity was found in the
feces unchanged and most urinary
metabolites were conjugated.
Approximately 30% of the administered
dose was absorbed and excreted in the
urine in both species. Single doses in
both rats and dogs were excreted within
48 hours, 50-65% in feces and 20-30%
in the urine. In rats, a biliary fistula
experiment suggested that the
radioactivity measured in the feces may
be partially due to biliary excretion.
Studies also suggest that oxidation
precedes the ester body cleavage. In rats,
the halflife in the liver is 4.8 days, in the
fat is 13.3 days and in the blood is 10.6
days. In a study with rat fat, half of the
radioactive residues could be attributed
to the parent and the remaining residues
consisted of a mixture of fatty acid
esters of hydroxylated parent
metabolites.

15. Neurotoxicity. No acceptable
mammalian neurotoxicity studies are
available. In a supplementary study, 10
animals/sex/group were given either
vehicle, 2,5-hexanedione or 5 mg/kg or
15 mg/kg tefluthrin. The positive
control, 2,5-hexanedione, elicited the
appropriate neurotoxicological
response. No consistent effects on motor
or sensory nerve electrophysiology or
function or clinical signs of
neurotoxicity were evident in animals
treated with either 5 or 15 mg/kg
tefluthrin. A slight but significant

increase in pull-up time was observed
on day 12 in males which was
accompanied by a significant decrease
in both SNCV and the amplitude of the
SNAP. Both quickly returned to values
similar to control values, and did not
decrease again.

Neurotoxicity studies will be required
under a special Data Call-In letter
pursuant to section 3(c)(2)(B) of FIFRA.
Although these data are lacking, EPA
has sufficient toxicity data to support
these tolerances and these additional
studies are not expected to significantly
change the risk assessment.

B. Toxicological Endpoints

1. Acute toxicity. For acute dietary
risk assessment, EPA recommends use
of a NOEL of 0.5 mg/kg/day based on
increased incidence of tremors and
ataxia in both sexes of dogs at 2.0 mg/
kg/day (LOEL) on day 1 of the study
from the 1 year oral chronic toxicity
study in dogs.

2. Short - and intermediate - term
toxicity. For short- and intermediate
term MOE’s, EPA recommends use of a
NOEL of 0.5 mg/kg/day based on
increased incidence of tremors and
ataxia in both sexes of dogs at 2.0 mg/
kg/day (LOEL) from the one year oral
toxicity study in dogs and use of a
dermal absorption rate of 25%. A
dermal absorption rate of 25% was
recommended based on the weight-of-
the-evidence available for structurally
related pyrethroids.

3. Chronic toxicity. EPA has
established the RfD for tefluthrin at
0.005 milligrams/kilogram/day (mg/kg/
day). This RfD is based on increased
incidence of tremors and ataxia in both
sexes of dogs in a chronic toxicity study
and an uncertainty factor of 100 to
account for both interspecies
extrapolation and intraspecies
variability.

4. Carcinogenicity. No evidence of
carcinogenicity was demonstrated in
studies conducted with mice or rats.

C. Exposures and Risks

1. From food and feed
uses.Tolerances have been established
(40 CFR 180.440) for the combined
residues of tefluthrin and its metabolite,
in or on corn. Risk assessments were
conducted by EPA to assess dietary
exposures and risks from tefluthrin as
follows:

i. Acute exposure and risk. 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 one day or single exposure. Percent of
crop treated data and tolerance values
were used in conjunction with Monte

Carlo. The acute dietary MOE at the
99.9th percentile for the most highly
exposed population subgroup (non-
nursing infants <1 year old) is 691. The
MOE at the 99.9th percentile for the
general U.S. population is 1,469. EPA
concludes that there is a reasonable
certainty of no harm for MOEs of 100 or
greater. Therefore, the acute dietary risk
assessment for tefluthrin indicates a
reasonable certainty of no harm.

ii. Chronic exposure and risk. The
chronic dietary exposure assessment
used tolerance values and percent crop
treated information. The RfD used for
the chronic dietary analysis is 0.005 mg/
kg/day. The risk assessment resulted in
use of less than one percent (0.1%o) of
the RfD for the U.S. population. The
percent of the RfD used for the most
highly exposed population subgroup
(children ages one to six) is 0.3%.

EPA notes that the acute dietary risk
assessments used Monte Carlo modeling
(in accordance with Tier 3 of EPA June
1996 ““‘Acute Dietary Exposure
Assessment” guidance document)
incorporating tolerance levels and
percent of crop treated refinements. The
chronic dietary risk assessments used
tolerance levels and percent crop treated
information.

Section 408(b)(2)(E) authorizes EPA to
consider 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 require that
data be provided five 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 timeframe it
deems appropriate. Section 408(b)(2)(F)
allows the Agency to use data on the
actual percent of crop treated when
establishing a tolerance only where the
Agency can make the following
findings: (1) that the data used are
reliable and provide a valid basis for
showing the percentage of food derived
from a crop that is likely to contain
residues; (2) that the exposure estimate
does not underestimate the exposure for
any significant subpopulation and; (3)
where data on regional pesticide use
and food consumption are available,
that the exposure estimate does not
understate exposure for any regional
population. In addition, the Agency
must provide for periodic evaluation of
any estimates used.

The percent of crop treated estimates
for tefluthrin were derived from federal
and market survey data. EPA considers
these data reliable. A range of estimates
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are supplied by this data and the upper
end of this range was used for the
exposure assessment. By using this
upper end estimate of percent crop
treated, the Agency is reasonably certain
that exposure is not underestimate for
any significant subpopulation. Further,
regional consumption information is
taken into account through EPA’s
computer-based model for evaluating
the exposure of significant
subpopulations including several
regional groups. Review of this regional
data allows the Agency to be reasonably
certain that no regional population is
exposed to residue levels higher than
those estimated by the Agency. To meet
the requirement for data on anticipated
residues, EPA will issue a Data Call-In
(DCI) notice pursuant to FFDCA section
408(f) requiring submission of data on
anticipated residues in conjunction with
approval of the registration under the
FIFRA.

2. From drinking water. Tefluthrin is
immobile in soil and, therefore, will not
leach into ground water. Additionally,
due to the insolubility and lipophilic
nature of tefluthrin, any residues in
surface water will rapidly and tightly
bind to soil particles and remain with
sediment, therefore not contributing to
potential dietary exposure from
drinking water.

A screening evaluation of leaching
potential of a typical synthetic
pyrethroid was conducted using EPA’s
Pesticide Root Zone Model (PRZM).
Based on this screening assessment,
potential concentrations of a pyrethroid
in ground water at depths of 1 to 2
meters are essentially zero (<0.001 ppb).
Surface water concentrations for
pyrethroids were estimated using
PRZM1 and Exposure Analysis
Modeling Systems (EXAMS) using
standard EPA cotton runoff and
Mississippi pond scenarios. The
maximum concentration predicted in
the simulation pond was 0.052 ppb.
Concentrations in actual drinking water
would be much lower than the levels
predicted in the hypothetical, small,
stagnant farm pond model since
drinking water derived from surface
water would normally be treated before
consumption. Based on these analyses,
the contribution of water to the dietary
risk estimate is negligible. Therefore,
EPA concludes that together these data
indicate that residues are not expected
to occur in drinking water.

i. Acute exposure and risk. The acute
drinking water exposure and risk
estimates are 0.000040 mg/kg/day (MOE
of 12,362) and 0.000078 mg/kg/day
(MOE of 6,439) for the overall U.S.
population and non-nursing infants <1
year old, respectively.

ii. Chronic exposure and risk. The
chronic drinking water exposure and
risk estimates are 0.000000 mg/kg/day
(0.0% of RfD utilized) and 0.000002 mg/
kg/day (0.0% of RfD utilized) for the
overall U.S. population and non-nursing
infants <1 year old, respectively.

3. From non-occupational non-dietary
exposure. Tefluthrin is currently not
registered for use on residential non-
food sites; therefore, no non-
occupational non-dietary exposure is
expected.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) 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.”
The Agency believes that “‘available
information” in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency'’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the

Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
tefluthrin has a common mechanism of
toxicity with other substances or how to
include this pesticide in a cumulative
risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity,
tefluthrin 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 tefluthrin has a common
mechanism of toxicity with other
substances.

D. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. The acute aggregate risk
assessment takes into account exposure
from food and water. The acute
aggregate MOE calculated at the 99.9th
percentile for the overall U.S.
population is 1,316. The Agency has no
cause for concern if total acute exposure
calculated for the 99.9th percentile
yields an MOE of 100 or larger.
Therefore, the Agency concludes that
there is reasonable certainty that no
harm will result from acute aggregate
exposure to tefluthrin residues in food
and drinking water.

2. Chronic risk. Using the Anticipated
Residue Concentration (ARC) exposure
assumptions described above, EPA has
concluded that aggregate exposure to
tefluthrin from food and water will
utilize 0.1% of the RfD for the U.S.
population. The major identifiable
subgroup with the highest aggregate
exposure is children age 1-6 years
(discussed below). EPA generally has no
concern for exposures below 100% of
the RfD because the RfD represents the
level at or below which daily aggregate
dietary exposure over a lifetime will not
pose appreciable risks to human health.
EPA concludes that there is a reasonable
certainty that no harm will result from
aggregate exposure to tefluthrin
residues.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. Based on tefluthrin not being
registered for residential non-food sites,
EPA concludes that the aggregate short-
and intermediate-term risks do not



Federal Register / Vol. 62, No. 228 / Wednesday, November 26, 1997 / Rules and Regulations 62959

exceed levels of concern (MOE less than
100), and that there is reasonable
certainty that no harm will result from
aggregate exposure to tefluthrin
residues.

E. Aggregate Cancer Risk for U.S.
Population

No evidence of carcinogenicity was
demonstrated in studies conducted mice
or rats.

F. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children— i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
tefluthrin, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a two-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
pesticide exposure during prenatal
development to one or both parents.
Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA

shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the data base unless
EPA determines 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. EPA believes that reliable data
support using the standard MOE and
uncertainty factor (usually 100 for
combined inter- and intra-species
variability) and not the additional
tenfold MOE/uncertainty factor when
EPA has a complete data base under
existing guidelines and when the
severity of the effect in infants or
children or the potency or unusual toxic
properties of a compound do not raise
concerns regarding the adequacy of the

standard MOE/safety factor. )
ii. Developmental toxicity studies. In

the prenatal developmental toxicity
studies in rats and rabbits, the
developmental NOEL was greater than
the maternal NOEL, indicating a lack of
sensitivity to in utero exposure. In rats,
the maternal NOEL (1 mg/kg/day), based
on body weight decreases at the LOEL
of 3 mg/kg/day, which was based on
ossification reductions in the
extremities at 5 mg/kg/day. In the rabbit

study, maternal pyrethroid toxicity was
observed at all dose levels (maternal
NOEL <3 mg/kg/day), but no
developmental toxicity was observed
(developmental NOEL >12 mg/kg/day%.

ili. Reproductive toxicity study. In the
two-generation reproduction study in
rats, offspring toxicity (reduced mean
pup weight gain) was observed only at
the highest dose level tested (250 ppm;
12.5 mg/kg/day), while evidence of
neurotoxicity in parental animals was
observed at the systemic LOEL of 50
ppm (2.5 mg/kg/day). The offspring
toxicity NOEL was 50 ppm (2.5 mg/kg/
day) and the parental systemic NOEL
was 15 ppm (0.75 mg/kg/day).

iv. Pre- and post-natal sensitivity. The
data demonstrated no indication of
increased sensitivity of rats or to in
utero and/or postnatal exposure with
tefluthrin.

v. Conclusion. The data base related
to pre- and post-natal sensitivity is
complete. Based on the above, EPA
concludes that reliable data support use
of the standard 100-fold uncertainty
factor, and that an additional
uncertainty factor is not needed to
protect the safety of infants and
children.

2. Acute risk. The acute aggregate
MOE calculated at the 99.9th percentile
for non-nursing infants <1 year old is
623. EPA concluded that aggregate
dietary acute risk (food plus water)
would not exceed levels of concern.
Therefore, the Agency has no acute
aggregate concern due to exposure to
tefluthrin through food and drinking
water.

3. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to tefluthrin
from food and water will utilize 0.3% of
the RfD for children age 1-6 years. EPA
generally has no concern for exposures
below 100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health.

4. Short- or intermediate-term risk.
Based on tefluthrin not being registered
for residential non-food sites, EPA
concludes that the aggregate short- and
intermediate-term risks do not exceed
levels of concern, and that there is
reasonable certainty that no harm will

result. )
EPA concludes that there is a

reasonable certainty that no harm will
result to infants and children from
aggregate exposure to tefluthrin
residues.

5. Special Docket. The complete acute

and chronic exposure analyses
(including dietary, non-dietary, drinking
water, and residential exposure, and

analysis of exposure to infants and
children) used for risk assessment
purposes can be found in the Special
Docket for the FQPA under the title
“Risk Assessment for Extension of
Tolerances for Synthetic Pyrethroids.”
Further explanation regarding EPA’s
decision regarding the additional safety
factor can also be found in the Special
Docket.

G. Endocrine Disrupter Effects

EPA is required to develop a
screening program to determine whether
certain substances (including all
pesticides and inerts) ‘““may have an
effect in humans that is similar to an
effect produced by a naturally occurring
estrogen, or such other endocrine
effect...” The Agency is currently
working with interested stakeholders,
including other government agencies,
public interest groups, industry and
research scientists in developing a
screening and testing program and a
priority setting scheme to implement
this program. Congress has allowed 3
years from the passage of FQPA (August
3, 1999) to implement this program. At
that time, EPA may require further
testing of this active ingredient and end
use products for endocrine disrupter
effects.

I11. Other Considerations
A. Metabolism In Plants and Animals

Plant metabolism studies indicate that
tefluthrin per se is not translocated to
plants but is degraded in soil to two
principal metabolites that are capable of
being taken up by plants. The
metabolites are the products of the
cleavage of the ester to the free acid (Z)-
3-(2-chloro-3,3,3-trifluoro-1-propenyl)-
2,2-dimethylcyclopropane carboxylic
acid (Metabolite la) and to 2,3,5,6-
tetrafluoro-4-hydroxymethylbenzoic
acid (Metabolite VI). The Agency
concluded that Metabolite VI need not
be regulated.

In animals, dosing with radioactive
tefluthrin at level equivalent to 11 ppm
in feed resulted in identifiable residues
of tefluthrin and its metabolites in
tissues but at levels below those capable
of detection by proposed enforcement
methods.

B. Analytical Enforcement Methodology

Validated enforcement analytical
methods are available for tefluthrin
parent (Method PPRAM No. 85/1, The
Determination of Residues of Tefluthrin
in Crops and Soil-A Gas-Liquid
Chromatographic Method) and for
Metabolite la (Method GRAM-028 A Gas
Chromatography Method for the
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Determination of Residues of the
Tefluthrin Metabolite PP890 in Crops of
High and Low Moisture Content). The
limits of quantitation of these methods
are 0.01 ppm for tefluthrin and 0.05
ppm for Metabolite la.

C. Magnitude of Residues

1. Plant commodities— Field trial
studies. No residues were detected in
field trials conducted at maximum label
rates and minimum PHls. Tolerances
were established at the limit of
gquantitation of the analytical method
(0.06 ppm). The 0.06 ppm tolerances
were used to estimate chronic and acute
dietary exposure to potential residues of
tefluthrin.

2. Animal commodities. Studies
conducted indicate that no residues are
detected in animal tissues, milk, and
eggs and therefore secondary residues
would not be a concern. For that reason,
no tolerances have been established on
meat, milk, and eggs. Secondary
residues were therefore not considered
in these analyses.

D. International Residue Limits

There are no Codex Maximum
Residue Levels established for
tefluthrin. No Canadian MRLs have
been established for residues of
tefluthrin on corn commodities. Mexico
has established a tolerance for residues
of tefluthrin on corn grain (0.06 ppm)
which is in harmony with the U.S.
tolerance.

1V. Conclusion

Therefore, the tolerance is established
for combined residues of tefluthrin and
its metabolite in corn, grain, field and
pop; corn, forage and fodder, field, pop
and sweet; and corn, fresh (including
sweet K and corn with husk removed
(CWHR)) at 0.06 ppm.

V. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to ‘“‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by January 26, 1998
file written objections to any aspect of

this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
above (40 CFR 178.20). A copy of the
objections and/or hearing requests filed
with the Hearing Clerk should be
submitted to the OPP docket for this
rulemaking. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
grounds for the objections (40 CFR
178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
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.

VI. Public Docket

EPA has established a record for this
rulemaking under docket control
number [OPP-300576] (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 1132 of the Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, Crystal Mall #2, 1921 Jefferson
Davis Hwy., Arlington, VA.

Electronic comments may be sent
directly to EPA at:
opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in ADDRESSES at the beginning
of this document.

VII. Regulatory Assessment
Requirements

This final rule establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). 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 Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408(d), 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.
Nevertheless, the Agency has previously
assessed whether establishing
tolerances, exemptions from tolerances,
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raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950) and was provided

to the Chief Counsel for Advocacy of the
Small Business Administration.

VIII. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A), as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, the
Agency has submitted 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 General
Accounting Office prior to publication
of this rule in today’s Federal Register.
This 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: November 14, 1997.

James Jones,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

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

Authority: 21 U.S.C. 346a and 371.

2. Section 180.440 is revised to read
as follows:

§180.440 Tefluthrin; tolerances for
residues.

(a) General. Tolerances are
established for the combined residues of
the insecticide tefluthrin (2,3,5,6
tetrafluroro-4-methylphenyl)methyl-(1
alpha, 3 alpha)-(2)-(+)-3(2-chloro-3,3,3-
trifluoro-1-propenyl)-2,2-
diemthylcyclopropanecarboxylate) and
its metabolite (Z)-3-(2-chloro-3,3,3-
trifluroro-1-propenyl)-2,2-
dimethylcyclopropanecarboxylic acid in
or on the following commodities:

Commodity Pﬁ]ritlﬁopner
Corn, field, fodder and forage,
pop and sweet .........ccccceveeenns 0.06

. Parts per
Commodity million
Corn, fresh (including sweet K
and corn with husk removed
(CWHR) ooiiiiiiieceeee e 0.06
Corn, field, grain and pop ......... 0.06

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

[FR Doc. 97-30946 Filed 11-25-97; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300579; FRL-5754-7]
RIN 2070-AB78

Bifenthrin; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of the insecticide
bifenthrin ((2-methyl [1,1'-biphenyl]-3-
yl) methyl-3-(2-chloro-3,3,3,-trifluoro-1-
propenyl)-2,2-
dimethylcyclopropanecarboxylate), in
or on the raw agricultural commodities
(RAC) cottonseed at 0.5 parts per
million (ppm); corn, grain (field, seed,
and pop) at 0.05 ppm; corn, forage at 2.0
ppm; corn, fodder at 5.0 ppm; hops,
dried at 10.0 ppm; fat of cattle, goat,
hogs, horses, and sheep at 1.0 ppm;
meat of cattle, goat, hogs, horses, and
sheep at 0.5 ppm; meat and meat by-
products (mbyp) of cattle, goat, hogs,
horses, and sheep at 0.10 ppm, eggs at
0.05 ppm; milk, fat (reflecting 0.1 ppm
in whole milk) at 1.0 ppm; poultry, fat,
meat, and mbyp at 0.05 ppm. It also
removes time limitations for tolerances
for residues of bifenthrin on the same
commodities that expire on November
15, 1997. These tolerances were
requested under pesticide petitions (PP)
6F3453, 7F3546, and OE3921. FMC
Corporation requested these tolerances
under the Federal Food, Drug, and
Cosmetic Act (FFDCA), as amended by
the Food Quality Protection Act (FQPA)
of 1996 (Pub. L. 104-170).

DATES: This regulation is effective
November 26, 1997. Objections and
requests for hearings must be received
by EPA on or before January 26, 1998.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300579],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300579], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 1132, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1 file format
or ASCII file format. All copies of
objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300579]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Adam Heyward, Registration
Division 7505C, Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Crystal
Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 305-5418, e-mail:
heyward.adam@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: On August
15, 1988, EPA established a time-limited
tolerance under section 408 of the
FFDCA, 21 U.S.C. 346 a(d) and 348 for
residues of bifenthrin on cottonseed (53
FR 30678). As additional crops were
approved tolerances were also made
time-limited. These tolerances will
expire on November 15, 1997. FMC
Corporation, on September 15, 1997,
requested that the time limitations for
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tolerances for residues of the insecticide
bifenthrin in or on the commodities
mentioned above be removed based on
environmental effects data that they had
submitted as a condition of registration.
FMC Corporation also submitted a
summary of its petition as required
under the FFDCA as amended by the
FQPA of 1996 (Pub. L. 104-170).

In the Federal Register of Friday,
September 25, 1997 (62 FR 50337)
(FRL-5748-2), EPA issued a notice
pursuant to section 408 of the FFDCA,
21 U.S.C. 346a(e) announcing the filing
of pesticide petitions (PP 6F3453,
7F3546, and OE3921) for tolerances by
the FMC Corporation, 1735 Market
Street, Philadelphia, PA 19103 and from
the Interregional Research Project No. 4
(IR-4), New Jersey Agricultural
Experiment Station, P.O. Box 231,
Rutgers University, New Brunswick, NJ
08903. This notice included a summary
of the petitions prepared by the FMC
Corporation and the Interregional
Research Project No. 4 (IR-4), the
registrants. There were no comments
received in response to the notice of
filing.

The petitions requested that 40 CFR
180.442 be amended by removing the
time limitation for tolerances of the
insecticide bifenthrin (2-methyl [1,1'-
biphenyl]-3-yl) methyl-3-(2-chloro-
3,3,3,-trifluoro-1-propenyl)-2,2-
dimethylcyclopropanecarboxylate in or
on the raw agricultural commodities
cottonseed at 0.5 ppm; corn, grain (field,
seed, and pop) at 0.05 ppm; corn, forage
at 2.0 ppm; corn, fodder at 5.0 ppm;
hops, dried at 10.0 ppm; fat of cattle,
goat, hogs, horses, and sheep at 1.0
ppm; meat of cattle, goat, hogs, horses,
and sheep at 0.5 ppm; meat and mbyp
of cattle, goat, hogs, horses, and sheep
at 0.10 ppm, eggs at 0.05 ppm; milk, fat
(reflecting 0.1 ppm in whole milk) at 1.0
ppm, poultry, fat at 0.05 ppm, poultry,
meat at 0.05 ppm, and poultry mbyp at
0.05 ppm. Tolerances for corn (forage
and fodder) and livestock commodities
were inadvertently not listed in the
proposal paragraph of the notice of
filing but were included in the
discussion under Aggregate Exposure of
the notice. These tolerances were
considered by EPA for risk assessment
purposes.

The basis for time-limited tolerances
that expire November 15, 1997, was
given in the October 20, 1993 Federal
Register (58 FR 54094). These time-
limited tolerances were predicated on
the expiration of pesticide product
registrations that were made conditional
due to lack of certain ecological and
environmental effects data. The rational
for using time-limited tolerances was to
encourage pesticide manufacturers to

comply with the conditions of
registration in a timely manner. There is
no regulatory requirement to make
tolerances time-limited due to the
conditional status of a product
registration under the Federal
Insecticide, Fungicide, Rodenticide Act
(FIFRA) as amended. It is current EPA
policy to no longer establish time
limitations on tolerance(s) with
expiration dates if none of the
conditions of registration have any
bearing on human dietary risk. The
current petition action meets that
condition and thus the expiration dates
associated with specific crop tolerances
are being deleted.

I. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(i) of the
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) 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) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects

(the ““no observed effect level”
or**“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a ““safety factor”) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100 percent
or less of the RfD) is generally
considered acceptable by EPA. EPA
generally uses the RfD to evaluate the
chronic risks posed by pesticide
exposure. For shorter term risks, EPA
calculates a margin of exposure (MOE)
by dividing the estimated human
exposure into the NOEL from the
appropriate animal study. Commonly,
EPA finds MOEs lower than 100 to be
unacceptable. This 100-fold MOE is
based on the same rationale as the 100-
fold uncertainty factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
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that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“acute,” “‘short-term,” “‘intermediate-
term,” and ‘““‘chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High-end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure and high-end residential
exposure are aggregated. High-end
exposures from all three sources are not
typically added because of the very low
probability of this occurring in most
cases and because the other
conservative assumptions built into the
assessment assure adequate protection
of public health. However, for cases in
which high-end exposure can
reasonably be expected from multiple
sources (e.g., frequent and widespread
homeowner use in a specific
geographical area), multiple high-end
risks will be aggregated and presented
as part of the comprehensive risk
assessment/characterization. Since the
toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e. the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. Toxicity results at
lower levels when the dosing duration
is increased.

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated

considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a *“‘worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100 percent of the crop is
treated by pesticides that have
established tolerances. If the TMRC
exceeds the RfD or poses a lifetime
cancer risk that is greater than
approximately one in a million, EPA
attempts to derive a more accurate
exposure estimate for the pesticide by
evaluating additional types of
information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

Il. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
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 bifenthrin and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), on
cottonseed at 0.5 ppm; corn, grain (field,
seed, and pop) at 0.05 ppm; corn, forage
at 2.0 ppm; corn, fodder at 5.0 ppm;
hops, dried at 10.0 ppm; fat of cattle,
goat, hogs, horses, and sheep at 1.0
ppm; meat of cattle, goat, hogs, horses,

and sheep at 0.5 ppm; meat and mbyp
of cattle, goat, hogs, horses, and sheep
at 0.10 ppm, eggs at 0.05 ppm; milk, fat
(reflecting 0.1 ppm in whole milk),
poultry, fat at 0.05 ppm, poultry, meat
at 0.05 ppm, and poultry mbyp at 0.10
ppm. EPA’s assessment of the dietary
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 bifenthrin are
discussed below.

1. Acute toxicity. Acute toxicity
studies with the technical grade of the
active ingredient bifenthrin: Oral LDsg
in the rats of 70.1 milligram/kilogram
(mg/kg) (male) and 53.8 mg/kg (female):
Toxic category Il, dermal LDsg in the
rats of > 2000 mg/kg (male and female):
Toxic category Il, primary dermal and
eye showed no irritation: Toxic category
IV. Bifenthrin is not a dermal senstizer.

2. Mutagenicity. The following
genotoxicity tests were all negative: A
Salmonella typhimurium reverse gene
mutation assay, a mouse lymphoma
forward gene mutation assay (HGPRT
locus), a mouse lymphoma TO+* assay, a
CHO/HGPRT assay, an in vitro
chromosomal aberration assay in CHO
cells, a rat bone marrow cytogenetic
assay, and 2 unscheduled DNA
synthesis assays in primary rat
hepatocytes. Bifenthrin tests positively
both with and without metabolic
activation in the mouse lymphoma
forward gene mutation assay (TO%*).
There is also presumptive evidence that
bifenthrin is mutagenic with metabolic
activation in the CHO gene mutation
assay. However, this study appears to be
unacceptable at this time. All the other
studies tested negatively. The submitted
studies satisfies both the pre 1991 and
new mutagenicity test batteries. No
further testing is required at this time.

3. A 13-week feeding study in dogs
(by capsule) of doses at nominal dose
levels of 0, 2.5, 5, 10, or 20 milligram/
kilogram/day (mg/kg/day) (equivalent to
2.21,4.42, 8.84, and 17.7 mg/kg/day,
based on percent active ingredient (a.i.))
for 13 weeks. There was no mortality
during the study. There were no
treatment-related changes noted in food
consumption, hematology, clinical
chemistry, organ weight, gross or
microscopic parameters. In addition,
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there were no treatment-related
ophthalmological changes. Tremors
were noted in 3 dogs/sex at 4.42 mg/kg/
day and in 4 dogs/sex at 8.84 and 17.7
mg/kg/day. Ataxia was noted in 4 dogs/
sex at 8.84 and 17.7 mg/kg/day and in
one female at 4.42 mg/kg/day.
Languidness occurred primarily at 17.7
mg/kg/day in both sexes, but also
occasionally at 8.84 mg/kg/day. All of
these symptoms occurred more
frequently during the last 3 weeks of the
study. Other dose-related clinical signs
included blinking, mydriasis,
nystagmus, lacrimation, and polypnea.
One high-dose female appeared thin
and/or dehydrated during the final
weeks of the study. A non-statistically
significant, but possibly treatment-
related reduction in body weight (bwt)
gain was noted in females at 17.7 mg/
kg/day (0.6 kilogram (kg)) relative to the
controls (1.3 kg). None of the females at
8.84 or 17.7 mg/kg/day showed cyclic
activity or signs of estrus, but cyclic
activity was observed in 2,2, and 1
female at 0, 2.21, and 4.42 mg/kg/day,
respectively and 45 showed signs of
estrus. The lowest observed effect level
(LOEL) for this 13-week study is 4.42
mg/kg/day based on the increased
incidence of tremors in both sexes. The
NOEL is 2.21 mg/kg/day.

4. A 90-day feeding study in rats fed
at doses of 0, 12, 50, 100, and 200 ppm
(0, 0.6, 2.5, 5, or 10 mg/kg/day) with a
NOEL of 2.5 mg/kg/day and LOEL of 5
mg/kg/day based on the increased
incidence of tremors in both sexes.

5. A 21-day study in rabbits exposed
dermally to doses of 0, 25, 50, 100, or
500 mg/kg/day for 21 days with a
systemic NOEL of 100 mg/kg/day.
Systemic LOEL is 500 mg/kg/day based
on the loss of muscle coordination in
both sexes.

6. A 1-year chronic/carcinogenicity
study in dogs was administered in the
diet at dose levels of 0, 0.75, 1.5, 3, or
5 mg/kg/day. No mortality occurred
during the study and there were no
treatment-related effects on bwt, food
consumption, organ weights, and
grossor microscopic pathology. In
addition, there were no treatment-
related ophthalmological changes.
Tremors were noted in all males and
females at 5 mg/kg/day during weeks
15-29 and in ¥2 males and % females
at 3 mg/kg/day during weeks 16-23. A
significant increase in platelets was
noted at 52 weeks in 5 mg/kg/day males.
Serum sodium levels were significantly
increased in males at 3 and 5 mg/kg/day
and serum chloride was increased in
males at 5mg/kg/day. The LOEL for this
52-week study is 3 mg/kg/day based on
the increased incidence of tremors in
both sexes. The NOEL is 1.5 mg/kg/day.

7. A chronic/carcinogenicity study in
mice fed at doses of 0, 50, 200, 500, or
600 ppm (0, 2.5, 10, 25, or 30 mg/kg/
day) in the diet for 87 weeks (males) or
92 weeks (females). Chronic LOEL is 10
mg/kg/day based on the incidence of
tremors in both sexes. Chronic NOEL is
2.5 mg/kg/day. Carcinogenic potential
was evidenced by a statistically
significant increased trend for
hemangiopericytomas in the urinary
bladders of males, a significant dose-
related trend for combined
hepatocellular adenomas and
carcinomas in males, and a significantly
higher incidence of combined lung
adenomas and carcinomas in females.

8. Chronic/carcinogenicity study in
rats was administered for in the diet at
doses of 0, 12, 50, 100, or 200 ppm (O,
0.6, 2.5, 5, or 10 mg/kg/day). Chronic
LOEL is 5 mg/kg/day based on the
increased incidence of tremors in both
sexes and possible increases in organ-to-
body weight ratios in males. Chronic
NOEL is 2.5 mg/kg/day. Under the
conditions of this study, there was no
evidence of carcinogenic potential.

9. In a pilot developmental study in
rats bifenthrin was administered in the
diet at dose levels of 0, 0.5, 1.0, 2.0, or
2.5 mg/kg/day during days 6-15 of
gestation. Three of 10 rats at 2.5 mg/kg/
day died on days 14-15. Tremors were
noted in all 10 rats at 2.5 mg/kg/day and
in Y10 at 2.0 mg/kg/day. Mean bwt gains
were depressed at 2.5 mg/kg/day
throughout the study, and food
consumption was 20 percent lower at
this dose level during days 6-13. There
were no differences in mean bwt gains
or food consumption in the lower dose
groups with respect to the controls.
There were no treatment-related
differences from controls in the number
of implantations or litter size. The mean
number of resorptions was similar in the
lower dose groups; at 2.5 mg/kg/day it
was somewhat higher, but this was
attributable to an excessive number of
resorptions in a single rat. The maternal
LOEL is 2.0 mg/kg/day based on
sporadic tremors (gestation days 7-18)
and 30 percent mortality at 2.5 mg/kg/
day. The maternal NOEL is 1.0 mg/kg/
day. The developmental LOEL and
NOEL were not determined; fetuses
were not examined.

10. A developmental study in rats
given gavage doses of 0, 0.5, 1.0, or 2.0
mg/kg/day was administered.
Developmental toxicity was noted at 2.0
mg/kg/day and was characterized as an
increased fetal and litter incidence of
hydroureter. Although not statistically
significant, the incidence of hydroureter
was double that of the vehicle control
and the lower dose groups.
Developmental LOEL is 2.0 mg/kg/day

based on the increased fetal and litter
incidence of hydroureter.
Developmental NOEL is 1.0 mg/kg/day.
Maternal toxicity NOEL was 1.0 mg/kg/
day based on tremors at LOEL of 2.0 mg/
kg/day.

11. A developmental study in rabbits
given gavage doses of 0, 2.67, 4.0, or 8.0
mg/kg/day or with 3.0 gram/kilogram/
day (g/kg/day) resulted in no
developmental toxicity observed under
the conditions of the study. The
maternal NOEL is 2.67 mg/kg/day,
based on head and forelimb twitching at
LOEL of 4.0 mg/kg/day. The
developmental NOEL is = 8.0 mg/kg/
day, the highest dose tested.

12. A 2-generation reproduction study
in rats fed diets containing doses of 0,
30, 60, or 100 ppm (0, 1.5, 3 or 5 mg/
kg/day). Systemic LOEL is 5 mg/kg/day
based on the incidence of tremors and
marginally lower bwts in P and F;
generation females during gestation and
lactation. Systemic NOEL is 3 mg/kg/
day. A reproductive LOEL was not
observed. The reproductive NOEL is 5
mg/kg/day.

13. Animal metabolism. Metabolism
studies in rats demonstrated that
distribution patterns and excretion rates
in multiple oral dose studies are similar
to single-dose studies. Accumulation of
unchanged compound in fat upon
chronic administration with slow
elimination. Otherwise, bifenthrin was
rapidly metabolized and excreted.
Unchanged bifenthrin is the major
residue component of toxicological
concern in meat and milk.

14. In a dermal absorption study, the
following doses of 14C bifenthrin were
administered dermally in aqueous
suspension: 49.2, 514, or 5253 pg/rat.
Bifenthrin is rapidly absorbed into and
through the skin, with a direct
correlation between the doses applied
and the amount absorbed. Most of the
label was recovered within the skin at
the application site. Average amounts of
activity absorbed at the skin site for
each of the doses at the 0.5 hour
sacrifice were 54.47 percent, 56.42
percent, and 52.54 percent; and at the
24-hour sacrifice were 71.34 percent,
45.33 percent, and 53.63 percent.

15. No neurotoxicity studies are
available. These studies will be required
under a special data call-in letter
pursuant to section 3(c)(2)(B) of FIFRA.
Although these data are lacking, EPA
has sufficient data to support these
tolerances and these additional studies
will not significantly change its risk
assessment.

B. Toxicological Endpoints

1. Acute toxicity. For the purposes of
assessing acute dietary risk, EPA has
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used the maternal NOEL of 1.0 mg/kg/
day from the oral developmental
toxicity study in rats. The maternal
lowest effect level (LEL) of this study is
2.0 mg/kg/day, which was based on
tremors from day 7-17 of dosing. This
acute dietary endpoint is used to
determine acute dietary risks to all
population subgroups.

2. Short- and intermediate-term
toxicity. The maternal NOEL of 1.0 mg/
kg/day from the oral developmental
toxicity study in rats is also used for
short- and intermediate-term MOE
calculations (as well as acute, discussed
in Unit 11.B.1. of this preamble). The
maternal LEL of this study of 2.0 mg/kg/
day was based on tremors from day 7—
17 of dosing, which was observed at this
dose level in the pilot study. In
comparison to the other studies, tremors
were observed at the earliest time period
with the lowest dose level in this study.
A dermal absorption rate of 25 percent
was recommended based on the weight
of the evidence for structurally related
pyrethroids. Although a 21-day dermal
study in the rabbit is available it was not
used because the rat is considered to be
more sensitive than the rabbit based on
comparison of the maternal NOELs and
LELs in the developmental studies.

For the inhalation endpoint, no
appropriate studies were available. EPA
determined that the risk assessment
should be inclusive of oral and
inhalation exposure components
assuming 100 percent absorption via the
inhalation route. An aggregate oral and
inhalation risk assessment is
appropriate due to the similarity in the
toxicity endpoint (neurotoxicity) seen in
rats via these routes. The inhalation
study used for comparison purposes
was an acute toxicity study in rats on
the 25.1 percent formulation where
tremors, convulsions, and loss of
hindlimb motor control was observed
among other clinical signs of toxicity.

3. Chronic toxicity. EPA has
established the RfD for bifenthrin at
0.015 mg/kg/day. This RfD is based on
a 1-year oral feeding study in dogs with
a NOEL of 1.5 mg/kg/day, based on
intermittent tremors observed at the
LOEL of 3.0 mg/kg/day; an uncertainty
factor of 100 is used.

For chronic dermal occupational and
residential exposure, EPA
recommended the NOEL of 1.5 mg/kg/
day from the chronic oral study in the
dog with a dermal absorption rate of 25
percent. The LEL for the dog study was
3.0 mg/kg/day based on intermittent
tremors. The recommended MOE is 100.

4. Carcinogenicity. Using its
Guidelines for Carcinogen Risk
Assessment published September 24,
1986 (51 FR 33992) the Carcinogenicity

Peer Review Committee (CPRC) has
classified bifenthrin as a Group C
chemical, possible human carcinogen,
based on urinary bladder tumors in
mice, but did not recommend
assignment of a cancer potency factor
Q* (Q star) for a linear quantitative
cancer risk assessment, instead, the
CPRC recommended the RfD approach.
Based on CPRC’s recommendation that
the RfD approach be used to assess
dietary cancer risk, a quantitative linear
dietary cancer risk assessment was not
performed. Human health risk concerns
due to long term consumption of
bifenthrin residues are adequately
addressed by the dietary risk evaluation
chronic exposure analysis using the
RfD.

C. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.442) for the residues of
bifenthrin in or on a variety of raw
agricultural commodities. Tolerances, in
support of registrations, currently exist
for residues of bifenthrin on corn (grain,
forage, and fodder), cottonseed, hops,
and livestock commodities. Risk
assessments were conducted by EPA to
assess dietary exposures and risks from
bifenthrin as follows:

i. Acute exposure and risk. 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. The acute
risk assessment used Monte Carlo
modeling incorporating anticipated
residue and percent crop treated
refinements. The acute dietary (food
only) MOE calculated at the 99.9th
percentile for the most highly exposed
population subgroup (children 1-6
years old) is 193. The MOE calculated
at the 99.9th percentile for the general
U.S. population is 466. EPA concludes
that there is a reasonable certainty of no
harm for MOE of 100 or greater.
Therefore, the acute dietary risk
assessment for bifenthrin indicates a
reasonable certainty of no harm.

ii. Chronic exposure and risk. The
chronic dietary exposure assessment
used anticipated residues and percent
crop treated information. The risk
assessment resulted in use of 0.2
percent of the RfD for the U.S.
population and 0.3 percent of the most
highly exposed population subgroup
(children 1-6 years old).

EPA notes that the acute dietary risk
assessments used Monte Carlo modeling
(in accordance with Tier 3 of EPA June
1996 **‘Acute Dietary Exposure
Assessment’” guidance document)
incorporating anticipated residues and

percent crop treated refinements. The
chronic dietary risk assessment used

percent crop treated information and

anticipated residues.

Section 408(b)(2)(E) authorizes EPA to
consider available data and information
on the antipicated residue levels of
pesticide chemicals that have been
measure in food. If EPA relies on such
information, EPA must require that data
be provided 5 years after the tolerance
is established, modified or left in effect,
and a demonstration must be made to
show 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.
Section 408 (b)(2)(F) allows the Agency
to use data on the actual percent of crop
treated when establishing a tolerance
only where the Agency can make the
following findings:

(1) That the data used are reliable and
provide a valid basis for showing the
percentage of food derived from a crop
that is likely to contain residues.

(2) That the exposure estimate does
not underestimate the exposure for any
significant subpopulation.

(3) Where data on regional pesticide
use and food consumption are available,
that the exposure estimate does not
understate exposure for any regional
population. In addition, the Agency
must provide for periodic evaluation of
any estimates used.

The percent of crop treated estimates
for bifenthrin were derived from Federal
and market survey data. EPA considers
these reliable. A range of estimates are
supplied by this data and the upper end
of this range was used for the exposure
assessment. By using this upper end
estimate of percent of crop treated, the
Agency is reasonably certain that
exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups. Review of this
regional data allows the Agency to be
reasonably certain that no regional
population is exposed to residue levels
higher than those estimated by the
Agency. To meet the requirement for
data on anticipated residues, EPA will
issue a Date Call-In (DCI) notice
pursuant to FFDCA section 408(f)
requiring submission of data on
anticipated residues in conjunction with
approval of the registration under the
FIFRA.

2. From drinking water. Laboratory
and field data have demonstrated that
bifenthrin is immobile in soil and will
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not leach into ground water. Other data
show that bifenthrin is virtually
insoluble in water and extremely
lipophilic. As a result, EPA concludes
that residues reaching surface waters
from field runoff will quickly absorb to
sediment particles and be partitioned
from the water column. Further, a
screening evaluation of leaching
potential of a typical pyrethroid was
conducted using EPA’s Pesticide Root
Zone Model (PRZM). Based on this
screening assessment, the potential
concentrations of a pyrethroid in
groundwater at depths of 1 and 2 meters
are essentially zero (<< 0.001 parts per
billion (ppb)). Surface water
concentrations for pyrethroids were
estimated using PRZM2 and Exposure
Analysis Modeling System (EXAMS)
using standard EPA cotton runoff and
Mississippi pond scenarios. The
maximum concentration predicted in
the simulated pond was 0.052 ppb.
Concentrations in actual drinking water
would be much lower than the levels
predicted in the hypothetical, small,
stagnant farm pond model since
drinking water derived from surface
water would normally be treated before
consumption. Based on these analyses,
the contribution of water to the dietary
risk estimate is negligible. Therefore,
EPA concludes that together these data
indicate that residues are not expected
to occur in drinking water.

i. Acute exposure and risk. The acute
drinking water exposure and risk
estimates are 0.000060 mg/kg/day (MOE
16,664) and 0.000115 mg/kg/day (MOE
8,658) for the overall population and
non-nursing infants < 1 year old
respectively.

ii. Chronic exposure and risk. The
chronic drinking water exposure and
risk estimates are 0.000001 mg/kg/day
(0.0 percent RfD utilized) and 0.000002
mg/kg/day (0.0 percent of RfD utilized)
for the overall population and non-
nursing infants < 1 year old
respectively.

3. From non-dietary exposure.
Bifenthrin is currently registered for use
on the following residential non-food
sites: General indoor/outdoor pest
control, termiticide, ornamental plants
and lawns around homes, park,
recreation areas and athletic fields, and
golf courses turf. Application of this
pesticide in and around these sites is
mainly limited to commercial
applicators. Analyses were conducted
which included an evaluation of
potential non-dietary (residential)
applicator, post-application and chronic
dietary aggregate exposures associated
with bifenthrin products used for
residential flea infestation control and
agricultural/commercial applications.

The aggregate analysis conservatively
assumes that a person is concurrently
exposed to the same active ingredient
via the use of consumer or professional
flea infestation control products and to
chronic level residues in the diet.

In the case of potential non-dietary
health risks, conservative point
estimates of non-dietary exposures,
expressed as total systemic absorbed
dose (summed across inhalation and
incidental ingestion routes) for each
relevant product use category (i.e. lawn
care) and receptor subpopulation (i.e.
adults, children 1-6 years old and
infants < 1 year old) are compared to the
systemic absorbed dose NOEL for
bifenthrin to provide estimates of the
MOEs. Based on the toxicity endpoints
selected by EPA for bifenthrin,
inhalation and incidental oral ingestion
absorbed doses were combined and
compared to the relevant systemic
NOEL for estimating MOEs.

In the case of potential aggregate
health risks, the above-mentioned
conservative point estimates of
inhalation and incidental ingestion non-
dietary exposure (expressed as systemic
absorbed dose) are combined with
estimates (arithmetic mean values) of
chronic average dietary (oral) absorbed
doses. These aggregate absorbed dose
estimates are also provided for adults,
children 1-6 years old and infants < 1
year old. The combined or aggregated
absorbed dose estimates (summed
across non-dietary and chronic dietary)
are then compared with the systemic
absorbed dose NOEL to provide
estimates of aggregate MOEs.

The short and intermediate-term non-
dietary and aggregate (non-dietary +
chronic dietary (food and water) MOEs
for bifenthrin indicate a substantial
degree of safety. The total non-dietary
(inhalation + incidental ingestion +
dermal) MOEs for post-application
exposure for the lawn care product
evaluated was estimated to be > 51,000
for adults, 1,900 for children 1-6 years
old and 1,800 for infants < 1 year. The
aggregate MOE (inhalation + incidental
oral + dermal + chronic dietary,
summed across all product use
categories) was estimated to be 417 for
adults, 196 for children 1-6 years old
and 200 for infants (< 1 year old).

It can be concluded that the potential
non-dietary and aggregate (non-dietary +
chronic dietary) exposures for bifenthrin
are associated with substantial margins
of safety.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) 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.”
The Agency believes that “available
information” in this context might
include not only toxicity, chemistry,
and exposure data but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
bifenthrin has a common mechanism of
toxicity with other substances or how to
include this pesticide in acumulative
risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity,
bifenthrin does not appear to produce a
toxic metabolite produced by other
substances. For the purposes of this
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tolerance action, therefore, EPA has not
assumed that bifenthrin has a common
mechanism of toxicity with other
substances.

D. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. The acute aggregate risk
assessment takes into account exposure
from food and water. The acute
aggregate MOE calculated at the 99.9th
percentile for the U.S. population is
453. The Agency has no cause for
concern if total acute exposure
calculated for the 99.9th percentile
yields a MOE of 100 or large. Therefore,
the Agency has no acute aggregate
concern due to exposure to bifenthrin
through food and drinking water.

2. Chronic risk. Using the Anticipated
Residue Concentrations (ARC) exposure
assumptions described in Unit I1.C.1.ii.
of this preamble, EPA has concluded
that aggregate exposure to bifenthrin
from food and water will utilize 0.2
percent of the RfD for the U.S.
population. The major identifiable
subgroup with the highest aggregate
exposure is children 1-6 year old
(discussed in Unit IL.F. of this
preamble). EPA generally has no
concern for exposures below 100
percent of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Therefore, EPA does
not expect the aggregate exposure to
exceed 100 percent of the RfD. EPA
concludes that there is a reasonable
certainty that no harm will result from
chronic aggregate exposure to bifenthrin
residues.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. As indicated above the non-
dietary and chronic dietary MOEs was
estimated to be 417 for adults.

E. Aggregate Cancer Risk for U.S.
Population

As indicated in Unit 11.B.4. of this
preamble, based on EPA’s
recommendation that the RfD approach
be used, a quantitative dietary cancer
risk assessment was not performed.
Human health risk concerns due to long
term consumption of bifenthrin residues
are adequately addressed by the dietary
risk evaluation chronic exposure
analysis using the RfD.

F. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children—i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
bifenthrin, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a 2-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
pesticide exposure during prenatal
development to one or both parents.
Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional 10-fold margin
of safety for infants and children in the
case of threshold effects to account for
pre- and post-natal toxicity and the
completeness of the data base unless
EPA determines 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. EPA believes that reliable data
support using the standard MOE and
uncertainty factor (usually 100 for
combined inter- and intra-species
variability) and not the additional 10-
fold MOE/uncertainty factor when EPA
has a complete data base under existing
guidelines and when the severity of the
effect in infants or children or the
potency or unusual toxic properties of a
compound do not raise concerns
regarding the adequacy of the standard
MOE/safety factor.

ii. Developmental toxicity studies. In
the rabbit developmental study, there
were no developmental effects observed
in the fetuses exposed to bifenthrin. The
maternal NOEL was 2.67 mg/kg/day
based on head and forelimb twitching at
the LOEL of 4 mg/kg/day. In the rat
developmental study, the maternal
NOEL was 1 mg/kg/day, based on
tremors at the LOEL of 2 mg/kg/day.
The developmental (pup) NOEL was
also 1 mg/kg/day, based upon increased
incidence of hydroureter at the LOEL 2
mg/kg/day. There were %23 (22 percent)
litters affected (%141 fetuses since each
litter only had one affected fetus) in the
2 mg/kg/day group, compared with zero
in the control, 1 and 0.5 mg/kg/day
groups. According to recent historical
data (1992-1994) for this strain of rat,
incidence of distended ureter averaged

11 percent with a maximum incidence
of 90 percent.

iii. Reproductive toxicity study. In the
rat reproduction study, parental toxicity
occurred as decreased bwt at 5.0 mg/kg/
day with a NOEL of 3.0 mg/kg/day.
There were no developmental (pup) or
reproductive effects up to 5.0 mg/kg/day
(highest dose tested).

iv. Pre- and post-natal sensitivity.—a.
Pre-natal. Since there was not a dose-
related finding of hydroureter in the rat
developmental study and in the
presence of similar incidences in the
recent historical control data, the
marginal finding of hydroureter in rat
fetuses at 2 mg/kg/day (in the presence
of maternal toxicity) is not considered a
significant developmental finding. Nor
does it provide sufficient evidence of a
special dietary risk (either acute or
chronic) for infants and children which
would require an additional safety
factor.

b. Post-natal. Based on the absence of
pup toxicity up to dose levels which
produced toxicity in the parental
animals, there is no evidence of special
post-natal sensitivity to infants and
children in the rat reproduction study.

v. Conclusion. The toxicological data
base related to pre- and post-natal
sensistivity is complete. Based on the
above, EPA concludes that reliable data
support use of the standard 100-fold
uncertainty factor, and that an
additional uncertainty factor is not
needed to protect the safety of infants
and children.

2. Aggregate acute risk. The aggregate
acute MOE calculated at the 99.9th
percentile for children age 1-6 is 191.
The Agency has no cause for concern if
total acute exposure calculated for the
99.9th percentile yields a MOE of 100 or
larger. Therefore, the Agency has no
acute aggregate concern due to exposure
to bifenthrin through food and drinking
water.

3. Aggregate chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to bifenthrin
from food will utilize 0.3 percent of the
RfD for children 1-6 years old. EPA
generally has no concern for exposures
below 100 percent of the RfD because
the RfD represents the level at or below
which daily aggregate dietary exposure
over a lifetime will not pose appreciable
risks to human health.

4. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. As indicated above the non-
dietary and chronic dietary MOEs was
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estimated to be 196 for children 1-6
year old and 200 for infants (1 year old).

5. Special docket. The complete acute
and chronic exposure analyses
(including dietary, non-dietary, drinking
water, and residential exposure, and
analysis of exposure to infants and
children) used for risk assessment
purposes can be found in the Special
Docket for the FQPA under the title
“Risk Assessment for Extension of
Tolerances for Synthetic Pyrethroids.”
Further explanation regarding EPA’s
decision regarding the additional safety
factor can also be found in the Special
Docket.

Therefore, it may be concluded that
there is reasonable certainty that no
harm will result to infants and children
from aggregate exposure to bifenthrin
residues.

G. Endocrine Disruption

EPA is required to develop a
screening program to determine whether
certain substances (including all
pesticides and inerts) “may have an
effect in humans that is similar to an
effect produced by a naturally occurring
estrogen, or such other endocrine
effect....” The Agency is currently
working with interested stakeholders,
including other government agencies,
public interest groups, industry and
research scientists in developing a
screening and testing program and a
priority setting scheme to implement
this program. Congress has allowed 3
years from the passage of FQPA (August
3, 1999) to implement this program. At
that time, EPA may require further
testing of this active ingredient and end
use products for endocrine disrupter
effects.

I11. Other Considerations
A. Metabolism In Plants and Animals

The metabolism of bifenthrin in
plants and animals is adequately
understood. Studies have been
conducted to delineate the metabolism
of radio labelled bifenthrin in various
crops and animals all showing similar
results. The residue of concern is the
parent compound only.

B. Nature of the Residue

Nature of the residue studies in corn,
ruminants and poultry for bifenthrin
have been adequately defined. The EPA
Health Effect Division (HED)
Metabolism Committee concluded that
only the parent compound should
appear in the tolerance expression for
corn grain, forage, fodder, ruminant, and
poultry commaodities. No special
concern was expressed about the
principal metabolite in corn, 4'-hydroxy

bifenthrin. The metabolite typically is
found in corn forage or fodder at about
Y10 the concentration of parent and is
also a rat metabolite of bifenthrin.
Similarly, no concern was raised over
biphenyl alcohol, the only metabolite
predicted to be present in ruminant
tissue in detectable concentrations. EPA
estimated that the maximum
concentration of this metabolite in
ruminant tissue would be 0.04 ppm in
fat. Neither bifenthrin nor its
metabolites are likely to be present in
poultry and eggs in detectable
concentrations.

C. Analytical Enforcement Methodology

An enforcement method Gas
Chromatography/Electron Capture
Detector (GC/ECD) for the determination
of residues of bifenthrin in cottonseed
has been sent to the FDA for inclusion
in Pesticide Analytical Method Il (PAM
I1). Additionally, EPA has recently
concluded that another method (Method
P—2550M, GC/ECD large bore fused
silica column) is suitable as an
enforcement method for the
determination of bifenthrin residues in
corn matrices.

D. Magnitude of Residues

Crop field trial residue data from
studies conducted at the maximum label
rates for cotton, corn (field, seed, pop),
strawberries, and hops show that the
established bifenthrin tolerances on
cottonseed of 0.5 ppm, corn, grain (field,
seed, and pop) of 0.05 ppm, corn, fodder
of 5.0 ppm, corn, forage of 2.0 ppm,
strawberries of 3.0 ppm, and hops, dried
of 10.0 ppm will not be exceeded when
the bifenthrin products labeled for these
uses are used as directed.

F. International Residue Limits

Codex Maximum Residue Levels
(MRLs) for bifenthrin have been
established which are in harmony with
the U.S. tolerances for cattle meat (0.5
ppm), corn grain (0.05 ppm), poultry fat
(0.05 ppm), poultry meat (0.05 ppm),
and poultry meat byproducts (0.05
ppm). Codex MRLs have been
established which exceed the U.S.
tolerances for horse fat (10.0 vs. 1.0
ppm). Codex MRLs have been
established which are below their U.S.
counterparts for cattle fat (0.5 vs 1.0
ppm), cattle meat byproducts (0.05 vs.
0.10 ppm), corn forage (0.05 vs. 2.0
ppm), corn fodder (0.2 vs. 5.0 ppm),
eggs (0.01 vs.0.05 ppm), and whole milk
(0.05 vs. 0.1 ppm).

As indicated above there are
differences between the section 408
tolerances and the Codex MRL values
for specific commodities. These
differences could be caused by

differences in methods used to establish
tolerances, calculate animal feed dietary
exposure, and as a result of different
agricultural practices. EPA will
specifically address these differences
when the pesticides are reregistered and
the tolerances made permanent.

No Canadian MRLs have been
established for residues of bifenthrin.
Mexico has established a tolerance for
residues of bifenthrin on cottonseed (0.5
ppm) which is in harmony with the U.S.
tolerance.

IV. Conclusion

Therefore, tolerances are established
for bifenthrin (2-methyl [1,1'-biphenyl]-
3-yl) methyl-3-(2-chloro-3,3,3,-trifluoro-
1-propenyl)-2,2-
dimethylcyclopropanecarboxylate in or
on cottonseed at 0.5 ppm; corn, grain
(field, seed, and pop) at 0.05 ppm; corn,
forage at 2.0 ppm; corn, fodder at 5.0
ppm; hops, dried at 10.0 ppm; fat of
cattle, goat, hogs, horses, and sheep at
1.0 ppm; meat of cattle, goat, hogs,
horses, and sheep at 0.5 ppm; meat and
meat by-products (mbyp) of cattle, goat,
hogs, horses, and sheep at 0.10 ppm,
eggs at 0.05 ppm; milk, fat (reflecting 0.1
ppm in whole milk), poultry, fat at 0.05
ppm, poultry, meat at 0.05 ppm, and
poultry mbyp at 0.10 ppm.

V. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to *‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by January 26, 1998
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
above (40 CFR 178.20). A copy of the
objections and/or hearing requests filed
with the Hearing Clerk should be
submitted to the OPP docket for this
rulemaking. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
grounds for the objections (40 CFR
178.25). Each objection must be
accompanied by the fee prescribed by



Federal Register / Vol. 62, No. 228 / Wednesday, November 26, 1997 / Rules and Regulations 62969

40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as

Confidential Business Information (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.

V1. Public Record and Electronic
Submissions

EPA has established a record for this
rulemaking under docket control
number [OPP-300579] (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 1132 of the Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, Crystal Mall #2, 1921 Jefferson
Davis Highway, Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will

transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

VII. Regulatory Assessment
Requirements

This final rule establishes tolerances
under FFDCA section 408(d) 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). 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 1l of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances are
established on the basis of a petition
under FFDCA section 408(d), 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. Nevertheless, the
Agency has previously assessed whether
establishing tolerances, exemptions
from tolerances, raising tolerance levels
or expanding exemptions might
adversely impact small entities and
concluded, as a generic matter, that
there is no adverse economic impact.
The factual basis for the Agency’s
generic certification for tolerance
actions published on May 4, 1981 (46
FR 24950), and was provided to the
Chief Counsel for Advocacy of the Small
Business Administration.

VIII. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A), as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, the
Agency has submitted 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 General
Accounting Office prior to publication
of this rule in today’s Federal Register.
This 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: November 14, 1997.

James Jones,

Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

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

Authority: 21 U.S.C. 346a and 371.

2. Section 180.442 is amended by
revising paragraph (a) and removing the
entire entry for “‘Raspberries’ in the
table in paragraph (b) to read as follows:

§180.442 Bifenthrin; tolerances for
residues.

(a) General. Tolerances are
established for residues of bifenthrin (2-
methyl [1,1'-biphenyl]-3-yl) methyl-3-(2-
chloro-3,3,3,-trifluoro-1-propenyl)-2,2-
dimethylcyclopropanecarboxylate in or
on the raw agricultural commodities:

Commodity Parts per million
Cattle, fat .............. 1.0
Cattle, mbyp .......... 0.10
Cattle, meat .......... 0.5
Corn, fodder .......... 5.0
Corn, forage .......... 2.0
Corn, grain (field,

seed, and pop) .. 0.05
Cottonseed ............ 0.5
EQOS .o 0.05
Goats, fat .............. 1.0
Goats, mbyp ......... 0.10
Goats, meat .......... 0.5
Hogs, fat ............... 1.0
Hogs, mbyp ........... 0.10
Hogs, meat ........... 0.5
Hops, dried ........... 10.0
Horses, fat ............ 1.0
Horses, mby .......... 0.10
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Commodity Parts per million
Horses, meat ........ 0.5
Milk, fat (reflecting

0.1 ppm in whole

MilK) oo 1.0
Poultry, fat ............. 0.05
Poultry, mbyp ........ 0.05
Poultry, meat ......... 0.05
Sheep, fat ............. 1.0
Sheep, mbyp ......... 0.1
Sheep, meat ......... 0.5
Strawberries .......... 3.0

* * * * *

[FR Doc. 97-30948 Filed 11-25-97; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300587; FRL-5757-4]
RIN 2070-AB78

Fipronil; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for combined residues of
fipronil (5-amino-1-[2,6-dichloro-4-
(trifluoromethyl)phenyl]-4-[(1R,S)-
(trifluoromethyl)sulfinyl]-1H-pyrazole-
3-carbonitrile) and its metabolites MB
46136 (5-amino-1-[2,6-dichloro-4-
(trifluoromethyl)phenyl]4-
[(trifloumethyl) sulfonyl]-1H-pyrazole-3-
carbonitrile) and MB 45950 (5-amino-1-
[2,6-dichloro-4-(trifluoromethyl)
phenyl]-4-[(trifluoromethyl)thio]-1H-
pyrazole-3-carbonitrile) in or on field
corn grain, stover, and forage; milk fat,
(reflecting residues in whole milk); eggs;
poultry fat, meat, and meat byproducts;
hog fat, meat, meat byproducts, and
liver; and liver, fat, meat, and meat
byproducts of cattle, goat, horse, and
sheep. In petition number 5F4426
Rhone Poulenc AG, Inc. requested this
tolerance under the Federal Food, Drug
and Cosmetic Act (FFDCA), as amended
by the Food Quality Protection Act of
1966 (Pub. L. 104-170).

DATES: This regulation is effective
November 26, 1997. Objections and
requests for hearings must be received
by EPA on or before January 26, 1998.
ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300587],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,

Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees’” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300587], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 1132, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 file
format or ASCII file format. All copies
of objections and hearing requests in
electronic form must be identified by
the docket control number [OPP-
300587]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Marion Johnson, Registration
Division 7505C, Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Crystal
Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 305-6788, e-mail:
johnson.marion@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: In the
Federal Register of June 20, 1997 (62 FR
33641)(FRL-5723-7), EPA issued a
notice pursuant to section 408 of the
FFDCA, 21 U.S.C. 346a(e) announcing
the filing of a pesticide petition for a
tolerance (PP 5F4426) by Rhone Poulenc
AG Company, P.O. Box 12014, 2 T.W.
Alexander Drive, Research Triangle
Park, NC 27709. This notice included a
summary of the petition prepared by
Rhone Poulenc, the registrant. There
were no comments received in response
to the notice of filing.

The petition requested that 40 CFR
part 180 be amended by establishing a
tolerance for combined residues of the

insecticide fipronil (5-amino-1-[2,6-
dichloro-4-(trifluoromethyl)phenyl]-4-
[(1R,S)-(trifluoromethyl)sulfinyl]-1H-
pyrazole-3-carbonitrile) and its
metabolites MB 46136 (5-amino-1-[2,6-
dichloro-4-(trifluoromethyl)phenyl]-4-
[(trifluoromethyl) sulfonyl]-1H-
pyrazole-3-carbonitrile) and MB 45950
(5-amino-1-[2,6-dichloro-4-
(trifluoromethyl) phenyl]-4-
[(trifluoromethyl)thio]-1H-pyrazole-3-
carbonitrile) in or on the following
items: corn, field, grain — 0.02 ppm;
corn, field, stover — 0.30 ppm; corn,
field, forage — 0.15 ppm; Milk, fat
(reflecting 0.05 ppm in whole milk) —
1.50 ppm; Liver of cattle, goat, horse
and sheep — 0.10 ppm; eggs — 0.03
ppm; Fat of cattle, goat, horse and sheep
— 0.40 ppm; poultry fat — 0.05 ppm;
meat of cattle, goat, horse and sheep —
0.04 ppm; poultry meat — 0.02 ppm;
meat byproducts (except liver) of cattle,
goat, horse and sheep — 0.04 ppm;
poultry meat byproducts — 0.02 ppm;
hog fat — 0.04 ppm; hog liver — 0.02
ppm; hog meat byproducts (except liver)
— 0.01 ppm; hog meat — 0.01 ppm.

l. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(i) of the
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) 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) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to ““ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
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drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a ““safety factor”) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100 percent
or less of the RfD) is generally
considered acceptable by EPA. EPA
generally uses the RfD to evaluate the
chronic risks posed by pesticide
exposure. For shorter term risks, EPA
calculates a margin of exposure (MOE)
by dividing the estimated human
exposure into the NOEL from the
appropriate animal study. Commonly,
EPA finds MOEs lower than 100 to be
unacceptable. This hundredfold MOE is
based on the same rationale as the
hundredfold uncertainty factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the

carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“acute,” ““short-term,” “intermediate
term,” and ““chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all three
sources are not typically added because
of the very low probability of this
occurring in most cases, and because the
other conservative assumptions built
into the assessment assure adequate
protection of public health. However,
for cases in which high-end exposure
can reasonably be expected from
multiple sources (e.g. frequent and
widespread homeowner use in a
specific geographical area), multiple
high-end risks will be aggregated and
presented as part of the comprehensive
risk assessment/characterization. Since
the toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at

lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a “‘worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

Percent of crop treated estimates are
derived from Federal and private market
survey data. Typically, a range of
estimates are supplied and the upper
end of this range is assumed for the
exposure assessment. By using this
upper end estimate of percent of crop
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treated, the Agency is reasonably certain
that exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups, to pesticide
residues. For this pesticide, the most
highly exposed population subgroup
(non-nursing infants <1 year old) was
not regionally based.

I1. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
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 fipronil and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for a
tolerance for combined residues of
fipronil (5-amino-1-[2,6- dichloro-4-
(trifluoromethyl)phenyl]-4-[(1R,S)-
(trifluoromethyl)sulfinyl]-1H-pyrazole-
3-carbonitrile) and its metabolites MB
46136 (5-amino-1-[2,6-dichloro-4-
(trifluoromethyl)phenyl]-4-
[(trifluoromethyl) sulfonyl]-1H-
pyrazole-3-carbonitrile) and MB 45950
(5-amino-1-[2,6-dichloro-4-
(trifluoromethyl) phenyl]-4-
[(trifluoromethyl)thio]-1H-pyrazole-3-
carbonitrile) in or on the following
items at the following levels:

Tolerance
Commodity (in parts per
million)
Corn, field, grain ..........cccceeneee. 0.02
Corn, field, stover 0.30
Corn, field, forage 0.15
EQOS e 0.03
Fat of cattle, goat, horse and 0.40
sheep.
Hog fat ... 0.04
Hog liver ..o 0.02
Hog meat byproducts (except 0.01
liver).
Hog meat .......cccccevvveiiiiieeinn 0.01
Liver of cattle, goat, horse and | 0.10
sheep.
Milk, fat (reflecting 0.05 ppm in | 1.50
whole milk).
Meat of cattle, goat, horse and | 0.04
sheep.
Meat byproducts (except liver) | 0.04
of cattle, goat, horse and
sheep.
Poultry fat .....ccccooeieiiiiiicies 0.05
Poultry meat 0.02
Poultry meat byproducts .......... 0.02

EPA’s assessment of the dietary
exposures and risks associated with
establishing the tolerance follows.

A. Toxicology Data Base

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 fipronil are
discussed below.

1. Acute studies. i. A battery of
acceptable acute toxicity studies place
technical fipronil in toxicity Categories
Il and Ill. It is classified as a non-
sensitizer.

ii. An acceptable acute neurotoxicity
study in the rat using technical fipronil
concluded the following: The no
observed effect level (NOEL) was 0.5
mg/kg for males and females. The low
observed effect level (LOEL) was 5.0
mg/kg for males and females based on
decreased hind leg splay at the 7 hour
post-treatment evaluation in males and
females.

2. Subchronic toxicity testing. i. An
acceptable subchronic toxicity study in
the dog using technical fipronil
concluded the following: The LOEL was
10.0 mg/kg/day for males (based on
clinical signs of toxicity) and 2.0 mg/kg/
day for females (based on clinical signs
of toxicity and decreased body weight
gain). The NOEL was 2.0 mg/kg/day for
males and 0.5 mg/kg/day for females.

ii. A supplemental subchronic
toxicity study in the rat using technical
fipronil concluded the following: The
LOEL was 30 ppm for males (1.93 mg/
kg/day) and females (2.28 mg/kg/day)
based on alterations in serum protein
values and increased weight of the liver
and thyroid. The NOEL was 5 ppm for
males (0.33 mg/kg/day) and females
(0.37 mg/kg/day).

iii. An acceptable 21-day dermal
toxicity study in the rabbit using
technical grade fipronil concluded the
following: The Systemic LOEL was 10
mg/kg/day based on decreased body
weight gain and food consumption;
Dermal irritation LOEL > 10.0 mg/kg/
day. The systemic NOEL was 5.0 mg/kg/
day; Dermal irritation NOEL was greater
than or equal to 10.0 mg/kg/day.

3. Chronic toxicity studies. i. An
acceptable chronic toxicity study in the
dog using technical fipronil concluded
the following: The LOEL was 2.0 mg/kg/
day based on clinical signs of
neurotoxicity and abnormal
neurological examinations. The NOEL
was 0.2 mg/kg/day.

ii. An acceptable carcinogenicity
study in the mouse using technical

fipronil concluded the following: The
LOEL was 10 ppm (1.181 mg/kg/day for
males and 1.230 mg/kg/day for females)
based on decreased body weight gain,
decreased food conversion efficiency
(males), increased liver weights and
increased incidence of hepatic
histopathological changes. The NOEL
was 0.5 ppm (0.055 mg/kg/day for males
and 0.063 mg/kg/day for females). The
study demonstrated that Fipronil is not
carcinogenic to CD-1 mice when
administered at doses of 30 ppm.

iii. An acceptable combined chronic
toxicity/carcinogenicity study in the rat
using technical fipronil concluded the
following: The LOEL was 1.5 ppm for
males (0.059 mg/kg/day) and females
(0.078 mg/kg/day) based on an
increased incidence of clinical signs and
alterations in clinical chemistry and
thyroid parameters. The NOEL was 0.5
ppm for males (0.019 mg/kg/day) and
females (0.025 mg/kg/day). The study
demonstrated that fipronil is
carcinogenic to rats at doses of 300 ppm
in males (12.68 mg/kg/day) and females
(16.75 mg/kg/day).

4. Developmental and reproduction
toxicity studies. i. An acceptable
developmental toxicity study in the rat
using technical fipronil concluded the
following: The maternal toxicity LOEL
was 20 mg/kg/day based on reduced
body weight gain, increased water
consumption, reduced food
consumption and reduced food
efficiency. The maternal toxicity NOEL
was 4 mg/kg/day. The developmental
toxicity LOEL was greater than 20 mg/
kg/day. The developmental toxicity
NOEL was 20 mg/kg/day or higher.

ii. An acceptable developmental
toxicity study in the rabbit using
technical fipronil concluded the
following: The maternal toxicity LOEL
was less than or equal to 0.1 mg/kg/day
based on reduced body weight gain,
reduced food consumption and
efficiency. The maternal toxicity NOEL
was less than 0.1 mg/kg/day. The
developmental toxicity LOEL was
greater than 1.0 mg/kg/day. The
developmental toxicity NOEL was
greater than or equal to 1.0 mg/kg/day.

iii. An acceptable multigeneration
reproduction study in the rat using
technical fipronil concluded the
following: The LOEL for parental
(systemic) toxicity was 30 ppm (2.54
mg/kg/day for males and 2.74 mg/kg/
day for females) based on increased
weight of the thyroid glands and liver in
males and females; decreased weight of
the pituitary gland in females; and an
increased incidence of follicular
epithelial hypertrophy in the females.
The NOEL for parental (systemic)
toxicity was 3 ppm (0.25 mg/kg/day for
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males and 0.27 mg/kg/day for females).
The LOEL for reproductive toxicity was
300 ppm (26.03 mg/kg/day for males
and 28.40 mg/kg/day for females) based
on clinical signs of toxicity in the F, and
F offspring; decreased litter size in the
F1 and F; litters; decreased body
weights in the F1 and F; litters; decrease
in the percentage of F, parental animals
mating; reduction in fertility index in F;
parental animals; reduced post-
implantation survival and offspring
postnatal survivability in the F litters;
and delay in physical development in
the F;1 and F, offspring. The NOEL for
reproductive toxicity was 30 ppm (2.54
mg/kg/day for males and 2.74 mg/kg/
day for females).

iv. An acceptable developmental
neurotoxicity study using technical
fipronil concluded as follows: The
maternal LOEL was 200 ppm (15 mg/kg/
day), based on decreased body weight,
body weight gain and food
consumption. The maternal NOEL was
10 ppm (0.90 mg/kg/day). The
developmental LOEL was 10 ppm (0.9
mg/kg/day), based on statistically
significant decrease in group mean pup
weights during lactation and significant
increase in time of preputial separation
in males. The developmental
neurotoxicity LOEL was 10 ppm (0.9
mg/kg/day) based on a significant
increase in mean motor activity counts
in females on Postnatal Day 17. The
NOEL for developmental and
developmental neurotoxicity is 0.5 ppm
(0.05 mg/kg/day). It is noted that
developmental neurotoxicity occurred
in the absence of maternal toxicity in
this study.

5. Mutagenicity studies— i. Studies
conducted with fipronil. a. An
acceptable Salmonella/mammalian
activation gene mutation assaying
technical fipronil concluded as follows:
fipronil was not mutagenic in 4 strains
of S. typhimurium at concentrations up
to 500 pg/plate in the presence or
absence of S9 activation.

b. An acceptable in vitro gene
mutation assay in mammalian cells/
Chinese hamster V79 cells using
technical fipronil concluded as follows:
Fipronil was negative for inducing
forward gene mutations at the HGPRT
locus in cultured Chinese hamster V79
cells at concentrations up to 385.65 pg/
ml both with and without S9 activation.

c. An acceptable in vitro
micronucleus assay in the mouse using
technical fipronil concluded as follows:
fipronil was not cytotoxic to the target
cell. There was, however, no evidence
of a clastogenic or aneugenic effect at
any dose or at any harvest time.

d. An acceptable cytogenic assay in
human lymphocytes using technical

fipronil concluded as follows: there was
no evidence of a clastogenic effect when
human lymphocytes were exposed in
vitro to fipronil at doses of 75, 150 or
300 pg/ml with and without S9
activation.

ii. Studies conducted with fipronil
metabolite MB 46136. a. An acceptable
Salmonella/mammalian activation gene
mutation assay using 98.7% pure
metabolite showed that the fipronil
metabolite was not mutagenic in 4
strains of S. typhimurium at
concentrations of up to 200 ug/plate
without S9 activation and up to 500 pg/
plate in the presence of S9 activation.

b. An acceptable cytogenic assay with
human lymphocytes using 98.7% pure
metabolite showed that there was no
evidence of a clastogenic effect when
human lymphocytes were exposed in
vitro to MB 46136 at doses of 75, 150 or
300 pg/ml with and without S9
activation.

6. Metabolism study. An acceptable
metabolism study in the rat using 14-C
Fipronil showed the following: with
oral dosing, the rate and extent of
absorption appeared similar among all
dose groups, but may have been
decreased at the high dose. Distribution
data showed significant amounts of
residual radioactivity in carcass, G.I.
tract, liver, adrenals, and abdominal fat
at 168 hours post-dose for all rats in all
dose groups. Repeated low oral dosing
or a single high oral dose resulted in an
overall decrease in the amount of
residual radioactivity found, but an
increase in the amount in abdominal fat,
carcass, and adrenals. Feces appeared to
be the major route of excretion for
fipronil derived radioactivity, where
45-75% of an administered dose was
excreted. Excretion in urine was
between 5-25%. Increases in the
percentages excreted in urine and feces
were observed with repeated low oral
dosing or a single high dose, while the
percentage found in all tissues
combined decreased. There were no
significant sex-related differences in
excretion. Major metabolites in urine
included two ring-opened products of
the metabolite MB 45897, two oxidation
products (MB 46136 and RPA 200766),
and parent chemical (MB 46030). In
feces, parent MB 46030 was detected as
a significant fraction of the sample
radioactivity as well as the oxidation
products MB 46136 and MB 45950.

7. Special studies. i. A supplemental
thyroid function study in the rat using
technical fipronil showed the following:
Four groups of 27 male rats per group
were administered either
methylcellulose (vehicle control), 10
mg/kg/day fipronil, 200 mg/kg/day
propylthiouracil (PTU) or 50 mg/kg/day

Noxyflex for 14 days. On Day 15, each
animal received Nal25| at a dose level of
1 uCi 125], Six hours later, 9 males per
group received either 10 or 25 mg/kg
potassium perchlorate or 0.9% saline
solution. The treatment with fipronil or
Noxyflex appeared to result in
stimulation of the thyroid glands as
evidenced by increased accumulation of
125 in the thyroid glands and by
increases in the ratios of radioactive
distribution between the blood and
thyroid. These changes were
accompanied by increases in thyroid
weight. Treatment with PTU produced
decreases in the amount of 125]
incorporated in the thyroid and in the
blood: thyroid ratios along with elevated
levels of 125] in the blood. However, the
weights of the thyroids from these
animals were increased by over 2.5 fold
compared to the controls and therefore,
the ratio of 125] in the blood to thyroid
weight was reduced. The administration
of perchlorate produced further
reductions in the 125] content in the
thyroids and in the blood: thyroid 125]
radioactivity ratio. There was no
evidence of an inhibition of iodide
incorporation by either fipronil or
Noxyflex.

ii. A supplemental thyroxine
clearance study in the rat using
technical fipronil showed the following:
Six groups of six male rats per group
were administered either fipronil (10
mg/kg/day by gavage), phenobarbital (80
mg/kg/day intraperitoneally) or 0.5%
methylcellulose (vehicle control at 5 ml/
kg by gavage) for a duration of either 1
day or 14 days. Four hours after the
final dose of either test substance, each
rat received [125]] thyroxine at a dosage
of 10 pCi/kg. Fipronil had no effect on
mortality or other ante mortem
parameters. Phenobarbital-treated
animals were observed to have
collapsed posture, lethargy and shallow
breathing on the first day of treatment.
There was no effect of fipronil on
clearance after 1 day of treatment,
however after 14 days, there was a
decrease in terminal half life (52% of
control level) and increases in clearance
and volume of distribution (261% and
137% of control level, respectively). The
effects seen with phenobarbital
treatment were similar, although
quantitatively not as severe and were
evident on Day 1 of treatment.

iii. An acceptable 28—day study in the
rat by dietary administration using
96.2% pure fipronil metabolite RPA
200766 showed the following: The
NOEL was 50 ppm (3.80 mg/kg/day for
males and 4.44 mg/kg/day for females).
The LOEL was 500 ppm (38.16 mg/kg/
day for males and 43.97 mg/kg/day for
females) based on decreased
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hemoglobin values, increased
cholesterol values and increased liver
weights in both sexes.

iv. An acceptable 28—-Day Study in the
rat using technical fipronil showed that:
the LOEL is < 25 ppm (3.4 mg/kg/day in
males; 3.5 mg/kg/day in females) based
on clinical laboratory changes,
increased absolute liver weights in
females and histopathological
alterations in the thyroid glands. The
NOEL is <25 ppm.

B. Toxicology Profile

The toxicology endpoints and dose
levels of concern have been identified
for use in this fipronil exposure and risk
assessment as set forth below:

1. Residential exposure—i. Short -
and intermediate - term exposure (1 to
7 days). a. A dermal absorption factor is
set at less than 1% at 24 hours based on
a dermal absorption study.

b. For short- and intermediate-term
residential exposure for females age 13+
years, the NOEL is 5 mg/kg/day based
on decreased body weight gain and food
consumption in male and female rabbits
observed at the LOEL of 10 mg/kg/day
in the 21—day dermal study.

In the supporting study of
developmental toxicity and
developmental neurotoxicity, the
developmental NOEL was 0.5 ppm (0.05
mg/kg/day) based on decreased mean
pup weights during lactation and a
significant increase in time to preputial
separation in male rats observed at the
developmental LOEL of 10 ppm (0.9
mg/kg/day). The developmental
neurotoxicity LOEL was 10 ppm (0.9
mg/kg/day) based on an increase in
mean motor activity counts for females
on Postnatal Day 17.

It should be noted that the NOEL
established after dermal administration
in the 21—-day dermal toxicity study is
5 mg/kg/day. When the co-critical study
NOEL based on oral administration in
the developmental neurotoxicity study,
0.05 mg/kg/day is corrected for the less
than 1% dermal absorption, exposure is
essentially the same as the critical study
(5 mg/kg/day).

c. For short- and intermediate-term
residential exposure for the general
population, including infants and kids,
the NOEL is 5.0 mg/kg/day, based on
decreased body weight gain and food
consumption in male and female rabbits
observed at the LOEL of 10 mg/kg/day
in the 21—day dermal toxicity study.

ii. Chronic or residential exposure
(several months to lifetime). The NOEL
is 0.5 ppm, based on an increased
incidence of clinical signs (seizures and
death) and alterations in clinical
chemistry (protein) and thyroid
parameters (increased TSH, decreased

T4) at the LOEL of 1.5 ppm in a
combined chronic toxicity/
carcinogenicity study in the rat. Since
the NOEL identified is from an oral
study, a dermal absorption factor of <
1% should be used in risk calculations.

2. Dietary exposure—i. Acute risk .
The NOEL is 0.5 mg/kg, based on
decreased hind leg splay in male and
female rats observed at LOEL =5 mg/kg
in the acute neurotoxicity study in rats.

ii. Chronic risk. The RfD (reference
dose) for fipronil is 0.0002 mg/kg/day.
This RfD is based on a NOEL of 0.019
mg/kg/day and an uncertainty factor of
100; the NOEL was established from the
combined chronic toxicity/
carcinogenicity study in rats where the
LOEL was 1.5 ppm, based on an
increased incidence of clinical signs
(seizures and death) and alterations in
clinical chemistry (protein) and thyroid
parameters (increased TSH, decreased
T4).

iii. Cancer risk. Fipronil has been
classified as a Group C - Possible
Human Carcinogen, based on increases
in thyroid follicular cell tumors in both
sexes of the rat, which were statistically
significant by both pair-wise and trend
analyses. The RfD methodology should
be used to estimate human risk because
the thyroid tumors appear to be related
to a disruption in the thyroid-pituitary
status. There was no apparent concern
for mutagenicity (no mutagenic
activity).

B. Exposures and Risks

1. From food and feed uses. In today’s
action, tolerances will be established (40
CFR 180.517) in or on a variety of raw
agricultural commodities as follows:

Tolerance
Commodity (in parts per
million)
Corn, field, grain .........ccccceeeueen. 0.02
Corn, field, stover 0.30
Corn, field, forage .... 0.15
EQOS i 0.03
Fat of cattle, goat, horse and 0.40
sheep.
Hog Fat ..o 0.04
HOQ LIVl ..oooiiiiieiieeiieeeee 0.02
Hog Meat Byproducts (except 0.01
liver).
Hog Meat .......cccoeevvveiiiiieiiee 0.01
Liver of cattle, goat, horse and | 0.10
sheep.
Milk, fat (reflecting 0.05 ppm in | 1.50
whole milk).
Meat of cattle, goat, horse and | 0.04
sheep.
Poultry Fat .......ccooceeiiiiieee 0.05
Poultry Meat ........cccceevcvvevinnnnn 0.02
Meat Byproducts (except liver) | 0.04
of cattle, goat, horse and
sheep.
Poultry Meat Byproducts .......... 0.02

Risk assessments were conducted by
EPA to assess dietary exposures and
risks from fipronil as follows:

i. Acute exposure and risk. 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. The acute
dietary exposure endpoint of concern
for fipronil is neurotoxicological. As
this endpoint is not developmental, all
population subgroups are of potential
concern. EPA calculated MOE values of
277 for the U.S. population, 167 for non-
nursing infants (< 1 year old) and 167
for children (1-6 years years old).
Anticipated residues were used for milk
and corn commodities in this
assessment.

ii. Chronic exposure and risk. Chronic
dietary residues exposure estimates
(DRES) for fipronil were calculated
using anticipated residues derived from
field-trial data for all commodities. In
addition, an anticipated market share of
7% was used for corn grain, forage, and
stover. The proposed fipronil tolerances
result in an Anticipated Residue
Contribution (ARC) that is equivalent to
the following percents of the RfD:

U.S. Population (48 States) ........ 4.6%

HIiSPanics ........ccoceviiveeiiiieeieeee 5.9%

Non-Hispanic Others 5.2%

Non-Nursing Infants (< 1 year 10.1%
old).

Females (13+ years, pregnant) .. 3.2%

Females (20+ years, not preg- 3.0%
nant, not nursing).

Females (13+ years, nursing) ..... 4.1%

Children (1-6 years old) ....
Children (7-12 years old)

The subgroups listed above are: (1)
the U.S. population (48 states); (2)
infants and children; and, (3) the other
subgroups for which the percentage of
the RfD occupied is equal to, or greater
than, that occupied by the subgroup
U.S. population (48 states).

iii. Percent crop treated and
anticipated residues. Section
408(b)(2)(E) authorizes EPA to consider
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 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 timeframe it deems
appropriate. Section 408(b)(2)(F) allows
the Agency to use data on the actual
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percent of crop treated when
establishing a tolerance only where the
Agency can make the following
findings:

a. That the data used are reliable and
provide a valid a basis for showing the
percentage of food derived from a crop
that is likely to contain residues.

b. That the exposure estimate does not
underestimate the exposure for any
significant subpopulation.

¢. Where data on regional pesticide
use and food consumption are available,
that the exposure estimate does not
understate exposure for any regional
population. In addition the Agency
must provide for periodic evaluation of
any estimates used.

The percent of crop treated estimates
for fipronil were derived from Federal
and market survey data. EPA considers
these data reliable. A range of estimates
are supplied by this data and the upper
end of this range was used for the
exposure assessment. By using this
upper end estimate of percent crop
treated, the Agency is reasonably certain
that exposure is not underestimated for
any significant subpopulation. Further,
regional consumption information is
taken into account through EPA’s
computer-based model for evaluating
the exposure of significant
subpopulations including several
regional groups. Review of this regional
data allows the Agency to be reasonably
certain that no regional population is
exposed to residue levels higher than
those estimated by the Agency. To
provide for the periodic evaluation of
these estimates of percent crop treated
and to meet the requirement for data on
anticipated residues, EPA may require
fipronil registrants to submit data on
percent crop treated. Such evaluation
will likely be conducted no sooner than
5 years after date of issuance of this
tolerance. Further, as required by the
FQPA, EPA will issue a Data Call-In
under section 408(f) to all fipronil
registrants for data on anticipated
residues, to be submitted no later than
5 years from the date of issuance of this
tolerance.

2. From drinking water. EPA does not
have monitoring data available to
perform a quantitative drinking water
risk assessment for fipronil at this time.
EPA estimated ground and surface water
exposure using the Generic Expected
Environmental Concentration (GENEEC)
model, a screening level model for
determining concentrations of
pesticides in surface water. GENEEC
uses the soil/water partition coefficient,
hydrolysis half life, and maximum label
rate to estimate surface water
concentration. In addition, the model
contains a number of conservative

underlying assumptions. Therefore, the
drinking water concentrations derived
from GENEEC for surface water are
likely to be overestimated. As fipronil is
relatively immobile in soil, residues in
groundwater are expected to be less
than those in surface water.

i. Acute exposure and risk. The
exposure estimate for surface water is
247 ppt (peak concentration). Based on
an acute NOEL of 0.5 mg/kg/day and
water consumption of 1 L/d for a 10 kg
child, the worst-case estimates of
residues in drinking water (247 ppt)
result in a child exposure of 2.5 x 10-5
mg/kg/day. This exposure value
corresponds to a MOE of 20,000 for the
most highly exposed subgroup for acute
exposure (children 1-6 years old). As
this value exceeds 100, fipronil residues
in surface drinking water do not pose an
acute risk.

ii. Chronic exposure and risk. The
exposure estimate for surface water is
48.8 ppt (54—day average). Based on a
RfD of 0.0002 (mg/kg/day)-1 and water
consumption of 2 L/d for a 70 kg adult
(male) and of 1 L/d for a 10 kg child (1-
6 years old), the worst-case estimates of
residues in drinking water (48.8 parts
per trillion (ppt)) result in the following
exposures: Adult exposure is 1.4 x 10-6
mg/kg/day and exposure for children is
4.9 x 10-6 mg/kg/day. These exposure
values correspond to 0.7% of the RfD for
adult males and 2.4% of the RfD for
children (1-6 years old).

3. From non-dietary exposure.
Fipronil is currently registered for use
on the following residential non-food
sites: ant and cockroach bait traps
ranging from 0.01 to 0.05% active
ingredient; and flea and tick control
products for dogs and cats, including a
pump spray (0.29% RTU (ready to use)
and a 9.7% RTU spot treatment in
which a premeasured small amount is
applied between the pet’s shoulder
blades. The flea and tick spray use is
expected to result in the highest
exposure of fipronil products. Based on
the high MOE’s resulting from these
uses (see below), the application of
small amounts between the pet’s
shoulder blades was not addressed. This
use is expected to result in much lower
exposure based on lower duration and
a considerably smaller area being
treated. Exposure from the use of
fipronil in self contained bait stations is
also expected to result in lower
exposures since there is no contact with
the pesticide.

i. Acute exposure and risk. For
incidental non-dietary (acute)
exposures, the endpoint selected for
acute dietary (oral) assessments is used.
The NOEL is 0.5 mg/kg/day. The MOE
for a child/hand-to-mouth exposure

after petting a wet or recently treated pet
is 5,000 to 8,000.

ii. Chronic exposure and risk. Fipronil
is reportedly strongly bound to the skin
and does not come off the dog once dry.
Therefore, the use of fipronil products
in residential situations is not expected
to result in chronic exposures. It should
be noted that an exposure study
assessing exposures resulting from the
pet uses will be submitted in the fall of
1997. The risk assessment may be
refined at that time.

iii. Short- and intermediate-term
exposure and risk. Label directions on
pet care products state that applications
of fipronil are expected to occur several
times per year in residential settings,
resulting in acute and short- and
intermediate-term exposures. The
endpoint selected for short and
intermediate-term non-occupational
exposure assessments is based on the
results of a 21-day dermal toxicity
study. The systemic toxicity NOEL is
5.0 mg/kg/day. The MOE for applicators
of the 0.29% ready-to-use formulation
on dogs and cats is 50,000. The MOE for
a child/dermal contact with a wet or
recently treated pet is 1,000 to 2,000.

iv. Cumulative exposure to substances
with common mechanism of toxicity.
Fipronil is structurally similar to other
members of the pyrazole class of
pesticides (i.e., tebufenpyrad,
pyrazolynate, benzofenap, etc.). Further,
other pesticides may have common
toxicity endpoints with fipronil. Section
408(b)(2)(D)(v) 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.”
The Agency believes that “‘available
information” in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency’s scientific
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understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
fipronil has a common mechanism of
toxicity with other substances or how to
include this pesticide in a cumulative
risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative approach based on a
common mechanism of toxicity, fipronil
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 fipronil has a common
mechanism of toxicity with other
substances.

D. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. For the most highly
exposed subgroup (children 1-6 years
old), the calculated MOE value is 160
(the reciprocal of the sum of the
reciprocal food, residential and water
MOEs). (The MOE is 167 for food, 5,000
for residential (oral) and 20,000 for
water). This aggregate MOE does not
exceed the HED’s level of concern for
acute dietary exposure.

2. Chronic risk. Based on the available
data and assumptions for dietary/water/
residential exposure and risk estimates,
the population group estimated to be
most highly exposed is children (1-6
years old) with a risk estimate from
combined sources equaling 13.5% of the
RfD (11.1% dietary + 2.4% water). As
previously noted, no chronic residential
exposure is anticipated. EPA generally

has no concern for exposures below
100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. EPA concludes that
there is a reasonable certainty that no
harm will result from aggregate
exposure to fipronil residues.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure should take into account
chronic dietary food and water
(considered to be a background
exposure level) plus indoor and outdoor
residential exposure. However, the short
and intermediate term end points for
fipronil are based on dermal exposure,
and chronic endpoints are based on
dietary exposure. The two exposure
scenarios use different toxicological end
points, and thus are not comparable in
toxicological terms. At the present time,
EPA does not know how to aggregate
dermal and oral exposures for this
chemical. For this reason, EPA has not
developed a short and intermediate term
risk assessment for fipronil. Further, as
indicated above, when viewed
independently, neither oral nor dermal
exposure posed a risk of concern.

E. Aggregate Cancer Risk for U.S.
Population

Based on the Cancer Peer Review
Committee recommendation that the
RfD approach be used to quantify
carcinogenicity, a quantitative dietary
cancer risk assessment was not
performed. Dietary risk concerns due to
long-term consumption of fipronil
residues are adequately addressed by
the chronic exposure analysis using the
RfD.

F. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children— i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
fipronil, EPA considered data from
developmental toxicity studies in the rat
and rabbit, a two-generation
reproduction study in the rat, and a
developmental neurotoxicity study. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
pesticide exposure during prenatal
development to one or both parents.
Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.
The developmental neurotoxicity study
provided further information about the
acute and chronic neurotoxic effects

during prenatal and postnatal
development.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of 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. EPA believes that reliable data
support using the standard MOE and
uncertainty factor (usually 100 for
combined inter- and intra-species
variability)) and not the additional
tenfold MOE/uncertainty factor when
EPA has a complete data base under
existing guidelines and when the
severity of the effect in infants or
children or the potency or unusual toxic
properties of a compound do not raise
concerns regarding the adequacy of the
standard MOE/safety factor.

2. FQPA considerations. EPA has
evaluated the chemical fipronil for
FQPA considerations. The following
discussion represents the information
EPA considered.

i. Developmental toxicity studies.
Acceptable prenatal developmental
toxicity studies in rats and rabbits have
been submitted to the Agency, meeting
basic data requirements, as defined for
a food-use chemical by 40 CFR part 158.

ii. Reproductive toxicity study. An
acceptable two-generation reproduction
study in rats has been submitted to the
Agency, meeting basic data
requirements, as defined for a food-use
chemical by 40 CFR part 158.

iii. Developmental neurotoxicity
study. An acceptable developmental
neurotoxicity study was conducted with
fipronil and reviewed by the Agency.

iv. Pre- and post-natal sensitivity.
There are no data gaps for the
assessment of the effects of fipronil on
developing animals following in utero
and/or early postnatal exposure.

v. Conclusion. The available data
contained evidence of increased
sensitivity of rats to alterations in
functional development following pre-
and/or postnatal exposure with fipronil.
Specifically, in a developmental
neurotoxicity study in rats, the
developmental and developmental-
neurotoxicity NOEL of 0.5 ppm (0.05
mg/kg/day) was lower than the maternal
toxicity NOEL of 10 ppm (0.9 mg/kg/
day). In the offspring, decreased pup
weights, increased time of preputial
separation in males, and increased
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motor activity counts in female pups
were observed at the developmental
LOEL of 10 ppm (0.9 mg/kg/day), while
maternal toxicity (decreased body
weight, body weight gain, and food
consumption) was observed at the
maternal LOEL of 200 ppm (15 mg/kg/
day).

Previously conducted studies with
fipronil did not identify any issues of
increased sensitivity in the fetuses or
pups following pre- and/or postnatal
exposure. In the prenatal developmental
toxicity study in rats, there was no
evidence of developmental toxicity at
the highest doses tested (20 mg/kg/day).
Maternal toxicity (decreased body
weight gain, food consumption and/or
water consumption) was observed at
this dose (20 mg/kg/day) with the
maternal NOEL established at 4 mg/kg/
day. In the prenatal developmental
toxicity study in rabbits, there was also
no evidence of developmental toxicity
at the highest doses tested (1.0 mg/kg/
day). Maternal toxicity (decreased body
weight gain, food consumption and/or
water consumption) was observed at
this same dose (1.0 mg/kg/day) and
lower, with the maternal NOEL
established at < 0.1 mg/kg/day.

Additionally, in the two-generation
reproduction study in rats, offspring
toxicity was observed only in the
presence of parental toxicity. The
offspring NOEL was 30 ppm (2.54-2.74
mg/kg/day), based upon clinical signs of
toxicity, decreased litter size, decreased
body weights, decreased pre- and
postnatal survival, and delays in
physical development at the LOEL of
300 ppm (26.0-28.4 mg/kg/day). In the
parental animals, reproductive toxicity
(reductions in mating and fertility) was
also observed at the 30 ppm dietary
level. The systemic NOEL for the
parental animals was 3 ppm (0.25-0.27
mg/kg/day), based upon increased
weight of the thyroid gland and liver in
both sexes, decreased weight of the
pituitary gland in the females, and
increased incidence of thyroid follicular
epithelial hypertrophy in the females at
the LOEL of 30 ppm.

In considering whether additional
uncertainty factors were needed to
protect children, EPA noted that the
developmental neurotoxicity NOEL of
0.05 mg/kg/day, when adjusted for 1%
dermal absorption, yields an equivalent
NOEL of 5 mg/kg/day, the value
established as the systemic NOEL in the
21-day dermal study in rabbits. This
value was selected for use in the short
term and intermediate risk assessment
calculations for fipronil. The NOEL
used for the RfD calculation was 0.019
mg/kg/day from the combined chronic
toxicity-carcinogenicity study in the rat,

a value that is even lower than the
NOEL used for short- and intermediate-
term exposure. Therefore, it was
concluded that the risk assessment
calculations as defined, will provide
adequate protection for sensitive
subpopulations, including infants and
children. The Committee determined
that the third uncertainty factor in the
risk assessment of fipronil, under the
provisions of the FQPA mandate to
ensure the protection of infants and
children, was not warranted for chronic
or less than life time exposure and
could be removed.

EPA believes that reliable data
support using the hundredfold margin/
factor, rather than the thousandfold
margin/factor, when EPA has a
complete data base under existing
guidelines, and when the severity of the
effect in infants or children, the potency
or unusual toxic properties of a
compound, or the quality of the
exposure data do not raise concerns
regarding the adequacy of the tenfold
margin/factor.

For the reasons outlined above, EPA
has determined there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to residues of fipronil
following its use on field corn and other
uses registered to date.

I11. Other Considerations

A. Endocrine Disrupter Effects

EPA is required to develop a
screening program to determine whether
certain substances (including all
pesticides and inert ingredients) “may
have an effect in humans that is similar
to an effect produced by a naturally
occurring estrogen, or such other
endocrine effect...” The Agency is
currently working with interested
stakeholders, including other
government agencies, public interest
groups, industry and research scientists
in developing a screening and testing
program and a priority setting scheme to
implement this program. Congress has
allowed 3 years from the passage of
FQPA (August 3, 1999) to implement
this program. At that time, EPA may
require further testing of this active
ingredient and end use products for
endocrine disrupter effects.

B. Metabolism In Plants and Animals

EPA considers the nature of the
residue in corn to be understood.
Fipronil is metabolized by: (1)
hydrolysis to the amide (RPA 200766)
with further hydrolysis to the carboxylic
acid (RPA 200761) or (2) oxidation to
the sulfone MB 46136. The EPA
Metabolism Committee has concluded

that the residues of concern for the
tolerance expression and dietary risk
assessment in corn and animal RACs are
fipronil, MB 46136, and MB 45950.

C. Analytical Enforcement Methodology

Analytical methodology suitable for
the enforcement of the proposed
tolerance is available. For corn RACs,
the registrant has submitted a proposed
analytical enforcement method which
measures the parent and its metabolites
(MB 45950, and MB 46136) in a single
chromatographic separation using GC
with ECD. The limit of quantitation
(LOQ) for each compound is 0.01 ppm
in grain and 0.02 ppm in forage and
fodder. This method has undergone a
successful Petition Method Validation
(PMV).

For animal RACs, the registrant has
submitted a proposed analytical
enforcement method which measures
the parent and its metabolites (MB
45950 and MB 46136) in a single
chromatographic separation using GC
with ECD. The LOQ of cattle, goat, horse
and sheep for each compound is < 0.02
ppm. This method has also undergone
a successful PMV.

D. Magnitude of Residues

As a result of this use, residues of
fipronil are not expected to exceed the
following levels:

corn, field, grain 0.02 ppm
corn, field, stover 0.30 ppm
corn, field, forage 0.15 ppm

Secondary residues in animal
commodities from this proposed use on
corn are not expected to exceed the
following levels:

EQOS i 0.03 ppm
Fat of cattle, goat, horse and

[ 4 [=T] o 0.40 ppm
Hog Fat ......... 0.04 ppm
Hog Liver 0.02 ppm
Hog Meat Byproducts (except

IVEr) o 0.01 ppm
Hog Meat 0.01 ppm
Milk, fat (reflecting 0.05 ppm in

whole milk) ......ccccoeeiiiieennn. 1.50 ppm
Liver of cattle, goat, horse and

ShEEeP ..o 0.10 ppm
Meat Byproducts (except liver)

of cattle, goat, horse and

ShEep ..ovieiiiiiec e 0.04 ppm
Meat of cattle, goat, horse and

ShEep ..ocoveiiieee 0.04 ppm
Poultry Fat .......cccc....... 0.05 ppm
Poultry Meat ...........cccccueeee 0.02 ppm
Poultry Meat Byproducts .......... 0.02 ppm

E. International Residue Limits

There are no CODEX, Canadian, or
Mexican MRLs established for fipronil
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in/on corn and animal RACs. Therefore,
no compatibility problems exist.

F. Rotational Crop Restrictions

The rotational crop restrictions
specified on the labels (1 month for
leafy vegetables, 5 months for root
crops, 12 months for small grains and
all other crops) are supported by the
results of the confined rotational crop
study.

1V. Conclusion

Therefore, the tolerance is established
for combined residues of the insecticide
fipronil (5-amino-1-[2,6-dichloro-4-
(trifluoromethyl)phenyl]-4-[(1R,S)-
(trifluoromethyl)sulfinyl]-1H-pyrazole-
3-carbonitrile) and its metabolites MB
46136 (5-amino-1-[2,6-dichloro-4-
(trifluoromethyl)phenyl]-4-
[(trifluoromethyl) sulfonyl]-1H-
pyrazole-3-carbonitrile) and MB 45950
(5-amino-1-[2,6-dichloro-4-
(trifluoromethyl) phenyl]-4-
[(trifluoromethyl)thio]-1H-pyrazole-3-
carbonitrile) in or on the following
items at the levels specified:

Tolerances
Commodity (in parts per
million)
Corn, field, grain 0.02
Corn, field, stover 0.30
Corn, field, forage 0.15
EQOS oo 0.03
Fat of cattle, goat, horse and
[ 4 [=1] o R 0.40
Hog fat 0.04
HOQ lIVEr oo, 0.02
Hog meat byproducts (except
IVED) e 0.01
Hog meat 0.01
Liver of cattle, goat, horse and
ShEEP ..vviiiiiie e 0.10
Meat byproducts (except liver)
of cattle, goat, horse and
[ 4 [=1] o R 0.04
Meat of cattle, goat, horse and
ShEEP ..vvveviie e 0.04
Milk, fat (reflecting 0.05 ppm in
whole milk) ......cccoevevivieiiinnne 1.50
Poultry fat ............ 0.05
Poultry meat 0.02
Poultry meat byproducts ........... 0.02

V. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to *‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new

law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by January 26, 1998
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
above (40 CFR 178.20). A copy of the
objections and/or hearing requests filed
with the Hearing Clerk should be
submitted to the OPP docket for this
rulemaking. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
grounds for the objections (40 CFR
178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
Confidential Business Information (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.

V1. Public Record and Electronic
Submissions

EPA has established a record for this
rulemaking under docket control
number [OPP-300587] (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,

Monday through Friday, excluding legal
holidays. The public record is located in
Room 1132 of the Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, Crystal Mall #2, 1921 Jefferson
Davis Highway, Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

VII. Regulatory Assessment
Requirements

This final rule establishes a tolerance
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). 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 11 of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
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408(d), 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.
Nevertheless, the Agency has previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950) and was provided
to the Chief Counsel Advocacy of the
Small Business Administration.

VIII. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A), as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, the
Agency has submitted 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 General
Accounting Office prior to publication
of this rule in today’s Federal Register.
This 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: November 14, 1997.
Stephen L. Johnson,

Acting Director, Office of Pesticide Programs.
Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

1. The authority citation for part 180
continues to read as follows:
Authority : 21 U.S.C. 346a and 371.

2. By adding a new §180.517 to read
as follows:

§180.517 Fipronil; tolerances for residues.
(a) General. Therefore, tolerances are
established for combined residues of the

insecticide fipronil, (5-amino-1-[2,6-
dichloro-4-(trifluoromethyl)phenyl]-4-
[(1R,S)-(trifluoromethyl)sulfinyl]-1H-
pyrazole-3-carbonitrile) and its
metabolites 5-amino-1-[2,6-dichloro-4-
(trifluoromethyl)phenyl]-4-
[(trifluoromethyl) sulfonyl]-1H-
pyrazole-3-carbonitrile and 5-amino-1-
[2,6-dichloro-4-(trifluoromethyl)
phenyl]-4-[(trifluoromethyl)thio]-1H-

pyrazole-3-carbonitrile in or on the
following items at the levels specified:

Parts
Commodity per mil-
lion
Corn, field, grain 0.02
Corn, field, stover 0.30
Corn, field, forage .... 0.15
EQOS oo 0.03
Fat of cattle, goat, horse and sheep | 0.40
HOog Fat ..o 0.04
Hog Liver 0.02
Hog Meat 0.01
Hog Meat Byproducts (except liver) | 0.01
Liver of cattle, goat, horse and | 0.10
sheep.
Milk, fat (reflecting 0.05 ppm in | 1.50
whole milk).
Meat Byproducts (except liver) of | 0.04
cattle, goat, horse and sheep.
Meat of cattle, goat, horse and | 0.04
sheep.
Poultry Fat ......cccoeeeviieecee e, 0.05
Poultry Meat .......cccceveviieiiiiiceen. 0.02
Poultry Meat Byproducts .................. 0.02

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

[FR Doc. 97-30949 Filed 11-25-97; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[OPP-300569; FRL-5751-1]

RIN 2070-AB78

Tebufenozide; Pesticide Tolerances for
Emergency Exemptions

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

SUMMARY: This regulation establishes a
time-limited tolerance for residues of
tebufenozide in or on sugarcane. This
action is in response to EPA’s granting
of an emergency exemption under
section 18 of the Federal Insecticide,
Fungicide, and Rodenticide Act
authorizing use of the pesticide on
sugarcane. This regulation establishes a
maximum permissible level for residues
of tebufenozide in this food commodity
pursuant to section 408(1)(6) of the
Federal Food, Drug, and Cosmetic Act,
as amended by the Food Quality
Protection Act of 1996. The tolerance
will expire and be revoked on December
31, 1998.

DATES: This regulation is effective
November 26, 1997. Objections and
requests for hearings must be received
by EPA on or before January 26, 1998.
ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300569],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300569], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 1132, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov.

Copies of objections and hearing
requests must be submitted as an ASCII
file avoiding the use of special
characters and any form of encryption.
Copies of objections and hearing
requests will also be accepted on disks
in WordPerfect 5.1/6.1 file format or
ASCII file format. All copies of
objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300569]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing request on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: David Deegan, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: CM #2,
1921 Jefferson Davis Hwy., Arlington,
VA, (703) 308-9358, e-mail:
deegan.dave@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: EPA, on
its own initiative, pursuant to section
408(e) and (I)(6) of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a(e) and (1)(6), is establishing
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a tolerance for residues of the
insecticide tebufenozide, in or on
sugarcane at 0.3 part per million (ppm).
This tolerance will expire and be
revoked on December 31, 1998. EPA
will publish a document in the Federal
Register to remove the revoked
tolerance from the Code of Federal
Regulations.

I. Background and Statutory Authority

The Food Quality Protection Act of
1996 (FQPA) (Pub. L. 104-170) was
signed into law August 3, 1996. FQPA
amends both the Federal Food, Drug,
and Cosmetic Act (FFDCA), 21 U.S.C.
301 et seq., and the Federal Insecticide,
Fungicide, and Rodenticide Act
(FIFRA), 7 U.S.C. 136 et seq. The FQPA
amendments went into effect
immediately. Among other things,
FQPA amends FFDCA to bring all EPA
pesticide tolerance-setting activities
under a new section 408 with a new
safety standard and new procedures.
These activities are described below and
discussed in greater detail in the final
rule establishing the time-limited
tolerance associated with the emergency
exemption for use of propiconazole on
sorghum (61 FR 58135, November 13,
1996)(FRL-5572-9).

New section 408(b)(2)(A)(i) of the
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) 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) 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. . ..”

Section 18 of FIFRA authorizes EPA
to exempt any Federal or State agency
from any provision of FIFRA, if EPA
determines that “emergency conditions
exist which require such exemption.”
This provision was not amended by
FQPA. EPA has established regulations
governing such emergency exemptions
in 40 CFR part 166.

Section 408(1)(6) of the FFDCA
requires EPA to establish a time-limited
tolerance or exemption from the

requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment.

Because decisions on section 18-
related tolerances must proceed before
EPA reaches closure on several policy
issues relating to interpretation and
implementation of the FQPA, EPA does
not intend for its actions on such
tolerance to set binding precedents for
the application of section 408 and the
new safety standard to other tolerances
and exemptions.

I1l. Emergency Exemption for
Tebufenozide on Sugarcane and FFDCA
Tolerances

On March 27, 1997, EPA received a
request from the Louisiana Department
of Agriculture and Forestry, requesting
that EPA authorize emergency use of
tebufenozide (Confirm 2F Agricultural
Insecticide, EPA Registration No. 707—
238, registered by Rohm and Haas Co.)
on sugarcane to control sugarcane borer,
under provisions of section 18 of FIFRA.
Louisiana’s request for this pesticide use
asserted that the population of
sugarcane borer has chronically attained
levels that can inflict significant damage
to the sugarcane crop. In the past the
preferred method of control had been
with the chemical azinphos-methyl.
However, due to large-scale fish kills
which have resulted from use of
azinphos-methyl, EPA has restricted
that chemical’s use. Although Louisiana
describes their efforts to develop an
integrated pest management program to
control sugarcane borer, they still
require use of chemicals for this
program to succeed. The state requested
use of tebufenozide on up to 60,000
acres of sugarcane, at application rates
of 0.12 Ibs. active ingredient per acre,
per application, with a maximum of two
applications allowed during the use
season of June 15 - September 15, 1997.
This use was also requested and
authorized by EPA during the growing
season of 1996. EPA allowed the
Louisiana Department of Agriculture
and Forestry to exercise its authority to
authorize the use of tebufenozide on
sugarcane for control of sugarcane borer
in Louisiana under crisis provisions of
section 18, described in 40 CFR 166.40-
160.53, on June 13, 1997.

As part of its assessment of this
emergency exemption, EPA assessed the
potential risks presented by residues of
tebufenozide in or on sugarcane. In
doing so, EPA considered the new safety
standard in FFDCA section 408(b)(2),

and EPA decided that the necessary
tolerance under FFDCA section 408(1)(6)
would be consistent with the new safety
standard and with FIFRA section 18.
Consistent with the need to move
quickly on the emergency exemption in
order to address an urgent non-routine
situation and to ensure that the resulting
food is safe and lawful, EPA is issuing
this tolerance without notice and
opportunity for public comment under
section 408(e), as provided in section
408(1)(6). Although this tolerance will
expire and be revoked on December 31,
1998, under FFDCA section 408(1)(5),
residues of the pesticide not in excess
of the amounts specified in the
tolerance remaining in or on sugarcane
after that date will not be unlawful,
provided the pesticide is applied in a
manner that was lawful under FIFRA.
EPA will take action to revoke this
tolerance earlier if any experience with,
scientific data on, or other relevant
information on this pesticide indicate
that the residues are not safe.

Because this tolerance is being
approved under emergency conditions
EPA has not made any decisions about
whether tebufenozide meets EPA’s
registration requirements for use on
sugarcane or whether a permanent
tolerance for this use would be
appropriate. Under these circumstances,
EPA does not believe that this tolerance
serves as a basis for registration of
tebufenozide by a State for special local
needs under FIFRA section 24(c). Nor
does this tolerance serve as the basis for
any State other than Louisiana to use
this pesticide on this crop under section
18 of FIFRA without following all
provisions of section 18 as identified in
40 CFR part 166. For additional
information regarding the emergency
exemption for tebufenozide, contact the
Agency’s Registration Division at the
address provided above.

I11. Risk Assessment and Statutory
Findings

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.
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A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a “‘safety factor”) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100 percent
(%) or less of the RfD) is generally
considered acceptable by EPA. EPA
generally uses the RfD to evaluate the
chronic risks posed by pesticide
exposure. For shorter term risks, EPA
calculates a margin of exposure (MOE)
by dividing the estimated human
exposure into the NOEL from the
appropriate animal study. Commonly,
EPA finds MOEs lower than 100 to be
unacceptable. This 100-fold MOE is
based on the same rationale as the 100-
fold uncertainty factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“acute,” ‘“‘short-term,” “‘intermediate
term,” and ‘“‘chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all 3 sources
are not typically added because of the
very low probability of this occurring in
most cases, and because the other
conservative assumptions built into the
assessment assure adequate protection
of public health. However, for cases in
which high-end exposure can
reasonably be expected from multiple
sources (e.g. frequent and widespread
homeowner use in a specific
geographical area), multiple high-end
risks will be aggregated and presented
as part of the comprehensive risk
assessment/characterization. Since the
toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children.The TMRC is a ‘““worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

Percent of crop treated estimates are
derived from federal and private market
survey data. Typically, a range of
estimates are supplied and the upper
end of this range is assumed for the
exposure assessment. By using this
upper end estimate of percent of crop
treated, the Agency is reasonably certain
that exposure is not understated for any
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significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups, to pesticide
residues. For this pesticide, the most
highly exposed population subgroup
(non-nursing infants) was not regionally
based.

1. Acute toxicity. No acute dietary risk
endpoint was identified by EPA, and is
not of concern in this risk assessment.

2. Chronic toxicity. EPA has
established the RfD for tebufenozide at
0.018 milligrams/kilogram/day (mg/kg/
day). This RfD is based on a 1-year
feeding study in dogs with a NOEL of
1.8 mg/kg/day. An uncertainty factor of
100 was used to account for both the
interspecies extrapolation and
intraspecies variability. The LEL of 8.7
mg/kg/day was based on hematopoietic
findings (decreased red blood cells,
hematocrit, hemoglobin levels, and
increased heinz bodies, MCV, MCH,
reticulocytes, and platelets).

3. Carcinogenicity. Tebufenozide has
been classified as a Group E, *‘no
evidence of carcinogenicity for
humans,” chemical by EPA.

IV. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
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 tebufenozide and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for a
time-limited tolerance for residues of
tebufenozide on sugarcane at 0.3 ppm.
EPA’s assessment of the dietary
exposures and risks associated with
establishing the tolerance follows.

B. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.482) for the residues of
tebufenozide, in or on a variety of raw
agricultural commodities. The residue
of concern in sugarcane is the parent
compound, tebufenozide per se, as
specified in 40 CFR 180.482. A
permanent tolerance is established for
the residues of tebufenozide in/on
walnuts at 0.1 ppm and a time-limited
tolerance in/on peppers at 0.5 ppm. A
permanent tolerance at 1.0 ppm has also
previously been established for
imported apples. EPA has recently taken
actions to establish time-limited
tolerances in connection with section 18
uses on domestic apples (and time-

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 tebufenozide are
discussed below.

limited tolerances on associated animal
commodities), on cottonseed at 0.2 ppm,
leafy vegetables (except Brassica) at 5.0
ppm, Brassica (cole) leafy vegetables at
5.0 ppm, sugar beets at 0.3 ppm, and
turnip tops at 5.0 ppm. Risk assessments
were conducted by EPA to assess
dietary exposures and risks from
tebufenozide as follows:

i. Acute exposure and risk. 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 one day or single exposure. Since an
acute dietary endpoint has not been
identified in EPA’s toxicology database,
an assessment of acute dietary risk was
not conducted for this Section 18
request.

ii. Chronic exposure and risk. In
conducting this exposure assessment,
EPA has made very conservative
assumptions -- 100% of sugarcane and
all other commodities having
tebufenozide tolerances will contain
tebufenozide residues and those
residues would be at the level of the
tolerance -- which result in an
overestimate of human dietary
exposure. Thus, in making a safety
determination for this tolerance, EPA is
taking into account this conservative
exposure assessment. The existing
tebufenozide tolerances (published,
pending, and including the necessary
section 18 tolerances) result in a
Theoretical Maximum Residue
Contribution (TMRC) that is equivalent
to the following percentages of the RfD:

Population Subgroup

TMRCj+ooa (Mg/kg/day)

%RfD

U.S. Population - 48 States ..........cceceeeiiirieiiiiieeieee e
Nursing Infants (<1 year old) ............
Non-Nursing Infants (<1 year old) ....
Children (1-6 years old) ...................
Children (7-12 years old) ...
Non-Hispanic Blacks
Non-Hispanic Others
Western Region

31%
41%
80%
59%
42%
34%
41%
34%

The subgroups listed above are: (1)
the U.S. population (48 States); (2) those
for infants and children; and, (3) the
other subgroups for which the
percentage of the RfD occupied is
greater than that occupied by the
subgroup U.S. population (48 States).

For chronic dietary risk to
tebufenozide, the population subgroup
with the largest percentage of the RfD
occupied is non-nursing infants (<1 year
old) at 80% of the RfDs.

2. From drinking water. Submitted
environmental fate studies suggest that
tebufenozide is moderately persistent to
persistent and mobile; thus,
tebufenozide could potentially leach to
ground water and runoff to surface
water under certain environmental
conditions. There is no established
Maximum Contaminant Level (MCL) for
residues of tebufenozide in drinking
water. No drinking water Health
Advisories have been issued for
tebufenozide. There is no entry for

tebufenozide in the “Pesticides in
Groundwater Database” (EPA 734-12—
92-001, September 1992).

Chronic exposure and risk. Because
the Agency lacks sufficient water-
related exposure data to complete a
comprehensive drinking water risk
assessment for many pesticides, EPA
has commenced and nearly completed a
process to identify a reasonable yet
conservative bounding figure for the
potential contribution of water-related
exposure to the aggregate risk posed by
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a pesticide. In developing the bounding
figure, EPA estimated residue levels in
water for a number of specific pesticides
using various data sources. The Agency
then applied the estimated residue
levels, in conjunction with appropriate
toxicological endpoints (RfD’s or acute
dietary NOEL’s) and assumptions about
body weight and consumption, to
calculate, for each pesticide, the
increment of aggregate risk contributed
by consumption of contaminated water.
While EPA has not yet pinpointed the
appropriate bounding figure for
exposure from contaminated water, the
ranges the Agency is continuing to
examine are all below the level that
would cause tebufenozide to exceed the
RfD if the tolerance being considered in
this document were granted. The
Agency has therefore concluded that the
potential exposures associated with
tebufenozide in water, even at the
higher levels the Agency is considering
as a conservative upper bound, would
not prevent the Agency from
determining that there is a reasonable
certainty of no harm if the tolerance is
granted.

3. From non-dietary exposure.
Tebufenozide is not currently registered
for any indoor or outdoor residential
uses; therefore, no non-dietary
residential exposure is anticipated.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) 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.”
The Agency believes that “available
information” in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency'’s scientific
understanding of this question such that
EPA will be able to develop and apply

scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
tebufenozide has a common mechanism
of toxicity with other substances or how
to include this pesticide in a cumulative
risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity,
tebufenozide 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 tebufenozide has a
common mechanism of toxicity with
other substances.

C. Aggregate Risks and Determination of
Safety for U.S. Population

1. Chronic risk. Using the TMRC
exposure assumptions described above,
EPA has concluded that aggregate
exposure to tebufenozide from food will
utilize 31% of the RfD for the U.S.
population. The major identifiable
subgroup with the highest aggregate
exposure is infants or children, which is
discussed below. EPA generally has no
concern for exposures below 100% of
the RfD because the RfD represents the
level at or below which daily aggregate
dietary exposure over a lifetime will not
pose appreciable risks to human health.
Despite the potential for exposure to
tebufenozide in drinking water and from
non-dietary, non-occupational exposure,
EPA does not expect the aggregate
exposure to exceed 100% of the RfD.
Since there are no non-dietary non-
occupational exposure scenarios for
tebufenozide, there are no additional

exposure from those routes. EPA
concludes that there is a reasonable
certainty that no harm will result from
aggregate exposure to tebufenozide
residues.

2. Short- and intermediate-term risk.
Since there were no toxicity endpoints
identified by the TES Committee for
tebufenozide and no indoor/outdoor
residential uses, no short- or
intermediate-term risk assessment was
required.

D. Aggregate Cancer Risk for U.S.
Population

Since tebufenozide has been classified
as a Group E chemical, ‘‘no evidence of
carcinogenicity for humans,” no cancer
risk assessment was required.

E. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children—i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
tebufenozide, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a two-generation
reproduction study in the rat. This is
generally the case -- edit if different
studies. The developmental toxicity
studies are designed to evaluate adverse
effects on the developing organism
resulting from pesticide exposure
during prenatal development to one or
both parents. Reproduction studies
provide information relating to effects
from exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of 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. EPA believes that reliable data
support using the standard MOE and
uncertainty factor (usually 100 for
combined inter- and intra-species
variability)) and not the additional
tenfold MOE/uncertainty factor when
EPA has a complete data base under
existing guidelines and when the
severity of the effect in infants or
children or the potency or unusual toxic
properties of a compound do not raise
concerns regarding the adequacy of the
standard MOE/safety factor.
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ii. Developmental toxicity studies —
a. Rats. In the developmental toxicity
study in rats, the maternal (systemic)
NOEL was 250 mg/kg/day. The LOEL
was 1,000 mg/kg/day, based on
decreased body weight and food
consumption. The developmental (pup)
NOEL was >1,000 mg/kg/day (HDT).

b. Rabbits. In the developmental
toxicity study in rabbits, the maternal
and developmental NOELs were >1,000
mg/kg/day (HDT).

c. Pre-Natal Sensitivity. EPA has
concluded that the developmental
NOELSs of >1,000 mg/kg/day (HDT) from
the developmental toxicity studies in
rats and rabbits demonstrate that there
is no developmental (prenatal) toxicity
present for tebufenozide. Additionally,
these developmental NOELSs are greater
than 500-fold higher than the NOEL of
1.8 mg/kg/day from the 1-year feeding
study in dogs which was the basis of the
RfD.

iii. Reproductive toxicity study —
Rats. In the multigeneration
reproductive toxicity study in rats, the
parental (systemic) NOEL was 0.85 mg/
kg/day. Splenic pigmentation changes
and extramedullary hematopoiesis
occurred at the LOEL of 12.1 mg/kg/day
(male, female; Fo, F1). In addition to
these effects, decreased body weight
gain and food consumption occurred at
171.1 mg/kg/day. The reproductive
(pup) NOEL was 125 mg/kg/day. The
reproductive LOEL of 171.1 mg/kg/day,
based on a slight increase in the number
of pregnant females that either did not
deliver or had difficulty and had to be
sacrificed (F1). Additionally at the
LOEL, in F; dams, the length of
gestation increased and implantation
sites decreased significantly. Finally,
the number of pups per litter decreased
on Lactation Day (LD) 4 to 90% of the
controls for the F; and on LD’s 0 and 4
to 80% for the second generation.

iv. Pre- and post-natal sensitivity. In
the reproductive toxicity study in rats,
the reproductive NOEL (12.1 mg/kg/
day) is 14-fold higher than the parental
NOEL (0.85 mg/kg/day) and indicates
that post-natal toxicity in the
reproductive studies occurs only in the
presence of significant parental toxicity.
These developmental and reproductive
studies indicate that tebufenozide does
not have additional post-natal
sensitivity for infants and children in
comparison to other exposed groups.

2. Chronic risk. Using the
conservative exposure assumptions
described above, HED has concluded
that the percentage of the RfD that will
be utilized by dietary (food only)
exposure to residues of tebufenozide
ranges from 41% for nursing infants (<
1 year old) up to 80% for non-nursing

infants (< 1 year old). EPA generally has
no concern for exposures below 100%
of the RfD because the RfD represents
the level at or below which daily
aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to tebufenozide in drinking
water and from non-dietary, non-
occupational exposure, EPA does not
expect the aggregate exposure to exceed
100% of the RfD. EPA concludes that
there is a reasonable certainty that no
harm will result to infants and children
from aggregate exposure to tebufenozide
residues.

V. Other Considerations

A. Metabolism In Plants and Animals

The metabolism of tebufenozide in/on
plants is adequately understood. The
residue of concern is the parent
compound, tebufenozide per se, as
specified in 40 CFR 180.482.

The metabolism of tebufenozide in
animals is not adequately understood.
However, for the purpose of this section
18 exemption only, EPA considers the
residue of concern to be the parent
compound, tebufenozide per se.

B. Analytical Enforcement Methodology

The HPLC/UV analytical method, TR
34-94-38 is adequate to detect residues
of the parent compound in sugarcane to
support this section 18 request. There is
also an available extraction and GC/MS
confirmatory technique described in the
Rohm and Haas rice metabolism study.

There are no analytical methods
available to the Agency, at this time, to
detect secondary residues in animal
matrices likely as a result of the
proposed use.

C. Magnitude of Residues

Residues of tebufenozide per se are
not expected to exceed the following
levels as a result of this section 18 use:

Commodity Parts per million

sugarcane ................. 0.3

A time-limited tolerance for the
residues of tebufenozide per se should
be established at this level.

The summation of a sugarcane
processing study submitted with this
action indicates that residues of
tebufenozide do not concentrate in
sugarcane refined sugar (0.03x) or
molasses (1.1x). Thus, tolerances for the
residues of tebufenozide per se are not
needed on these commodities. However,
the following levels were used for the
DRES analysis which EPA performed:

Commodity Parts per million
sugar, refined ............ 0.01
sugar cane molasses | 0.35

Based on the summary data provided,
residues of tebufenozide in ruminant
commodities (cattle, sheep, horse, and
goat) will not exceed the levels
established for the use of tebufenozide
on apples.

There are no poultry or swine feed
items associated with these uses;
consequently secondary residues of
tebufenozide are not expected in poultry
or swine commodities.

D. International Residue Limits

There are currently no CODEX,
Canadian, or Mexican listings for
tebufenozide residues, therefore there
are no harmonization issues for this
action.

E. Rotational Crop Restrictions

Sugarcane is not rotated to other
crops, therefore a discussion of
rotational crop restrictions is not
germane to this action.

VI. Conclusion

Therefore, the tolerance is established
for residues of tebufenozide in
sugarcane at 0.3 ppm.

VII. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to “‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by January 26, 1998
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
above (40 CFR 178.20). A copy of the
objections and/or hearing requests filed
with the Hearing Clerk should be
submitted to the OPP docket for this
rulemaking. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
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grounds for the objections (40 CFR
178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as

Confidential Business Information (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.

VIII. Public Record and Electronic
Submissions

EPA has established a record for this
rulemaking under docket control
number [OPP-300567] (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 1132 of the Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, CM #2, 1921 Jefferson Davis
HW?/., Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form

of encryption.
The official record for this

rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

IX. Regulatory Assessment
Requirements

This final rule establishes a tolerance
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). 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 Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408 (d), 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.
Nevertheless, the Agency has previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance acations published on May 4,
1981 (46 FR 24950), and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

X. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A), as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, the
Agency has submitted 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 General
Accounting Office prior to publication
of this rule in today’s Federal Register.
This 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: November 10, 1997.

James Jones,

Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR Chapter | is
amended as follows:

PART 180 — [AMENDED]

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

Authority : 21 U.S.C. 346a and 371.

2. In §180.482(b), by adding
alphabetically the following entry to the
table:

§ 180.482 Tebufenozide; tolerances for
residues.
* * * * *

(b)* * *

Commodity

Parts per million

Expiration/Revocation Date

Sugarcane

* * * * *

0.03
*

* *

December 31, 1998
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[FR Doc. 97-31100 Filed 11-25-97; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300568; FRL-5750-9]
RIN 2070-AB78

Hexythiazox; Pesticide Tolerances for
Emergency Exemptions

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

SUMMARY: This regulation establishes a
time-limited tolerance for combined
residues of hexythiazox (trans-5-(4-
chlorophenyl) -N-cyclohexyl-4-methyl-
2- oxothiazolidine-3-carboxamide) and
its metabolites containing the (4-
chlorophenyl)-4-methyl in or on cotton,
undelinted seed, and cotton gin
byproducts. This action is in response to
EPA’s granting of an emergency
exemption under section 18 of the
Federal Insecticide, Fungicide, and
Rodenticide Act authorizing use of the
pesticide on cotton in California. This
regulation establishes a maximum
permissible level for residues of
hexythiazox in this food commodity
pursuant to section 408(1)(6) of the
Federal Food, Drug, and Cosmetic Act,
as amended by the Food Quality
Protection Act of 1996. The tolerance
will expire and be revoked on October
1, 1998.

DATES: This regulation is effective
November 26, 1997. Objections and
requests for hearings must be received
by EPA on or before January 26, 1998.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300568],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests

filed with the Hearing Clerk identified
by the docket control number, [OPP—
300568], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 1132, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 file
format or ASCII file format. All copies
of objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300568]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: David Deegan, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Crystal
Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 3089358, e-mail:
deegan.dave@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: EPA, on
its own initiative, pursuant to section
408(e) and (I)(6) of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a(e) and (1)(6), is establishing
a tolerance for combined residues of the
insecticide hexythiazox (trans-5- (4-
chlorophenyl) -N-cyclohexyl-4-methyl-
2- oxothiazolidine-3-carboxamide) and
its metabolites containing the (4-
chlorophenyl)-4-methyl, in or on cotton,
undelinted seed at 0.1 part per million;
and on cotton gin byproducts at 2.0 part
per million (ppm). This tolerance will
expire and be revoked on October 1,
1998. EPA will publish a document in
the Federal Register to remove the
revoked tolerance from the Code of
Federal Regulations.

I. Background and Statutory Authority

The Food Quality Protection Act of
1996 (FQPA) (Pub. L. 104-170) was
signed into law August 3, 1996. FQPA
amends both the Federal Food, Drug,
and Cosmetic Act (FFDCA), 21 U.S.C.
301 et seq., and the Federal Insecticide,
Fungicide, and Rodenticide Act
(FIFRA), 7 U.S.C. 136 et seq. The FQPA
amendments went into effect
immediately. Among other things,
FQPA amends FFDCA to bring all EPA
pesticide tolerance-setting activities
under a new section 408 with a new
safety standard and new procedures.
These activities are described below and
discussed in greater detail in the final
rule establishing the time-limited
tolerance associated with the emergency
exemption for use of propiconazole on
sorghum (61 FR 58135, November 13,
1996)(FRL-5572-9).

New section 408(b)(2)(A)(i) of the
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) 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) 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. . ..”

Section 18 of FIFRA authorizes EPA
to exempt any Federal or State agency
from any provision of FIFRA, if EPA
determines that “‘emergency conditions
exist which require such exemption.”
This provision was not amended by
FQPA. EPA has established regulations
governing such emergency exemptions
in 40 CFR part 166.

Section 408(1)(6) of the FFDCA
requires EPA to establish a time-limited
tolerance or exemption from the
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requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment.

Because decisions on section 18-
related tolerances must proceed before
EPA reaches closure on several policy
issues relating to interpretation and
implementation of the FQPA, EPA does
not intend for its actions on such
tolerances to set binding precedents for
the application of section 408 and the
new safety standard to other tolerances
and exemptions.

1. Emergency Exemption for
hexythiazox on Cotton and FFDCA
Tolerances

The state of California submitted a
request to EPA on April 1, 1997 for a
specific exemption from the
requirements of FIFRA, allowed under
provisions of section 18 of FIFRA, for
the emergency use of hexythiazox on
cotton to control various spider mites
(strawberry spider mite Tetranychus
turkestani, twospotted spider mite T.
urticae, Pacific spider mite T. pacificus,
carmine spider mite T. cinabarinus).
The state contended that an emergency
condition was likely to develop during
the 1997 growing season, due to
conditions which have developed over
the past several years favoring spider
mite infestations on cotton. The state’s
request detailed the lack of effective
non-chemical control measures for this
pest. Additionally, three of the four mite
species have been shown to have
developed resistance to alternative
registered chemicals. Spider mites
attack plants primarily as foliage
feeders. This action reduces plant vigor
and growth, which can lead to reduced
yields and/or nonproductive crops.
During the last several years, wetter
than normal conditions have resulted in
more vegetation outside the irrigated
cotton fields. This habitat has supported
larger numbers of plant bugs, including
mites, which have inflicted increased
losses on cotton fields. On May 29, 1997
EPA allowed the state to invoke it’s
crisis authority under FIFRA section 18
for the use of hexythiazox on cotton for
control of spider mites in California.
After having reviewed the submission,
EPA concurs that emergency conditions
exist for this state.

As part of its assessment of this
emergency exemption, EPA assessed the
potential risks presented by residues of
hexythiazox in or on cotton. In doing so,
EPA considered the new safety standard
in FFDCA section 408(b)(2), and EPA

decided that the necessary tolerance
under FFDCA section 408(1)(6) would be
consistent with the new safety standard
and with FIFRA section 18. Consistent
with the need to move quickly on the
emergency exemption in order to
address an urgent non-routine situation
and to ensure that the resulting food is
safe and lawful, EPA is issuing this
tolerance without notice and
opportunity for public comment under
section 408(e), as provided in section
408(1)(6). Although this tolerance will
expire and be revoked on October 1,
1998, under FFDCA section 408(1)(5),
residues of the pesticide not in excess
of the amounts specified in the
tolerance remaining in or on cotton,
undelinted seed, and cotton gin
byproducts after that date will not be
unlawful, provided the pesticide was
applied in a manner that was lawful
under FIFRA while these tolerances
were in effect. EPA will take action to
revoke this tolerance earlier if any
experience with, scientific data on, or
other relevant information on this
pesticide indicate that the residues are
not safe.

Because this tolerance is being
approved under emergency conditions
EPA has not made any decisions about
whether hexythiazox meets EPA’s
registration requirements for use on
cotton or whether a permanent tolerance
for this use would be appropriate.
Under these circumstances, EPA does
not believe that this tolerance serves as
a basis for registration of hexythiazox by
a State for special local needs under
FIFRA section 24(c). Nor does this
tolerance serve as the basis for any State
other than California to use this
pesticide on this crop under section 18
of FIFRA without following all
provisions of section 18 as identified in
40 CFR part 166. For additional
information regarding the emergency
exemption for hexythiazox, contact the
Agency’s Registration Division at the
address provided above.

I11. Risk Assessment and Statutory
Findings

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures

that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a ““safety factor”) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100 percent
or less of the RfD) is generally
considered acceptable by EPA. EPA
generally uses the RfD to evaluate the
chronic risks posed by pesticide
exposure. For shorter term risks, EPA
calculates a margin of exposure (MOE)
by dividing the estimated human
exposure into the NOEL from the
appropriate animal study. Commonly,
EPA finds MOEs lower than 100 to be
unacceptable. This 100-fold MOE is
based on the same rationale as the 100-
fold uncertainty factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
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carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“‘acute,” “‘short-term,” “‘intermediate
term,” and “‘chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all 3 sources
are not typically added because of the
very low probability of this occurring in
most cases, and because the other
conservative assumptions built into the
assessment assure adequate protection
of public health. However, for cases in
which high-end exposure can
reasonably be expected from multiple
sources (e.g. frequent and widespread
homeowner use in a specific
geographical area), multiple high-end
risks will be aggregated and presented
as part of the comprehensive risk
assessment/characterization. Since the
toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at

lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children.The TMRC is a “worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

Percent of crop treated estimates are
derived from federal and private market
survey data. Typically, a range of
estimates are supplied and the upper
end of this range is assumed for the
exposure assessment. By using this
upper end estimate of percent of crop

treated, the Agency is reasonably certain
that exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups, to pesticide
residues. For this pesticide, the most
highly exposed population subgroup
nursing and non-nursing infants, <1
year old was not regionally based.

IV. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
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 hexythiazox and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for a
time-limited tolerance for combined
residues of hexythiazox (trans-5-(4-
chlorophenyl) -N-cyclohexyl -4-methyl-
2- oxothiazolidine-3-carboxamide) and
its metabolites containing the (4-
chlorophenyl)-4-methyl on cotton,
undelinted seed at 0.1 ppm, and cotton
gin byproducts at 2.0 ppm. EPA’s
assessment of the dietary 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 hexythiazox are
discussed below.

1. Acute toxicity. An acute dietary risk
assessment is not required, since EPA
did not identify an acute toxicological
endpoint.

2. Short - and intermediate - term
toxicity. For short and intermediate-
term Margin of Exposure (MOE)
calculations, EPA recommended use of
the maternal NOEL of 240 mg/kg/day
from the developmental toxicity study
in rats. At the LEL of 740 mg/kg/day,
there was decreased food consumption,
decreased body weight and increased
ovarian weights.

3. Chronic toxicity. EPA has
established the RfD for hexythiazox at
0.025 milligrams/kilogram/day (mg/kg/
day). This RfD is based on a one year
feeding study in dogs with a NOEL of
2.5 mg/kg/day and an uncertainty factor
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of 100. The LOEL of 12.5 mg/kg/day was
based on hypertrophy of the adrenal
cortex (both sexes).

4. Carcinogenicity. Hexythiazox has
been classified as a Group C chemical
(possible human carcinogen) by the
Cancer Peer Review Committee (CPRC),
based on an increased incidence of
female mouse liver tumors. The
Committee recommended using the Q.*
approach. The Q1* is 0.039 mg/kg/day-1.

B. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.448) for the combined residues
of hexythiazox (trans-5-(4-chlorophenyl)
-N-cyclohexyl-4-methyl-2-
oxothiazolidine-3-carboxamide) and its
metabolites containing the (4-
chlorophenyl)-4-methyl, in or on a
variety of raw agricultural commodities.
Risk assessments were conducted by
EPA to assess dietary exposures and
risks from hexythiazox as follows:

i. Acute exposure and risk. 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 one day or single exposure. The acute
dietary (food only) risk assessment is
not required for this pesticide use, as
the EPA did not identify an acute
dietary risk endpoint.

ii. Chronic exposure and risk. In
conducting this chronic dietary risk
assessment, EPA has made conservative
assumptions -- 100% of cotton seed
commodities (oil and meal) and apple
commodities will contain residues of
hexythiazox and its metabolites and
those residues will be at the level of the
tolerance. Percent crop treated data
were utilized for pear commodities.
These conservative assumptions result
in an overestimate of human dietary
exposure. Thus, in making a safety
determination for this tolerance, EPA is
taking into account this conservative
exposure assessment.

The published tolerances for the
regulated residue of hexythiazox, plus
this proposed Section 18 use result in a
Anticipated Residue Contribution (ARC)
that is equivalent to the following
percentages of the RfD:

U.S. Population <1%

Nursing Infants <1%

Non-Nursing Infants (<1 year old)
<1%

Children (1-6 years old) <1%

Children (7-12 years old) <1%

The subgroups listed above are: (1)
the U.S. population (48 states); and (2)
those for infants and children.

2. From drinking water. Based on
information currently available to EPA,
hexythiazox is considered persistent in

soil. EPA’s current data also indicates
that hexythiazox and soil metabolites
are not likely to leach to groundwater.
There are no established Maximum
Contaminant Levels for residues of
hexythiazox in drinking water. No
health advisory levels for hexythiazox
in drinking water have been established.

Chronic exposure and risk. Because
the Agency lacks sufficient water-
related exposure data to complete a
comprehensive drinking water risk
assessment for many pesticides, EPA
has commenced and nearly completed a
process to identify a reasonable yet
conservative bounding figure for the
potential contribution of water-related
exposure to the aggregate risk posed by
a pesticide. In developing the bounding
figure, EPA estimated residue levels in
water for a number of specific pesticides
using various data sources. The Agency
then applied the estimated residue
levels, in conjunction with appropriate
toxicological endpoints (RfD’s or acute
dietary NOEL’s) and assumptions about
body weight and consumption, to
calculate, for each pesticide, the
increment of aggregate risk contributed
by consumption of contaminated water.
While EPA has not yet pinpointed the
appropriate bounding figure for
exposure from contaminated water, the
ranges the Agency is continuing to
examine are all below the level that
would cause hexythiazox to exceed the
RfD if the tolerance being considered in
this document were granted. The
Agency has therefore concluded that the
potential exposures associated with
hexythiazox in water, even at the higher
levels the Agency is considering as a
conservative upper bound, would not
prevent the Agency from determining
that there is a reasonable certainty of no
harm if the tolerance is granted.

3. From non-dietary exposure.
Hexythiazox is not currently registered
for use on any residential non-food
sites. The Agency does not expect there
to be any meaningful non-dietary
residential exposure to hexythiazox.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) 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.”
The Agency believes that “available
information” in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk

assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
hexythiazox has a common mechanism
of toxicity with other substances or how
to include this pesticide in a cumulative
risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity,
hexythiazox does not appear to produce
a toxic metabolite produced by other
substances. According to information
evaluated related to this action,
hexythiazox is a member of the
thiazolidinone class of pesticides and
there are no other members of this class.
For the purposes of this tolerance
action, therefore, EPA has not assumed
that hexythiazox has a common
mechanism of toxicity with other
substances.
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C. Aggregate Risks and Determination of
Safety for U.S. Population

1. Chronic risk. Using the
conservative exposure assumptions
described above, and taking into
account the completeness and reliability
of the toxicity data, EPA has concluded
that dietary exposure (food only) to
hexythiazox will utilize <1% of the RfD
for the U.S. population. The major
identifiable subgroup with the highest
aggregate exposure is non-nursing
infants. EPA generally has no concern
for exposures below 100% of the RfD
because the RfD represents the level at
or below which daily aggregate dietary
exposure over a lifetime will not pose
appreciable risks to human health.
Despite the potential for exposure to
hexythiazox in drinking water, EPA
does not expect the aggregate exposure
to exceed 100% of the RfD. EPA
concludes that there is a reasonable
certainty that no harm will result from
aggregate exposure to hexythiazox
residues.

2. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. EPA believes that uses of
hexythiazox may constitute a short-
and/or intermediate-term exposure
scenario. However, the Agency is not, at
this time, able to complete a
comprehensive residential risk
assessment for many pesticides,
including hexythiazox. Because there
are no residential non-food uses
registered for hexythiazox, and because
there are no other chemicals that share
its class, and based on the lack of an
identified acute toxicological endpoint
for hexythiazox, and the low percentage
(<1%) of the RfD occupied by food and
water, in the best scientific judgment of
EPA, short- and intermediate-term
aggregate risk will not exceed the
Agency’s level of concern.

D. Aggregate Cancer Risk for U.S.
Population

Based on published tolerances (none
are currently pending) and this
proposed section 18 use, an upper
bound lifetime dietary (food only)
cancer risk estimate of 5.9x 10-7 was
calculated for the hexythiazox regulated
residue. The calculation used the
conservative exposure assumptions
described above for generating ARC’s
and amortized the cancer risk over a 70-
year lifetime (i.e., 5/70, for this first year
section 18 use). This section 18 use
contributes 8.0 x 10-8 to the upper
bound lifetime dietary (food only)

cancer risk and 5.7 x 10-9 if the cancer
risk is amortized over a 70-year lifetime.

The cancer risk estimate for the
existing hexythiazox uses plus the
amortized risk estimate for cottonseed
commodities does not exceed EPA’s
level of concern. EPA believes the
registered uses do not constitute a
chronic exposure scenario. Thus, no
non-dietary, non-occupational chronic
exposure to hexythiazox is expected, or
is a factor in aggregate cancer risk.

E. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children. —i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
hexythiazox, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a two-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
pesticide exposure during prenatal
development to one or both parents.
Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of 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. EPA believes that reliable data
support using the standard MOE and
uncertainty factor (usually 100 for
combined inter- and intra-species
variability)) and not the additional
tenfold MOE/uncertainty factor when
EPA has a complete data base under
existing guidelines and when the
severity of the effect in infants or
children or the potency or unusual toxic
properties of a compound do not raise
concerns regarding the adequacy of the
standard MOE/safety factor.

ii. Developmental toxicity studies— a.
Rats. In the rat developmental study, the
maternal (systemic) NOEL was 240 mg/
kg/day. The maternal LOEL of 720 mg/
kg/day was based on decreased food
consumption and decreased body
weight. The developmental (fetal) NOEL
was 240 mg/kg/day. The developmental

LOEL was based on slight delayed
ossification.

b. Rabbits. In the rabbit
developmental toxicity study, the
maternal (systemic) NOEL was 1,080
mg/kg/day at the highest dose tested
(HDT). The developmental (fetal) NOEL
was 1,080 mg/kg/day at the highest dose
tested.

iii. Reproductive toxicity study. Rats.
In the 2-generation reproductive toxicity
study in rats, the parental (systemic)
NOEL was 20 mg/kg/day. The LOEL of
120 mg/kg/day was based on decreased
body weight and decreased food
consumption. The developmental NOEL
was 20 mg/kg/day. The developmental
LOEL of 120 mg/kg/day was based on
decreased body weight and delayed
maturation. The reproductive NOEL was
120 mg/kg/day at the highest dose
tested.

iv. Pre- and post-natal sensitivity. The
pre- and post-natal toxicology data base
for hexythiazox is complete with respect
to current toxicological data
requirements. There are no pre- or post-
natal toxicity concerns for infants and
children, based on the results of the rat
and rabbit developmental toxicity
studies and the 2-generation rat
reproductive toxicity study. In the
developmental study in rats, the
developmental NOEL and LOEL is the
same as the maternal NOEL and LOEL
demonstrating that no extra-sensitivity
for infants and children is present. In
rabbits, there are no maternal or
developmental effects up to the limit
dose of 1,080 mg/kg/day HDT. In the 2-
generation reproductive toxicity study
in rats, there are no pup effects at doses
below maternal effects and the common
effects in both pups and parental
animals decreased body weight also
demonstrates that there is no extra-
sensitivity for infants and children.

v. Conclusion. Based on the above,
EPA concludes that reliable data
support use of the standard 100-fold
uncertainty factor and that an the
additional safety factor is not needed to
protect the safety of infants and
children.

2. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to hexythiazox
from food will utilize is less than 1% of
the RfD for infants and children. EPA
generally has no concern for exposures
below 100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to hexythiazox in drinking
water and from non-dietary, non-
occupational exposure, EPA does not
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expect the aggregate exposure to exceed
100% of the RfD. Therefore, taking into
account the completeness and reliability
of the toxicity data, the conservative
exposure assessment and the fact that
residential uses do not fall under a
chronic exposure scenario, EPA
concludes that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to hexythiazox residues.

V. Other Considerations
A. Metabolism In Plants and Animals

1. For the purpose of this section 18
request, the nature of the residue in
plants is adequately understood. The
residue of concern is hexythiazox and
its metabolites containing the (4-
chlorophenyl)-4-methyl-2-oxo-3-
thiazolidine moiety (as specified in 40
CFR 180.448).

2. Although no livestock commodity
tolerances are established, the nature of
the residue in animals is considered to
be understood. The residue of concern
is hexythiazox and its metabolites
containing the (4-chlorophenyl)-4-
methyl-2-oxo0-3-thiazolidine moiety.

B. Analytical Enforcement Methodology

Adequate methods to enforce the
tolerance expression have been
submitted for publication in PAM II.
The approved method is designated as
AMR 985-87 which has been used in a
variety of commodities. This method is
available in PP 5F3254, and by request
from U.S. EPA, IRSD/PIRIB (7502C), 401
M St., SW., Washington DC 20460.

C. Magnitude of Residues

1. Residues of hexythiazox and its
metabolites containing the (4-
chlorophenyl)-4-methyl-2-oxo-3-
thiazolidine moiety (expressed as parent
compound) are not expected to exceed
0.10 ppm in/on cotton, undelinted seed.
A time-limited tolerance is being
established at this level.

2. It is unknown if residues will
concentrate in processed products of
cotton seed. Therefore, the tolerance
level for the RAC has been adjusted to
account for any possible concentration
of the residue. Additional tolerances on
processed products of cotton are not
required for this section 18 request.

3. Residue data are not available for
cotton gin byproducts. For the purpose
of this section 18 request, EPA has
estimated residue levels in cotton gin
byproducts. A search by EPA of the data
currently available indicates two
chemicals for which tolerances are
established on both cotton gin
byproducts and cotton seed. One use is
for an at-planting use of an insecticide.

The other cotton seed/cotton gin
byproducts tolerance pair, 6 ppm and
100 ppm respectively, was established
for a preharvest desiccant use of a
herbicide. Since this preharvest
desiccant use would be considered a
worst case scenario, the hexythiazox
residues on cotton gin byproducts will
be estimated based on the concentration
factor from that use, 16.6 x (100/6).
Thus, EPA estimates that the residue
level of hexythiazox on cotton gin
byproducts will be 2 ppm. A time-
limited tolerance is being established at
2 ppm for hexythiazox residues in/on
cotton gin byproducts. EPA notes that
residue data for hexythiazox in/on
cotton gin byproducts will be required
for a section 3 registration decision to be
made.

4. Tolerances for secondary residues
of hexythiazox in livestock commodities
are not established. Livestock feedstuffs
for cattle (dairy and beef), poultry
(discussed below)and swine are derived
from cotton (meal,seed, and hulls). The
maximum dietary burden from
established tolerances on apples and
this time-limited tolerance are 0.53 ppm
for beef cattle, and 0.51 ppm for dairy
cattle. EPA has previously reviewed a
hexythiazox feeding study in dairy
cows, in which the only measurable
residues were in kidney and liver. For
the purpose of this time-limited
tolerance, EPA has translated these data
to swine commodities. Based upon
available data, EPA would not expect
detectable residues of hexythiazox and
its metabolites in commodities derived
from cattle (beef and dairy), and swine.

5. Poultry feedstuffs are derived from
cotton (cotton seed meal). Data
concerning the potential for secondary
residues in poultry are available. The
maximum dietary burden from poultry,
resulting from use associated with this
time-limited tolerance is 0.02 ppm.
Hexythiazox tolerances are not
established on other poultry feed items.
Based upon the total radioactive residue
levels from the poultry metabolism
study, tolerances for secondary residues
of hexythiazox in poultry commodities
are not required for this section 18
request.

D. International Residue Limits

There are no Codex, Canadian or
Mexican maximum residue limits
established for hexythiazox and its
metabolites on cotton seed. Thus,
harmonization is not an issue for this
time-limited tolerance.

E. Rotational Crop Restrictions

As hexythiazox is not registered for
use on crops that are typically rotated,
rotational crop data are not available

and rotation crop restrictions are not
present on the hexythiazox label.
Therefore, EPA cannot determine the
potential for uptake of residues into
crops that may be rotated into
hexythiazox treated fields. In the
absence of data, the following rotational
crop restriction has been added to the
section 18 product label: “In order to
avoid illegal residues, do not rotate
treated fields to crops, other than cotton,
for one year following application of
hexythiazox. After one year following
application of Hexythiazox, any crops
may be rotated into treated fields.”

V1. Conclusion

Therefore, the tolerance is established
for combined residues of hexythiazox
(trans-5-(4-chlorophenyl) -N-cyclohexyl-
4-methyl-2- oxothiazolidine-3-
carboxamide) and its metabolites
containing the (4-chlorophenyl)-4-
methyl in cotton, undelinted seed at 0.1
ppm, and on cotton gin byproducts at
2.0 ppm.

VII. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to ‘“‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by January 26, 1998
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
above (40 CFR 178.20). A copy of the
objections and/or hearing requests filed
with the Hearing Clerk should be
submitted to the OPP docket for this
rulemaking. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
grounds for the objections (40 CFR
178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
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request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as

Confidential Business Information (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.

VIII. Public Record and Electronic
Submissions

The official record for this
rulemaking, as well as the public
version, has been established for this
rulemaking under docket control
number [OPP-300568] (including
comments and data submitted
electronically as described below). A
public version of this record, including
printed, paper versions of electronic
comments, which does not include any
information claimed as CBI, is available
for inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The official rulemaking record
is located at the Virginia address in
“ADDRESSES” at the beginning of this
document.

Electronic comments can be sent
directly to EPA at:

opp-docket@epamail.epa.gov

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Comment and data will
also be accepted on disks in
Wordperfect 5.1/6.1 or ASCII file
format. All comments and data in
electronic form must be identified by

the docket control number [OPP—
300568]. Electronic comments on this
rule may be filed online at many Federal
Depository Libraries.

IX. Regulatory Assessment
Requirements

This final rule establishes a tolerance
under FFDCA section 408(d). 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).
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 Il of the Unfunded
Mandates Reform Act of 1995 (UMRA)
(Pub. L. 104-4). Nor does it require any
prior consultation as specified by
Executive Order 12875, entitled
Enhancing the Intergovernmental
Partnership (58 FR 58093, October 28,
1993), or special considerations as
required by Executive Order 12898,
entitled Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since this tolerance does
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. Nevertheless, the
Agency has previously assessed whether
establishing tolerances, exemptions
from tolerances, raising tolerance levels
or expanding exemptions might
adversely impact small entities and
concluded, as a generic matter, that
there is no adverse economic impact.
The factual basis for the Agency’s
generic certification for tolerance
actions published on May 4, 1981 (46
FR 24950), and was provided to the
Chief Counsel for Advocacy of the Small
Business Administration.

X. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A), as added
by the Small Business Regulatory

Enforcement Fairness Act of 1996, the
Agency has submitted 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 General
Accounting Office prior to publication
of this rule in today’s Federal Register.
This 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: October 29, 1997.

Peter Caulkins,

Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR Chapter | is
amended as follows:

PART 180 — [AMENDED]

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

Authority: 21 U.S.C. 346a and 371.

2. Section 180.448 is amended as
follows:

i. By designating the existing text as
paragraph (a) and adding a heading.

ii. Adding paragraph (b) with a
heading.

iii. Paragraphs (c) and (d) are added
and reserved with headings.

§180.448 Hexythiazox; tolerances for
residues.

(a) General. * * *

(b) Section 18 emergency exemptions.
Time-limited tolerances are established
for the combined residues of the
insecticide hexythiazox and its
metabolites containing the (4-
chlorophenyl)-4-methyl in connection
with use of the pesticide under section
18 emergency exemptions granted by
EPA. These tolerances will expire and
are revoked on the dates specified in the
following table.

Commodity

Parts per million

Expiration/Revocation Date

cotton seed, undelinted
cotton gin byproducts

0.1
2.0

10/1/98
10/1/98
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(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

[FR Doc. 97-31104 Filed 11-25-97; 8:45 am)]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 180 and 185
[OPP-300584; FRL-5756—2]
RIN 2070-AB78

Deltamethrin and Tralomethrin;
Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of deltamethrin
and tralomethrin in or on: deltamethrin-
-cottonseed at 0.04 parts per million
(ppm) and cottonseed oil at 0.2 ppm;
and tralomethrin--broccoli at 0.50 ppm,
cottonseed at 0.02 ppm, lettuce, head at
1.00 ppm, lettuce, leaf at 3.00 ppm,
soybeans at 0.05 ppm, sunflower seed at
0.05 ppm and cottonseed oil at 0.20
ppm. It also removes time limitations
for tolerances for residues of
deltamethrin and tralomethrin on the
same commodities that expire on
November 15, 1997. AgrEvo USA
Company requested this tolerance under
the Federal Food, Drug and Cosmetic
Act (FFDCA), as amended by the Food
Quality Protection Act of 1966 (Pub. L.
104-170). These tolerances were
established under petition numbers PP
2F4055, PP 6F3436, PP 4F2993, and PP
6F3309.

DATES: This regulation is effective
November 26, 1997. Objections and
requests for hearings must be received
by EPA on or before January 26, 1998.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, OPP-300584,
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, OPP—
300584, must also be submitted to:
Public Information and Records

Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 1132, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 file
format or ASCII file format. All copies
of objections and hearing requests in
electronic form must be identified by
the docket control number OPP-300584.
No Confidential Business Information
(CBI) should be submitted through e-
mail. Electronic copies of objections and
hearing requests on this rule may be
filed online at many Federal Depository
Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: John Hebert, Registration Division
7505C, Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number, and
e-mail address: Crystal Mall #2, 1921
Jefferson Davis Hwy., Arlington, VA,
(703) 308-3068, e-mail:
hebert.john@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: On August
16, 1995 and September 15, 1985, EPA
established time limited tolerances
under section 408 of the Federal Food
Drug and Cosmetic Act (FFDCA), 21
U.S.C. 346 a(d) and 348 for residues of
deltamethrin (60 FR 42455) (FRL—4966—
3) and tralomethrin (50 FR 37851)
respectively, on cottonseed. These
tolerances expire on November 15,
1997. AgrEvo USA Company, on
September 15, 1997, requested that the
time limitation for tolerances
established for residues of the
insecticides deltamethrin on cottonseed
at 0.04 ppm and cottonseed oil at 0.2
ppm; and tralomethrin on broccoli at
0.50 ppm, cottonseed at 0.02 ppm,
lettuce, head at 1.00 ppm, lettuce, leaf
at 3.00 ppm, soybeans at 0.05 ppm,
sunflower seed at 0.05 ppm and
cottonseed oil at 0.20 ppm, be removed
based on ecological and environmental
effects data that they had submitted as
a condition of the registration and time-
limited tolerances. AgrEvo USA
Company also submitted a summary of
its petition as required under the
FFDCA as amended by the Food Quality

Protection Act (FQPA) of 1996 (Pub. L.
104-170). In the Federal Register of
September 25, 1997 (62 FR 50337)
(FRL-5848-2), EPA, issued a notice
pursuant to section 408 of the Federal
Food, Drug, and Cosmetic Act (FFDCA),
21 U.S.C. 346a(e) announcing the filing
of a pesticide petition (PP) for a
tolerance by AgrEvo USA Company.
This notice included a summary of the
petition prepared by AgrEvo USA
Company (acting as registered US agent
for Hoechst Schering AgrEvo, S. A.,
Little Falls Centre, 2711 Centerville
Road, Wilmington, DE 19808, the
registrant. There were no comments
received in response to the notice of
filing.

The basis for time limited tolerances
that expire November 15, 1997, was
given in the October 20, 1993 Federal
Register (58 FR 54094). These time-
limited tolerances were predicated on
the expiration of pesticide product
registrations that were made conditional
due to lack of certain ecological and
environmental effects data. The
rationale for using time-limited
tolerances was to encourage pesticide
manufacturers to comply with the
conditions of registration in a timely
manner. There is no regulatory
requirement to make tolerances time-
limited due to the conditional status of
a product registration under the Federal
Insecticide, Fungicide, Rodenticide Act
(FIFRA) as amended. It is current EPA
policy to no longer establish time
limitations on tolerance(s) with
expiration dates if none of the
conditions of registration have any
bearing on human dietary risk. The
current petition action meets that
condition and thus the expiration dates
associated with specific crop tolerances
are being deleted.

Deltamethrin and tralomethrin are
being combined for analysis under
FQPA because tralomethrin is rapidly
metabolized by animals to deltamethrin
as a result of debromination. Results of
the rat metabolism study supports this
action.

l. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(i) of the
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) 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
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exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to ““ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects
(the *“no observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a ““safety factor”) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100 percent
or less of the RfD) is generally
considered acceptable by EPA. EPA
generally uses the RfD to evaluate the
chronic risks posed by pesticide

exposure. For shorter term risks, EPA
calculates a margin of exposure (MOE)
by dividing the estimated human
exposure into the NOEL from the
appropriate animal study. Commonly,
EPA finds MOEs lower than 100 to be
unacceptable. This 100-fold MOE is
based on the same rationale as the 100-
fold uncertainty factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“acute,” “short-term,” “intermediate
term,” and ‘““chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end

residential exposure, are aggregated.
High-end exposures from all three
sources are not typically added because
of the very low probability of this
occurring in most cases, and because the
other conservative assumptions built
into the assessment assure adequate
protection of public health. However,
for cases in which high-end exposure
can reasonably be expected from
multiple sources (e.g. frequent and
widespread homeowner use in a
specific geographical area), multiple
high-end risks will be aggregated and
presented as part of the comprehensive
risk assessment/characterization. Since
the toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
ground water or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
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children. The TMRC is a *‘worst-case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

Percent of crop treated estimates are
derived from federal and private market
survey data. Typically, a range of
estimates are supplied and the upper
end of this range is assumed for the
exposure assessment. By using this
upper end estimate of percent of crop
treated, the Agency is reasonably certain
that exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups, to pesticide
residues. For this pesticide, the most
highly exposed population subgroup
(non-nursing infants <1 year old) was
not regionally based.

I1. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
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 deltamethrin and
tralomethrin and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), to
remove the time limitation for a
tolerances for residues of deltamethrin-
-cottonseed at 0.04 ppm and cottonseed
oil at 0.2 ppm; and tralomethrin--
broccoli at 0.50 ppm, cottonseed at 0.02
ppm, lettuce, head at 1.00 ppm, lettuce,
leaf at 3.00 ppm, soybeans at 0.05 ppm,
sunflower seed at 0.05 ppm and
cottonseed oil at 0.20 ppm. EPA’s
assessment of the dietary 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 deltamethrin and
tralomethrin are discussed below.

Deltamethrin

1. A battery of acute toxicity studies
places technical deltamethrin in
Toxicity Category Il for acute dermal
(LDso > 2,000 milligrams/kilograms (mg/
kg)), acute inhalation (LCso = 2.2 mg/l)
and primary eye irritation; Category IV
for acute oral (LDso > 5,000 mg/kg) and
primary dermal (non-irritating).
Deltamethrin is a non-sensitizer. The
NOEL for acute delayed neurotoxicity is
greater than 5,000 mg/kg.

2. In a subchronic oral toxicity study
deltamethrin was administered to 20
Sprague-Dawley rats/sex/dose in
polyethylene glycol 200 by gavage at
dose levels of 0, 0.1, 1.0, 2.5, or 10.0
milligrams/kilograms/day (mg/kg/day)
for 13 weeks. The lowest observed effect
level (LOEL) for males is 2.5 mg/kg/day,
based on depressed body weights and
body weight gains. The LOEL for
females is 10 mg/kg/day, based on some
hypersensitivity observed during
neurotoxicity testing. The NOEL for
males and females is 1.0 and 2.5 mg/kg/
day, respectively. This subchronic oral
toxicity study in rats is classified as core
minimum.

3. In a subchronic oral toxicity study
deltamethrin was administered to 3-5
beagle dogs/sex/dose in polyethylene
glycol in gelatine capsules at dose levels
of 0, 0.1, 1.0, 2.5, or 10 mg/kg/day for
13 weeks. The LOEL is 2.5 mg/kg/day,
based on gastro-intestinal disturbance
and stimulation of the nervous system
as noted in the clinical signs of toxicity
for both sexes. The NOEL is 1.0 mg/kg/
day. This subchronic oral toxicity study
in dogs is classified as core minimum.
A NOEL of 1.0 mg/kg/day is supported.
At higher levels stimulation of the
nervous system is noted (the LOEL is set
at 2.5 mg/kg/day, but effects were more
definite at 10 mg/kg/day).

4. In a 21-day subchronic dermal
toxicity study five Sprague-Dawley rats/
sex/dose were dermally exposed to 6
ml/kg of deltamethrin for 6 hours/day at
dose levels of 0, 100, 300, or 1,000 mg/
kg/day (limit test). The LOEL for males
is 300 mg/kg/day, based on slightly
decreased body weight gain supported
by marginally decreased food
consumption. The NOEL for males is
100 mg/kg/day. The LOEL for females
was not observed. The NOEL for females
is >1,000 mg/kg/day (limit dose).

5. In a 3-week inhalation toxicity
study deltamethrin was administered to

eight CD rats/sex/dose at concentrations
of 0.003, 0.0096, or 0.0563 mg/I for 6
hours/day for 5 days/week (14
exposures total). The LOEL is 0.0096
mg/l, based on signs of irritation (nerve
stimulation) and reduced body weight
gains in males and elevated Na+ levels
in both males and females. The NOEL
is 0.003 mg/I.

6. In a chronic toxicity study
deltamethrin was administered to eight
beagle dogs/sex/dose in the diet at dose
levels of 0, 0.026, 0.261, or 1.134 mg/kg/
day for males and 0, 0.024, 0.271, or
1.061 mg/kg/day for females for 24
months. The NOEL is 240 ppm
(equivalent to 1.134 mg/kg/day for
males and 1.061 mg/kg/day for females).
A LOEL was not observed. Sufficient
data to support a NOEL of >40 ppm
have been generated.

7. In a chronic toxicity study
deltamethrin was administered to 80
Charles River CD-1 mice/sex/dose in the
diet at dose levels of 0, 0.12, 0.61, 3.1,
or 12 mg/kg/day for males and 0, 0.15,
0.76, 3.8, or 15 mg/kg/day for females.
The NOEL is 212 mg/kg/day for males
or 215 mg/kg/day for females. A LOEL
was not observed.

8. In a chronic toxicity study
deltamethrin was administered to 90
Charles River CD rats/sex/dose in the
diet at dose levels of 0, 0.1, 1.0, or 2.5
mg/kg/day. The LOEL is 2.5 mg/kg/day
based on decreased body weight gains
noted in both sexes. The NOEL is 1.0
mg/kg/day. Under the conditions of this
study, there was no evidence of
carcinogenic potential.

9. In a developmental toxicity study
deltamethrin was administered to 16
New Zealand White rabbits/dose in
0.5% carboxymethylcellulose by gavage
at dose levels of 0, 10, 25, or 100 mg/
kg/day from days 7 through 19 of
gestation. The maternal LOEL is 25 mg/
kg/day, based on treatment-related
clinical findings (decreased defecation).
The maternal NOEL is 10 mg/kg/day.
The developmental LOEL is 100 mg/kg/
day, based on treatment-related
increases in the fetal incidence of
several skeletal variations and a positive
trend for litter incidence of two of these
variations (unossified pubic and tail
bones). The developmental NOEL is 25
mg/kg/day. The developmental toxicity
study in the rabbit is classified core
minimum.

10. In a developmental toxicity study
deltamethrin was administered to 25
Charles River Crl:CD VAF/Plus rats/
dose in corn oil by gavage at dose levels
of 0, 1.0, 3.3, or 11 mg/kg/day from days
6 through 15 of gestation. Because of
excessive toxicity at 11 mg/kg/day, an
additional group of 25 rats dosed at 7
mg/kg/day was added. The maternal
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LOEL is 7 mg/kg/day, based on
treatment-related increases in mortality,
clinical findings (increased salivation),
and decreased body weight gains during
dosing. The maternal NOEL is 3.3 mg/
kg/day. There were no treatment-related
effects on fetal deaths or resorptions,
altered growth, or developmental
malformations or variations (external,
visceral, and skeletal) noted at any dose
level. The developmental NOEL is =11
mg/kg/day. A developmental LOEL was
not observed.

11. In three different developmental
toxicity studies deltamethrin was
administered to mice, rats, and rabbits.
Mice: Mice were dosed at 0, 0.1, 1.0, or
10 mg/kg/day on gestational days 6-17
and were sacrificed on day 18. The
maternal NOEL is 210 mg/kg/day. There
was no maternal LOEL observed. The
developmental LOEL is 1.0 mg/kg/day
based on increase incidence (fetal and/
or litter) of delayed ossification of the
sternebrae and paws together with
decreased fetal body weights. The
developmental NOEL is 0.1 mg/kg/day.

Rats: Rats were dosed at 0, 0.1, 1.0, or
10 mg/kg/day on days 6-18 of gestation
and were sacrificed on day 21. The
maternal LOEL is 10 mg/kg/day based
on slightly reduced body weights. The
maternal NOEL is 1.0 mg/kg/day. The
developmental LOEL is equivocally set
at 10 mg/kg/day, based only on a
statistically significant increased
incidence (fetal and/or litter) of delayed
ossification of the sternebrae. The
developmental NOEL is 1.0 mg/kg/day.

Rabbits: Rabbits were dosed at 0, 1, 4,
or 16 mg/kg/day on days 6-19 of
gestation and were sacrificed on day 28;
two separate groups of rabbits received
16 mg/kg/day. The maternal NOEL is
=216 mg/kg/day. There was no maternal
LOEL observed. The developmental
LOEL is 16 mg/kg/day based on
increased fetal losses and decreased
fetal weights. The developmental NOEL
is 4 mg/kg/day.

12. In a 3-generation reproduction
study deltamethrin was administered to
10 male and 20 female Charles River CD
rats/dose in the diet at doses of 0, 0.1,
1.0, or 2.5 mg/kg/day. Parental toxicity
was not demonstrated at any dose level.
The NOEL for systemic toxicity is 2.5
mg/kg/day. The LOEL for systemic
toxicity was not observed. Reproductive
toxicity was not demonstrated at any
dose level. The NOEL for reproductive
toxicity is 22.5 mg/kg/day. The
reproductive LOEL was not observed.

13. There is no mutagenicity concern.
There are three acceptable studies: one
reverse mutation assay; one in vitro
chromosome aberration study; one UDS
assay in primary rat hepatocytes. All
these studies were negative. A dominant

lethal study is also available but has not
been officially reviewed. A quick
assessment indicated that it is also
negative.

14. Studies on metabolism:
Deltamethrin 14C-labeled at either the
benzyl (BD) or the dimethyl (DMD)
portion of the molecule was relatively
well absorbed. Urine and fecal
excretions were almost complete at 48
hours post-dosing. Seven days after
dosing, 31-56% of the radioactivity
administered was recovered in the
urine, 36-59% recovered in the feces, <
0.2% recovered in tissues (fat was
highest) and < 1.2% recovered in
carcass. Fecal extracts contained mostly
unabsorbed, unchanged deltamethrin
(17-46% of BD dose and 21-35% of
DMD dose).

15. Studies on neurotoxicity: With the
exception of the acute delayed
neurotoxicity study, no neurotoxicity
studies are available.

16. The following studies are
considered data gaps in the toxicology
data base: 2-generation reproduction
study and acute, chronic and
developmental mammalian
neurotoxicity. These studies will be
required under a special Data Call-In
letter pursuant to section 3(c)(2)(B) of
FIFRA. Although these data are lacking,
EPA has sufficient toxicity data base to
support these tolerances and these
additional studies are not expected to
significantly change its risk assessment.

Tralomethrin

1. A battery of acute toxicity studies
places technical tralomethrin in
Toxicity Category Il for acute oral (LDso
in males = 84.9 mg/kg; LDsp in females
= 95.4 mg/kg), acute inhalation (LCsp >
2,000 mg/kg) and primary eye irritation
(corneal opacity which reversed within
14 days); Category IlI for acute dermal
(LDso > 2,000 mg/kg); Category IV for
primary dermal irritation (non-
irritating). Tralomethrin is not a
sensitizer. The NOEL for Acute Delayed
Neurotoxicity is greater than 6,000 mg/
kg.

2. In a rat oral toxicity study,
tralomethrin was administered to 20 CD
rats/sex/dose via gavage at dose levels of
0, 1, 6, or 18 mg/kg/day for 13 weeks (91
days). The LOEL for this 13-week rat
oral toxicity study is 6 mg/kg/day based
on decreased liver weights. The NOEL
is 1 mg/kg/day.

3. In a 13-week dog feeding study,
tralomethrin in polyethylene glycol was
administered to 5 beagle dogs/sex/group
via capsule at dose levels of 0, 0.1, 1.0,
or 10 mg/kg/day. The LOEL for this 13-
week dog feeding study is 10 mg/kg/day
based on neurological and

hematological effects. The NOEL is 1
mg/kg/day.

4. In a 1-year dog feeding study,
tralomethrin in corn oil was
administered to eight beagle dogs/sex/
group by capsule at dose levels of 0.75,
3.0, and 10.0 mg/kg/day. The high dose
level was excessively toxic and was
reduced to 8.0 mg/kg/day at 4 weeks
and to 6.0 mg/kg/day on week 14. The
low dose level was increased from 0.75
to 1.0 mg/kg/day during week 14. The
LOEL in this 1-year dog feeding study
is 3.0 mg/kg/day, based on reduced
body weight gain, tremors, and
ptyalism. The NOEL is 0.75/1.0 mg/kg/
day.

5. In a mouse oncogenicity study,
tralomethrin in corn oil was
administered to 80 CD-1 mice/sex/dose
by gavage at dose levels of 0.75, 3.0, or
10.0 mg/kg/day for up to 2 years. The
systemic LOEL in this mouse
oncogenicity study is 3 mg/kg/day,
based on skin lesions in male and
female mice. The systemic NOEL is 0.75
mg/kg/day. Under the conditions of this
study, there was no evidence of
carcinogenic potential.

6. In a rat chronic toxicity/
oncogenicity study, tralomethrin in corn
oil was administered to 80 CD rats/sex/
dose by gavage at dose levels of 0.75,
3.0, or 12.0 mg/kg/day for up to 2 years.
The LOEL is 3.0 mg/kg/day in male and
female rats based on decreased body
weight gain in males and decreased food
and water consumption in males and
females at 3.0 mg/kg/day. The NOEL is
0.75 mg/kg/day. Under the conditions of
this study, there was no evidence of
carcinogenic potential.

7. In a rat developmental study,
tralomethrin in corn oil was
administered to 25 female Sprague-
Dawley CD rats per group at 0, 2, 6, or
18 mg/kg/day via gavage on days 6-17
of gestation. On day 21 the rats were
sacrificed and pups delivered by
cesarean section. The maternal LOEL 18
mg/kg/day based on one treatment-
related death at this dose level. The
maternal NOEL is 6 mg/kg/day. There
was no developmental toxicity noted at
any dose level. There were no
treatment-related increases in
malformations or variations found upon
external, internal, and skeletal
examination of the fetuses. A
developmental LOEL was not observed.
The developmental NOEL is =218 mg/kg/
day.

8. In a developmental study,
tralomethrin in corn oil was
administered to 15 female New Zealand
white rabbits per group at 0, 2, 8, or 32
mg/kg/day via gavage on days 6-18 of
gestation. There was no maternal
toxicity noted at any dose level. In a
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developmental study, tralomethrin
(purity not indicated) in corn oil was
administered to 15 female New Zealand
white rabbits per group at 0, 2, 8, or 32
mg/kg/day via gavage on days 6-18 of
gestation. On day 28 the dams were
sacrificed and pups delivered. A
maternal LOEL was not observed. The
maternal NOEL is =232 mg/kg/day. There
was ho developmental toxicity noted at
any dose level. A developmental LOEL
was not observed. The developmental
NOEL is 232 mg/kg/day.

9. In a two-generation rat reproductive
toxicity study, tralomethrin in corn oil
was administered to COBS CD rats by
gavage at dose levels of 0, 0.75, 3.0, or
12.0 mg/kg/day. The LOEL for parental
toxicity is 3.0 mg/kg/day, based on
decreased body weight gains. The NOEL
for parental toxicity is 0.75 mg/kg/day.
Reproductive toxicity was demonstrated
at the mid- and high-doses. The LOEL
for reproductive toxicity is 0.75 mg/kg/
day, based on litters with smaller than
normal pups. A reproductive NOEL was
not observed.

10. There does not appear to be a
concern for mutagenicity, however, all
studies should be revisited, particularly,
the mouse lymphoma. There are three
reviewed studies that are not classified
for acceptability: one mouse lymphoma
assay (Accession No. 072115; one in
vitro chromosome aberration study in
CHO cells and one UDS assay in
primary rat hepatocytes (MRID
41138803). The mouse lymphoma assay
tested negatively without activation and
was moderately positive with activation.
The other two assays tested negatively.

11. The metabolism studies indicate
that tralomethrin is rapidly
debrominated to deltamethrin. It is then
further metabolized to alcohols,
carboxylic acids, glucuronides, glycine
and sulfate conjugates.

12. No mammalian neurotoxicity
studies are available. The acute delayed
neurotoxicity study in the hen is
summarized in section one.

13. The following studies are
considered data gaps in the toxicology
data base: acute, chronic and
developmental mammalian
neurotoxicity. These studies will be
required under a special Data Call-In
letter pursuant to section 3(c)(2)(B) of
FIFRA. Although these data are lacking,
EPA has sufficient toxicity data base to
support these tolerances and these
additional studies are not expected to
significantly change its risk assessment.

B. Toxicological Endpoints

Tralomethrin is rapidly metabolized
to deltamethrin. The toxicology data
bases for deltamethrin and tralomethrin
were combined in order to determine

appropriate endpoints for risk
assessment. Results of the rat
metabolism study support this action.

1. Acute toxicity. EPA has established
an NOEL of 1.0 mg/kg/day based on
combined acute dietary dog studies with
a combined deltamethrin/tralomethrin
data base. This NOEL is based on an
uncertainty factor of 100 to account for
both interspecies extrapolation and
intraspecies variability.

2. Short - and intermediate-term
toxicity. There is no concern for short-
and intermediate-term toxicity. There is
no dermal or systemic toxicity at 1,000
mg/kg/day in 21-day dermal study in
rats.

3. Chronic toxicity. EPA has
established the RfD for deltamethrin and
tralomethrin at 0.01 (mg/kg/day). This
RfD is based on a NOEL of 0.75/1.0 mg/
kg/day from a 1 year toxicity study in
dogs. The NOEL is based on decreased
body weight gain, tremors, and
ptyalism. This RfD is based on an
uncertainty factor of 100 to account for
both interspecies extrapolation and
intraspecies variability.

4. Carcinogenicity. There is no
evidence of carcinogenicity in either
rats or mice.

C. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.422 and 180.435) for the
residues of tralomethrin and
deltamethrin in or on a variety of raw
agricultural commodities. For purposes
of the risk assessment the data bases for
deltamethrin and tralomethrin have
been combined. EPA notes that the
acute dietary risk assessments used
Monte Carlo modeling (in accordance
with Tier 3 of EPA’s June 1996 “Acute
Dietary Exposure Assessment” guidance
document) incorporating anticipated
residues and percent crop treated
refinements. Field trial data and FDA
monitoring data were used to generate
anticipated residues or residue
distribution for Monte Carlo analyses.
Chronic dietary risk assessments used
anticipated residues and percent crop
treated refinements. Risk assessments
were conducted by EPA to assess
dietary exposures and risks from
deltamethrin and tralomethrin as
follows:

i. Acute exposure and risk. 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. The NOEL
used for the acute dietary exposure was
1.0 mg/kg/day. Potential acute
exposures from food commodities were
estimated using a Tier 3 acute dietary

risk assessment (Monte Carlo Analysis).
The MOE’s (99.9th percentile) for the
U.S. population based on an acute
dietary exposure of 0.000728 mg/kg/day
are 1,373. For children 1-6 years old
(most highly exposed population), the
MOE’s based on an acute dietary
exposure of 0.001855 mg/kg/day are
539. The Agency has no cause for
concern if total exposure calculated for
the 99.9th percentile yields an MOE of
100 or larger.

ii. Chronic exposure and risk.
Potential chronic exposures were
estimated using NOVIGEN’s DEEM
(Dietary Exposure Evaluation Model).
The RfD used for the chronic dietary
analysis is 0.01 mg/kg/day. Using
tolerance values and anticipated
residues discussed above, the risk
assessment resulted in use of 0.2% of
the RfD for the general U.S. population
and 0.5% of the RfD for children 1-6
years.

Section 408(b)(2)(E) authorizes EPA to
consider 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 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.

Section 408(b)(2)(F) allows the
Agency to use data on the actual percent
of crop treated when establishing a
tolerance only where the Agency can
make the following findings: (1) That
the data used are reliable and provide a
valid basis for showing the percentage
of food derived from a crop that is likely
to contain residues; (2) that the
exposure estimate does not
underestimate the exposure for any
significant subpopulation and; (3) where
data on regional pesticide use and food
consumption are available, that the
exposure estimate does not understate
exposure for any regional population. In
addition, the Agency must provide for
periodic evaluation of any estimates
used. The percent of crop treated
estimates for deltamethrin and
tralomethrin were derived from federal
and market survey data. EPA considers
these data reliable. A range of estimates
are supplied by this data and the upper
end of this range was used for the
exposure assessment. By using this
upper end estimate of percent crop
treated, the Agency is reasonably certain
that exposure is not underestimated for
any significant subpopulation. Further,
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regional consumption information is
taken into account through EPA’s
computer-based model for evaluating
the exposure of significant
subpopulations including several
regional groups. Review of this regional
data allows the Agency to be reasonably
certain that no regional population is
exposed to residue levels higher than
those estimated by the Agency. To meet
the requirement for data on anticipated
residues, EPA will issue a Data Call-In
(DCI) notice pursuant to FFDCA section
408(f) requiring submission of data on
anticipated residues in conjunction with
approval of the registration under
FIFRA.

2. From drinking water. Deltamethrin
and tralomethrin are immobile in soil
and will not leach into ground water.
Additionally, due to their insolubility
and lipophilic nature, any residues in
surface water will rapidly and tightly
bind to soil particles and remain with
sediment. A screening evaluation of
leaching potential of a typical potential
of a typical pyrethroid was conducted
using EPA’s Pesticide Root Zone Model
(PRZM1). Based on this screening
assessment, the potential concentrations
of a pyrethroid in ground water at
depths of 1 and 2 meters are essentially
zero (much less than 0.001 ppb).
Therefore, EPA concludes that residues
are not expected to occur in drinking
water.

i. Acute exposure and risk. Acute
drinking water exposure is estimated for
the U.S. population to be 0.000014 mg/
kg/day with an MOE of 69,093. For Non-
nursing infants less than 1 year old the
exposure is 0.000028 with and MOE of
35,895.

ii. Chronic exposure and risk. Chronic
drinking water exposure is estimated for
the U.S. population to be zero and for
the non-nursing infants 0.000001 mg/
kg/day. Zero percent of the RfD is
occupied by both population groups.

3. From non-dietary exposure.
Deltamethrin and tralomethrin are broad
spectrum insecticides registered for use
on a variety of food and non-food
agricultural commodities. Non-
agricultural registered uses include turf
and lawn care treatments, broadcast
carpet treatments, indoor fogger, spot,
crack and crevice treatment, insect baits,
lawn and garden sprays and indoor and
outdoor residential, industrial, and
food/feed handling establishments.

To evaluate non-dietary exposure, the
“flea infestation control’’ scenario was
chosen to represent a plausible but
worst-case non-dietary (indoor and
outdoor) non-occupational exposure.
This scenario provides a situation where
deltamethrin and/or tralomethrin is
commonly used and they can be used

concurrently for a multitude of uses,
e.g., spot and/or broadcast treatment of
infested indoor surfaces such as carpets
and rugs, treatment of pets and
treatment of the lawn. This hypothetical
situation provides a very conservative,
upper bound estimate of potential non-
dietary exposures. Consequently, if
health risks are acceptable under these
conditions, the potential risks
associated with other more likely
scenarios would also be acceptable.

Because tralomethrin is rapidly
metabolized to deltamethrin, and the
toxicology profiles of deltamethrin and
tralomethrin are virtually identical, a
non-dietary and aggregate (non-dietary +
chronic dietary) exposure/risk
assessment has been conducted for the
combination of both active ingredients.
The total exposure to both materials was
expressed as ‘“deltamethrin equivalents”
and these were compared to the
toxicology endpoints identified from the
combined deltamethrin/tralomethrin
toxicology data base.

The total aggregate non-dietary
exposure including lawn, carpet, and
pet uses (in mg/kg/day) are: 0.00002 for
adults; 0.000503 for children aged 1-6
years; and 0.000543 for infants less than
1 year old.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) 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.”
The Agency believes that *“‘available
information” in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency'’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a

common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical-specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

Although deltamethrin and
tralomethrin are similar to other
members of the synthetic pyrethroid
class of insecticides, EPA does not have,
at this time, available data to determine
whether deltamethrin and tralomethrin
have common methods of toxicity with
other substances or how to include this
pesticide in a cumulative risk
assessment. Unlike other pesticides for
which EPA has followed, a cumulative
risk approach based on a common
mechanism of toxicity, deltamethrin
and tralomethrin do not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
not assumed that deltamethrin and
tralomethrin have a common
mechanism of toxicity with other
substances.

D. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. The acute aggregate risk
assessment takes into account exposure
from food and drinking water. The
potential acute exposure from food and
water to the US population for
deltamethrin and tralomethrin is
0.000742 mg/kg/day with an MOE of
1,348. This acute dietary exposure
estimate is considered conservative,
using anticipated residue values and
percent crop-treated data in conjunction
with Monte Carlo analysis.

2. Chronic risk. Using the ARC
exposure assumptions described above,
EPA has concluded that aggregate
exposure to deltamethrin and
tralomethrin from food and drinking
water will utilize 0.2% of the RfD for
the U.S. population. The major
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identifiable subgroup with the highest
aggregate exposure are children 1-6
years old (discussed in Unit II.F. of this
preamble). EPA generally has no
concern for exposures below 100% of
the RfD because the RfD represents the
level at or below which daily aggregate
dietary exposure over a lifetime will not
pose appreciable risks to human health.

3. Short- and intermediate-term risk.
Short- and intermediate aggregate
exposure takes into account chronic
dietary food and drinking water
(considered to be a background
exposure level) plus indoor and outdoor
residential exposure. The potential
short- and intermediate-term aggregate
risk for the U.S. population is an
exposure 0.000042 mg/kg/day with an
MOE of 49,000.

EPA concludes that there is
reasonable certainty that no harm will
result from aggregate exposure to
deltamethrin and tralomethrin residues.

E. Aggregate Cancer Risk for U.S.
Population

Deltamethrin and tralomethrin do not
yet have carcinogenicity classification;
however, there is no evidence of
carcinogenicity in any of the chronic
studies. Therefore, a carcinogenicity risk
analysis is not required.

F. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children—i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
deltamethrin and tralomethrin, EPA
considered data from developmental
toxicity studies in the rat and rabbit and
a two-generation reproduction study in
the rat. The developmental toxicity
studies are designed to evaluate adverse
effects on the developing organism
resulting from pesticide exposure
during prenatal development to one or
both parents. Reproduction studies
provide information relating to effects
from exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the data base unless
EPA determines 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. EPA believes that reliable data

support using the standard MOE and
uncertainty factor (usually 100 for
combined inter- and intra-species
variability) and not the additional
tenfold MOE/uncertainty factor when
EPA has a complete data base under
existing guidelines and when the
severity of the effect in infants or
children or the potency or unusual toxic
properties of a compound do not raise
concerns regarding the adequacy of the
standard MOE/safety factor.

ii. Developmental toxicity studies. See
toxicological profile in Unit Il.A. of this
preamble.

iii. Reproductive toxicity study. See
toxicological profile in Unit Il.A. of this
preamble.

iv. Pre- and post-natal sensitivity.
There is no evidence of additional
sensitivity to young rats or rabbits
following prenatal exposure to
deltamethrin or tralomethrin.

v. Conclusion. Based on the above,
EPA concludes that reliable data
support use of the standard 100-fold
uncertainty factor, and that an
additional uncertainty factor is not
needed to protect the safety of infants
and children.

2. Acute risk. The potential acute
exposure from food and drinking water
to the most sensitive population
subgroup, children 1-6 years old is
0.001867 mg/kg/day with an MOE of
535. The Agency has no cause for
concern if total acute exposure
calculated for the 99.9th percentile
yields a MOE of 100 or larger.

3. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to deltamethrin
and tralomethrin from food will utilize
0.5% of the RfD for infants and
children. EPA generally has no concern
for exposures below 100% of the RfD
because the RfD represents the level at
or below which daily aggregate dietary
exposure over a lifetime will not pose
appreciable risks to human health.

4. Short- or intermediate-term risk.
EPA has concluded that potential short-
or intermediate-term aggregate exposure
of deltamethrin or tralomethrin from
chronic dietary food and water
(considered to be a background
exposure level) plus indoor and outdoor
residential exposure to infants (less than
1 year old) is 0.000057 mg/kg/day with
an MOE of 1,800. For children (1-6 years
old) the exposure is 0.000055 mg/kg/day
with and MOE of 2,700.

5. Special docket. The complete acute
and chronic exposure analyses
(including dietary, non-dietary, drinking
water, and residential exposure, and
analysis of exposure to infants and
children) used for risk assessment

purposes can be found in the Special
Docket for the FQPA under the title
“Risk Assessment for Extension of
Tolerances for Synthetic Pyrethroids.”
Further explanation regarding EPA’s
decision regarding the additional safety
factor can also be found in the Special
Docket.

EPA concludes that there is
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to deltamethrin and
tralomethrin.

G. Endocrine Disrupter Effects

EPA is required to develop a
screening program to determine whether
certain substances (including all
pesticides and inerts) ““may have an
effect in humans that is similar to an
effect produced by a naturally occurring
estrogen, or such other endocrine effect.
...” The Agency is currently working
with interested stakeholders, including
other government agencies, public
interest groups, industry and research
scientists in developing a screening and
testing program and a priority setting
scheme to implement this program.
Congress has allowed 3 years from the
passage of FQPA (August 3, 1999) to
implement this program. At that time,
EPA may require further testing of this
active ingredient and end use products
for endocrine disrupter effects.

I11. Other Considerations
A. Metabolism In Plants and Animals

The absorption of deltamethrin
appears to be highly dependent upon
the route and vehicle of administration.
Once absorbed, deltamethrin is rapidly
and extensively metabolized and
excreted through urine and feces, almost
completed within the first 48 hours.
Tralomethrin is rapidly metabolized to
deltamethrin after debromination. The
metabolic pattern of the debrominated
tralomethrin is exactly the same as that
of the metabolic pattern of deltamethrin.

B. Analytical Enforcement Methodology

The analytical method designated
HRAV-7B is adequate for enforcement
purposes. Multi residue methods data
for tralomethrin, deltamethrin, and
trans-deltamethrin have been sent to the
Food and Drug Administration.

C. Magnitude of Residues

Based on the low level of
deltamethrin residues expected in the
diet of cattle from the use on cotton, the
ruminant metabolism study, and an
available cattle feeding study,
measurable residues are not expected in
the milk or meat of ruminants. A
poultry metabolism or feeding study is
not required because cottonseed meal is
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not a major poultry feed item and
deltamethrin residues are predicted to
be non-detectable. For dietary exposure
analyses, field trial data and FDA
monitoring data were used to generate
the appropriate anticipated residues or
residue distribution for Monte Carlo
analysis.

D. International Residue Limits

No CODEX maximum residue levels
(MRL) are established for deltamethrin
and tralomethrin tolerances addressed
in this document. For deltamethrin on
cottonseed, Mexico has an established
tolerance of 0.1 ppm (vs. U.S. tolerance
of 0.04 ppm). For tralomethrin on
broccoli and soybeans Mexico has
established tolerances of 0.02 ppm (vs.
U.S. tolerance of 0.50) and 0.05 ppm (vs.
U.S tolerance of 0.05ppm) respectively.
As indicated above, there are small
differences between the section 408
tolerances and the Codex MRL values
for specific commodities. These
differences could be caused by
differences in methods to establish
tolerances, calculation of animal feed
dietary exposure, and as a result of
different agricultural practices. EPA will
specifically address these differences
when the pesticides are reregistered and
the tolerances made permanent.

1V. Conclusion

Therefore, the tolerance is established
for residues of deltamethrin in
cottonseed at 0.04 ppm and cottonseed
oil at 0.2 ppm and tralomethrin broccoli
at 0.50 ppm, cottonseed at 0.02 ppm,
lettuce, head at 1.00 ppm, lettuce, leaf
at 3.00 ppm, soybeans at 0.05 ppm,
sunflower seed at 0.05 ppm and
cottonseed oil at 0.20 ppm.

In addition to the tolerances being
established, since for purposes of
establishing tolerances FQPA has
eliminated all distinctions between raw
and processed food, EPA is combining
the tolerance for cottonseed oil that now
appears in §185.1580 with the
tolerances that appear in §180.435.

V. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to ““‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use

those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by January 26, 1998
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
above (40 CFR 178.20). A copy of the
objections and/or hearing requests filed
with the Hearing Clerk should be
submitted to the OPP docket for this
rulemaking. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
grounds for the objections (40 CFR
178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
Confidential Business Information (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.

V1. Public Docket

EPA has established a record for this
rulemaking under docket control
number OPP-300584 (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 1132 of the Public Information

and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, Crystal Mall #2, 1921 Jefferson
Davis Highway, Arlington, VA.

Electronic comments may be sent
directly to EPA at: opp-
docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

VII. Regulatory Assessment
Requirements

This final rule removes time
limitations for tolerances under FFDCA
section 408(d) in response to a petition
submitted to the Agency. The Office of
Management and Budget (OMB) has
exempted these types of actions from
review under Executive Order 12866,
entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993).
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 Il of the Unfunded
Mandates Reform Act of 1995 (UMRA)
(Pub. L. 104-4). Nor does it require any
prior consultation as specified by
Executive Order 12875, entitled
Enhancing the Intergovernmental
Partnership (58 FR 58093, October 28,
1993), or special considerations as
required by Executive Order 12898,
entitled Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408(d), such as the tolerances in this
final rule, do not require the issuance of
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a proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency has previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950) and was provided

to the Chief Counsel for Advocacy of the
Small Business Administration.

VIII. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A), as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, the
Agency has submitted 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 General
Accounting Office prior to publication
of this rule in today’s Federal Register.
This is not a ““major rule” as defined by
5 U.S.C. 804(2).

List of Subjects

40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.
40 CFR Part 185

Environmental protection, Food
additives, Pesticides and pests.
requirements.

Dated: November 14, 1997.
James Jones,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

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

Authority: 21 U.S.C. 346a and 371.

b. By revising §180.422 to read as
follows:

§180.422 Tralomethrin; tolerances for
residues.

(a) General. (1) Tolerances are
established for the combined residues of
the pesticide chemical tralomethrin ((S)-
alpha-cyano-3-phenoxybenzyl (1R,3S)-
2,2-dimethyl-3-[(RS)-1,2,2,2-
tetrabromoethyl]-
cyclopropanecarboxylate) and its
metabolites (S)-alpha-cyano-3-

phenoxybenzyl (1R,3R)-3(2,2-
dibromovinyl)-2,2-dimethyl-
cyclopropanecarboxylate and (S)-alpha-
cyano-3-phenoxybenzyl(1S,3R)-3-(2,2-
dibromovinyl)-2,2-dimethyl-
cyclopropanecarboxylate calculated as
the parent in or on the following
agricultural commodities:

: Parts per
Commodity miIIiopn

Broccoli .......coeeeviviiiiiinieeiiiiiinns 0.5

Cottonseed ........ 0.02
Cottonseed oil ... 0.20
Lettuce, head 1.00
Lettuce, leaf ....... 3.00
Soybeans ............... 0.05
Sunflower seed .........ccccceeeeennne 0.05

(2) A food additive tolerance of 0.02
part per million is established for the
combined residues of the insecticide
tralomethrin ((S)-alpha-cyano-3-
phenoxybenzyl-(1R,3S)-2,2-dimethyl-3-
[(RS)-1,2,2,2-tetrabromoethyl]
cyclopropanecarboxylate) and its
metabolites cis-deltamethrin [(S-alpha-
cyano-3-phenoxybenzyl-(1R,3R)-3-[2,2-
dibromovinyl)-2,2-
dimethylcyclopropanecarboxylate] and
trans-deltamethrin [(S)-alpha-cyano-3-
phenoxybenzyl (1S,3R)-3-(2,2-
dibromovinyl)-2,2-
dimethylcyclopropanecarboxylate] as
follows:

(i) In or on all food items (other than
those covered by a higher tolerance as
a result of use on growing crops) in
food-handling establishments.

(ii) The insecticide may be present as
a residue from application of
tralomethrin in food-handling
establishments, including food service,
manufacturing, and processing
establishments, such as restaurants,
cafeterias, supermarkets, bakeries,
breweries, dairies, meat slaughtering
and packing plants, and canneries in
accordance with the following
prescribed conditions:

(A) Application shall be limited to a
general surface and spot and/or crack
and crevice treatment in food-handling
establishments where food and food
products are held, processed, prepared,
and served. General surface application
may be used only when the facility is
not in operation provided exposed food
has been covered or removed from the
area being treated. All food-contact
surfaces and equipment must be
thoroughly cleaned after general surface
applications. Spot and/or crack and
crevice application may be used while
the facility is in operation provided
exposed food is covered or removed
from the area being treated prior to

application. Spray concentration shall
be limited to a maximum of 0.06 percent
active ingredient. Contamination of food
and food-contact surfaces shall be
avoided.

(B) To assure safe use of the
insecticide, its label and labelling shall
conform to that registered with the U.S.
Environmental Protection Agency and
shall be used in accordance with such
label and labelling.

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

c. By revising §180.435 to read as
follows:

§180.435 Deltamethrin, tolerances for
residues.

(a) General. Tolerances are
established for the combined residues of
the pesticide chemical deltamethrin
[(1R,3R)-3-(2,2-dibromovinyl)-2,2-
dimethylcyclopropanecarboxylic acid
(S)-alpha-cyano-3-phenoxybenzyl ester
and its major metabolites, trans
deltamethrin [(S)-alpha-cyano-m-
phenoxybenzyl(1R,3S)-3-(2,2-
dibromovinyl)-2,2-
dimethylcyclopropanecarboxylate] and
alpha-R-deltamethrin [(R)-alpha-cyano-
m-phenoxybenzyl-(1R,3R)-3-(2,2-
dibromovinyl)-2,2-
dimethylcyclopropanecarboxylate] in or
on the following agricultural
commodities:

: Parts per
Commodity miIIio%
Cottonseed ........ccccvevviiieeiinnenns 0.04
Cottonseed Oil ........ccccvvvveveeennn. 0.2
TOMALOES .ooeevviiiiieeee e 0.2
Tomato (products) con- 1.0
centrated.

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

PART 185—[AMENDED]

2. In part 185:

a. The authority citation for part 185
continues to read as follows:

Authority: 21 U.S.C. 346a and 348.

§185.1580 [Removed]
b. By removing § 185.1580.



63002 Federal Register / Vol. 62, No. 228 / Wednesday, November 26, 1997 / Rules and Regulations

§185.5450 [Removed]
c. By removing § 185.5450.

[FR Doc. 97-31103 Filed 11-25-97; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 180, 185 and 186
[OPP-300581; FRL-5755-5]

RIN 2070-AB78

Lambda-Cyhalothrin; Pesticide
Tolerance

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

SUMMARY: This regulation establishes
tolerances for the combined residues of
the pyrethroid lambda-cyhalothrin and
its epimer in or on broccoli, cabbage,
corn (grain, fodder and forage), corn
(sweet), cottonseed, dry bulb onion,
garlic, lettuce, head, peanuts, rice,
soybeans, sorghum, sunflower,
tomatoes, wheat, sunflower, and
livestock commodities. It also removes
time limitations for tolerances for
residues of lambda-cyhalothrin on the
same commodities that expire on
November 15, 1997. The Zeneca Ag
Products requested these tolerances
under the Federal Food, Drug and
Cosmetic Act, as amended by the Food
Quality Protection Act of 1996 (Pub. L.
104-170).

DATES: This regulation is effective
November 26, 1997. Objections and
requests for hearings must be received
by EPA on or before January 28, 1998.
ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300581],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300581], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing

requests to Rm. 1132, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 or
ASCII file format. All copies of
objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300581]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Adam Heyward, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Crystal
Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 308—-6100, e-mail:
heyward.adam@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: On May
24,1988, EPA established a time limited
tolerance under section 408 of the
FFDCA, 21 U.S.C. 346 a(d) and 348 for
residues of lambda-cyhalothrin and its
epimer on cottonseed (53 FR 18558). As
additional crops tolerances were
established, they were also made time-
limited. These tolerance expire on
November 15, 1997. Zeneca Ag
Products, on September 15, 1997,
requested that the time limitation for
tolerances for residues of the insecticide
lambda-cyhalothrin and its epimer in or
on the commodities mentioned above be
removed based on environmental effects
data that they had submitted as a
condition of registration. Zeneca Ag
Products also submitted a summary of
its petition as required under the
FFDCA as amended by the Food Quality
Protection Act (FQPA) of 1996 (Pub. L.
104-170).

In the Federal Register of Friday,
September 25, 1997 (62 FR 50337)
(FRL-5748-2), EPA issued a notice
pursuant to section 408 of the Federal
Food, Drug, and Cosmetic Act (FFDCA),
21 U.S.C. 346a(e) announcing the filing
of pesticide petitions (PP 6F3318,
7F3560, 7H5543, 7F3488, 1F3952,
1H5607, 1F3992, 2F4109, 2F4100,
2F4114, 1F3985, 9F3770 and 6F4769)
for tolerances by Zeneca Ag Products,
1800 Concord Pike, P.O. Box 15458,

Wilmington, Delaware 19850-5458.
This notice included a summary of the
petition prepared by Zeneca Ag
Products, the registrant. There were no
comments received in response to the
notice of filing.

The petitions requested that 40 CFR
180.438 be amended by removing time
limitatioins for tolerances for the
combined residue of the insecticide,
lambda-cyhalothrin and its epimer in or
on the following crops and
commodities: broccoli at 0.4 parts per
millions (ppm); cabbage at 0.4 ppm;
cattle, fat at 3.0 ppm; cattle, meat at 0.2
ppm; cattle, meat and meat by-products
(mbyp) at 0.2 ppm; corn, grain (field and
pop) at 0.05 ppm; corn, fodder at 1.0
ppm; corn, forage at 6.0 ppm; corn,
sweet (k+kwhr) at 0.05 ppm; cottonseed
at 0.05 ppm; dry bulb onion at 0.1 ppm;
eggs at 0.01 ppm; garlic at 0.1 ppm;
goats, fat at 3.0 ppm; goats, meat at 0.2
ppm; goats, mbyp at 0.2 ppm, hogs, fat
at 3.0 ppm; hogs, meat at 0.2 ppm; hogs,
mbyp at 0.2 ppm; horses, fat at 3.0 ppm;
horses, meat at 0.2 ppm; horses, mbyp
at 0.2 ppm; lettuce, head at 2.0 ppm;
milk, fat (reflecting 0.2 ppm in whole
milk) at 5.0 ppm; peanuts at 0.05 ppm;
peanuts, hulls at 0.05 ppm; poultry, fat
at 0.01 ppm; poultry, meat at 0.01 ppm;
poultry, mbyp at 0.01 ppm; rice, grain
at 1.0 ppm; rice, hulls at 5.0 ppm; rice,
straw at 1.8 ppm; sheep, fat at 3.0 ppm;
sheep, meat at 0.2 ppm; sheep, mbyp at
0.2 ppm; soybeans at 0.01 ppm;
sorghum, grain at 0.02 ppm; sorghum,
grain dust at 1.5 ppm; sunflower, seeds
at 0.2 ppm; sunflower, forage at 0.2
ppm; tomatoes at 0.1 ppm; wheat, grain
at 0.05 ppm; wheat, forage at 2.0 ppm;
wheat, hay at 2.0 ppm; wheat, straw at
2.0 ppm; wheat, grain dust at 2.0 ppm;
corn, grain flour at 0.15 ppm; sunflower,
oil at 0.30 ppm; sunflower, hulls at 0.50
ppm; tomato pomace (dry or wet) at 6.0
ppm; and wheat, bran at 0.2 ppm.

In the Notice of Filing the established
tolerance level for sorghum grain was
inadvertently listed as 0.02 ppm. The
correct tolerance level for this
commodity if 0.2 ppm. The correct
tolerance was considered by EPA for
risk assessment purposes. In the latest
CFR, 40 CFR 180.438 (revised as of July
1, 1997), the tolerance for garlic was
incorrectly listed as 0.02 ppm. The
correct level if 0.1 ppm. This error
occurred when the CFR was updated.
The 0.1 ppm level was considered by
EPA for risk assessment.

The basis for time limited tolerances
that expire November 15, 1997 was
given in the October 20, 1993 Federal
Register (58 FR 54094). These time-
limited tolerances were predicated on
the expiration of pesticide product
registrations that were made conditional
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due to lack of certain environmental
effects data. The rational for using time-
limited tolerances was to encourage
pesticide manufacturers to comply with
the conditions of registration in a timely
manner. There is no regulatory
requirement to make tolerances time-
limited due to the conditional status of
a product registration under the Federal
Insecticide, Fungicide, Rodenticide Act
(FIFRA) as amended. It is current EPA
policy to no longer establish time
limitations on tolerance(s) if none of the
conditions of registration had any
bearing on human dietary risk. The
current petition action meets that
condition and thus the expiration dates
associated with specific crop tolerances
are being deleted.

l. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(i) of the
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) 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) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that

causes adverse effects (threshold effects)
and doses causing no observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a ‘““safety factor’’) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100 percent
or less of the RfD) is generally
considered acceptable by EPA. EPA
generally uses the RfD to evaluate the
chronic risks posed by pesticide
exposure. For shorter term risks, EPA
calculates a margin of exposure (MOE)
by dividing the estimated human
exposure into the NOEL from the
appropriate animal study. Commonly,
EPA finds MOEs lower than 100 to be
unacceptable. This hundredfold MOE is
based on the same rationale as the
hundredfold uncertainty factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of

exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“‘acute,” “‘short-term,” “‘intermediate
term,” and ‘‘chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all three
sources are not typically added because
of the very low probability of this
occurring in most cases, and because the
other conservative assumptions built
into the assessment assure adequate
protection of public health. However,
for cases in which high-end exposure
can reasonably be expected from
multiple sources (e.g. frequent and
widespread homeowner use in a
specific geographical area), multiple
high-end risks will be aggregated and
presented as part of the comprehensive
risk assessment/characterization. Since
the toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
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to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a ““worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

I1. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
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 lambda-cyhalothrin and its
epimer, and to make a determination on
aggregate exposure, consistent with
section 408(b)(2) in or on the crops and
commodities listed above under
SUPPLEMENTARY INFORMATION.
EPA’s assessment of the dietary

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. The nature of the
toxic effects caused by lambda-
cyhalothrin and its epimer are discussed
below. Note that the studies discussed
below were conducted using either
cyhalothrin or lambda-cyhalothrin.
Cyhalothrin and lambda-cyhalothrin are
basically the same chemical, the
differences are found in their stereo
chemistry and the number of isomers in
each mixture. Cyhalothrin consists of
four stereo isomers in each mixture.
Cyhalothrin consists of four steno
isomers while lambda-cyhalothrin is a
mixture of the two iomers. The two
lambda-cyhalothrin isomers are
contained in cyhalothrin, they represent
40% of the cyhalothrin mixture. The
major studies submitted to the Agency
were conducted with cyhalothrin.
However, these studies are used in
support of registration for both
mixtures. There is evidence, based on
subchronic studies in rats, that the two
mixtures are not biologically different
with respect to their mammalian
toxicity.

1. Acute toxicity studies with the
technical grade of the active ingredient
lambda-cyahothrin: oral LDsp in the rat
of 79 milligrams/kilogram (mg/kg)
(males) and 56 mg/kg (females)(Tox
Category 1), dermal LDs in the rat of
632 mg/kg (males) and 696 mg/kg
females (Tox Category Il), primary eye
irritation study showed mild irritation
(Tox Category II) and primary dermal
irritation study showed no irritation
(Tox Category V).

2. The following genotoxicity tests
were all negative: a gene mutation assay
(Ames), a mouse micronucleus assay, an
in vitro cytogenetics assay, and a gene
mutation study in mouse lymphoma
cells.

3. In a three-generation reproduction
study, rats were fed diets containing
cyhalothrin at 0, 10, 30 or 100 ppm
(approximately 0, 0.5, 1.5 or 5.0 mg/kg/
day). Parental toxicity was observed as
decreased mean body weight and body
weight gain during the premating and
gestation periods at 5.0 mg/kg/day.
There were no other treatment-related
effects. Offspring toxicity was observed
as reduced mean pup weight and pup

weight gains during lactation, again at
5.0 mg/kg/day. No other treatment-
related effects were observed. The
reproductive and parental NOELs are
1.5 mg/kg/day and the reproductive and
parental LOELs are 5.0 mg/kg/day. The
developmental NOEL is 5.0 mg/kg/day
(highest dose tested).

4. In a developmental toxicity study,
rabbits were given gavage dose levels of
cyhalothrin at: 0, 3, 10, 30 mg/kg/day
during the gestation period (days 6
through 18). The maternal NOEL was 10
mg/kg/day and the maternal LOEL was
30 mg/kg/day based on decreased body
weight gain (48% of controls) during the
dosing period. The developmental
NOEL was 30 mg/kg/day highest dose
tested (HDT). No developmental effects
were observed.

5. In a developmental study rats were
given gavage dose levels of cyhalothrin
at: 0, 5, 10, 15 mg/kg/day during the
gestation period (days 6 through 15).
The maternal NOEL was 10 mg/kg/day
and the maternal LOEL was 15 mg/kg/
day based on reduced body weight gain
(70% of control) and food consumption
(as low as 76%) during the dosing
period. The developmental NOEL was
greater than 15 mg/kg/day (HDT). No
developmental effects were observed.

6. In a 90—day feeding study in rats,
lambda-cyhalothrin was fed at doses of,
0, 10, 50 or 250 ppm (0,0.5, 2.5, 12.5
mg/kg/day). The animals were
examined once daily for clinical signs of
toxicity. Bodyweights, food
consumption, hematological and
clinical chemistry parameters,
urinalysis parameters, organ weights,
and macroscopic and microscopic
observations were recorded. Body
weight gain and food consumption were
significantly reduced for both sexes at
12.5 mg/kg/day. There was also a slight
but statistically significant reduction in
food efficiency in females at this dose
level. The NOEL is 2.5 mg/kg/day and
the LEL is 12.5 mg/kg/day based on
reduction in bodyweight gain and food
consumption in both sexes and food
efficiency in females.

7. In another 90—day feeding study in
rats cyhalothrin was fed at doses of O,
10, 50 or 250 ppm (0, 0.5, 2.5, 12.5 mg/
kg/day). The animals were examined for
clinical signs of toxicity. Bodyweights,
food consumption, hematological and
clinical chemistry parameters,
urinalysis parameters, organ weights,
and macroscopic and microscopic
observations were recorded. Body
weight gain was significantly reduced in
males at 12.5 mg/kg/day. Body weight
gain was also significantly reduced in
females at this level, but only during the
first week. Body weight gain was not
significantly affected at lower dose
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levels. The NOEL is 2.5 mg/kg/day and
the LEL is 12.5 mg/kg/day based on
decreased bodyweight gain.

8. A In 28—day study in the mouse
cyhalothrin was fed to mice in the diet
as a range-finding study for the
carcinogenicity study at 0, 5, 25, 100,
500, or 2,000 ppm (0, 0.65, 3.30, 13.5,
64.2 or 309 mg/kg/day for males and O,
0.80, 4.17, 15.2, 77.9 or 294 mg/kg/day
for females). The NOEL is 500 ppm and
the LEL is 2,000 ppm based on
mortality, clinical signs of toxicity,
decreases in body weight gain and food
consumption, changes in hematology
and organ weights and minimal
centrilobular hepatocyte enlargement.

9. In a 21 day dermal toxicity study
rats were exposed dermally to doses of
1, 10, or 100 mg/kg of lambda-
cyhalothrin (reduced to 50 mg/kg after
two or three applications) 6 hours/day
for 21 consecutive days. No significant
signs of skin irritation was observed at
any dose level. Two male rats were
found dead after 3 applications of 100
mg/kg. There was no evidence prior to
death, at postmortem examination, or
from histopathology, of the possible
cause of death, but it is thought likely
to be due to pyrethroid toxicity.
Animals dosed with 50 mg/kg/day
displayed clinical signs of slight general
toxicity (bizarre behavior, paw flicking,
splayed gait, sides pinched in, thin, tip-
toe gait, reduced stability, dehydration
and reduced splay reflex). Effects on
body weight gain and food consumption
were also seen in males at this dose
level. No toxicologically significant
treatment-related effects were observed
at any other dose level. The NOEL is 10
mg/kg/day and the LEL is 100/50 mg/
kg/day based on death, clinical signs of
toxicity and decreased bodyweight gain
and food consumption.

10. In a 21-day inhalation study rats
were exposed nose-only 6 hours/day, 5
days/week for 21 days to lambda-
cyhalothrin at 0.3, 3.3, or 16.7 pg/L. The
NOEL was 0.3 pg/L and the LOEL was
3.3 pg/L based on decreased bodyweight
gains (high dose males) and food
consumption (high dose, both sexes),
clinical signs of toxicity (paw flicking,
tail erections, tiptoe gait, lachrymation
or salivation), punctate foci on cornea
(both sexes, mid- and high dose), raised
prothrombin time, changes in
hematology, clinical chemistry and
urinalysis parameters and a slight
increase in the incidence of alveolitis in
females.

11. In a 12-month chronic/
carcinogenicity feeding study, dogs
were fed dose (by capsule) levels of
lambda-cyhalothrin at 0, 0.1, 0.5, 3.5
mg/kg/day with a NOEL of 0.1 mg/kg/
day. The LOEL for this study is

established at 0.5 mg/kg/day based upon
clinical signs of neurotoxicity.

12. In a 24—-month chronic feeding/
carcinogenicity study rats were fed diets
containing 0, 10, 50, and 250 ppm (O,
0.5, 2.5 or 12.5 mg/kg/day) of
cyhalothrin. The LEL for chronic
toxicity in rats is 12.5 mg/kg/day and
the NOEL is 2.5 mg/kg/day. There was
no indication of carcinogenic effects
observed under the conditions of the
study.

13. In a carcinogenicity study, mice
were fed dose levels of 0, 20, 100, or 500
ppm (0, 3, 15, or 75 mg/kg/day) of
cyhalothrin in the diet for 2 years. A
systemic NOEL was established at 100
ppm and systemic LOEL at 500 ppm
based on decreased body weight gain in
males throughout the study at 500 ppm.
The EPA has classified lambda-
cyhalothrin as a Group D carcinogen
(not classifiable due to an equivocal
finding in this study). No treatment-
related carcinogenic effects were
observed under the conditions of the
study.

14. Metabolism studies in rats
demonstrated that distribution patterns
and excretion rates in multiple oral dose
studies are similar to single-dose
studies. Accumulation of unchanged
compound in fat upon chronic
administration with slow elimination.
Otherwise, lambda-cyhalothrin was
rapidly metabolized and excreted. The
metabolism of lambda-cyhalothrin in
livestock has been studied in the goat,
chicken, and cow.

15. No neurotoxicity studies are
available. These studies will be required
under a special data call-in letter
pursuant to Section 3(c)(2)(B) of FIFRA.
Although these data are lacking EPA has
sufficient toxicity data to support these
tolerances and these additional studies
are not expected to significantly change
its risk assessment.

B. Toxicological Endpoints

1. Acute toxicity. For acute dietary
risk assessment, EPA used a systemic
NOEL of 0.5 mg/kg/day based on gait
adnormalities in dogs on day 2 in the
chronic toxicity study.

2. Short - and intermediate - term
toxicity. For short-and intermediate-
term dermal risk assessment, EPA
recommends use of a NOEL of 10.0 mg/
kg/day from the 21-day dermal toxicity
study based on systemic toxicity at 50
mg/kg/day (LOEL). A dermal absorption
rate of 25% was used based on weight
of the evidence available for all
structurally related pyrethroids. EPA
used a NOEL of 0.3 pg/L from the 21—
day inhalation study in rats based on
clinical signs indicative of neurotoxicity

(paw slicking) tail erections, and tiptoe
gait) at 3.3 pg/L.

3. Chronic toxicity. EPA has
established the reference dose (RfD) for
lambda-cyhalothrin at 0.001 mg/kg/day.
This RfD is based on a 1-year oral study
in dogs with a NOEL of 0.1 mg/kg/day
and an uncertainty factor (UF) of 100.
The LEL of 0.5 mg/kg/day was based on
clinical signs of neurotoxicity
(convulsions, ataxia, muscle tremors)
and a slight increase in liquid feces.

4. Carcinogenicity. Based on the
available carcinogenicity studies in two
rodent species, lambda-cyhalothrin has
been classified as a Group “D”
chemical, “‘not classifiable as to human
carcinogenicity.” Although lambda-
cyhalothrin was not shown to be
carcinogenic in either the mouse or rat,
the EPA Health Effects Division (HED)
RfD/PEER review committee based the
“D” classification on: (1) Lambda-
cyhalothrin was not tested at adequate
dose levels for carcinogenicity testing in
the mouse, and (2) the equivocal nature
of the findings with regard to the
incidence of mammary
adenocarcinomas. No additional cancer
studies are being required at this time.

C. Exposures and Risks

1. From food and feed uses. The
primary source of human exposure to
lambda-cyhalothrin will be from
ingestion of both raw and processed
food commodities treated with lambda-
cyhalothrin. Tolerances have been
established in 40 CFR 180.438 and 40
CFR 186.3765 for combined residues of
lambda-cyhalothrin and its epimer in or
on a variety of food commodities. Risk
assessments were conducted by EPA to
assess dietary exposures and risks from
lambda-cyhalothrin as follows:

i. Acute exposure and risk. An 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. The acute
dietary exposure used Monte Carlo
modeling incorporating anticipated
residue and percent crop treated
refinements. The acute dietary Margin
of Exposure (MOE) calculated at the
99.9th percentile for the most highly
exposed population subgroup (non-
nursing infants < 1 year old) is 139. The
MOE calculated at the 99.9th percentile
for the general U.S. population is 311.
EPA concludes that there is a reasonable
certainty of no harm for MOE of 100 or
greater. Therefore, the acute dietary risk
assessment for lambda-cyhalothrin
indicates a reasonable certainty of no
harm.

ii. Chronic exposure and risk. The RfD
used for the chronic dietary analysis is
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0.001 mg/kg/day from the lambda-
cyhalothrin chronic dog study and an
uncertainty factor of 100. The chronic
dietary exposure assessment used
anticipated residues and percent crop
treated information. The chronic dietary
exposure estimate for the overall U.S.
population was calculated to be
0.000068 mg/kg/day (6.8% of the RfD
utilized) and for children 1-6 years was
calculated to be 0.000192 mg/kg/day
(19.2% of the RfD utilized).

EPA notes that the acute dietary risk
assessments used Monte Carlo modeling
(in accordance with Tier 3 of EPA June
1996 “‘Acute Dietary Exposure
Assessment’” guidance document)
incorporating anticipated residues and
percent crop treated refinements. The
chronic dietary risk assessment used
percent crop treated information and
anticipated residues. Section
408(b)(2)(E) authorizes EPA to consider
available data and information on the
antipicated residue levels of pesticide
chemicals that have been measure in
food. If EPA relies on such information,
EPA must require that data be provided
5 years after the tolerance is established,
modified or left in effect, demonstration
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 timeframe it
deems appropriate. Section 408 (b)(2)(F)
allows the agency to use data on the
actual percent of crop treated when
establishing a tolerance only where the
Agency can make the following
findings: (1) that the data used are
reliable and provide a valid basis for
showing the percentage of food derived
from a crop that is likely to contain
residues; (2) that the exposure estimate
does not underestimate the exposure for
any significant subpopulation and; (3)
where data on regional pesticide use
and food consumption are available,
that the exposure estimate does not
understate exposure for any regional
population. In addition, the Agency
must provide for periodic evaluation of
any estimates used.

The percent of crop treated estimates
for lambda-cyhalothrin were derived
from federal and market survey data.
EPA considers these reliable. A range of
estimates are supplied by this data and
the upper end of this range was used for
the exposure assessment. By using this
upper end estimate of percent of crop
treated, the Agency is reasonably certain
that exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including

several regional groups. Review of this
regional data allows the Agency to be
reasonably certain that no regional
population is exposed to residue levels
higher than those estimated by the
Agency. To meet the requirement for
data on anticipated residues, EPA will
issue a Date Call-In (DCI) notice
pursuant to FFDCA section 408(f)
requiring submission of data on
anticipated residues in conjunction with
approval of the registration under the
FIFRA.

2. From drinking water. Laboratory
and field data have demonstrated that
lambda-cyhalothrin is immobile in soil
and will not leach into groundwater.
Other data show that lambda-
cyhalothrin is virtually insoluble in
water and extremely lipophilic. As a
result, EPA concludes that residues
reaching surface waters from field
runoff will quickly adsorb to sediment
particles and be partitioned from the
water column. Further, a screening
evaluation of leaching potential of a
typical pyrethroid was conducted using
EPA’s Pesticide Root Zone Model
(PRZM1). Based on this screening
assessment, the potential concentrations
of a pyrethroid in groundwater at depths
of 1 and 2 meters are essentially zero
(<<0.001 parts per billion (ppb)).
Surface water concentrations for
pyrethroids were estimated using
PRZM3 and Exposure Analysis
Modeling System (EXAMS) using
standard EPA cotton runoff and
Mississippi pond scenarios. The
maximum concentration predicted in
the simulated pond was 0.052 ppb.
Concentrations in actual drinking water
would be much lower than the levels
predicted in the hypothetical, small,
stagnant farm pond model since
drinking water derived from surface
water would normally be treated before
consumption.

i. Acute exposure and risk. The acute
drinking water exposure and risk
estimates are 0.000022 mg/kg/day (MOE
22,876) and 0.000042 mg/kg/day (MOE
11,956) for the overall U.S. population
and non-nursing infants < 1 year old,
respectively.

ii. Chronic exposure and risk. The
chronic drinking water exposure and
risk estimates are 0.000000 mg/kg/day
(0.0% of RfD utilized) and 0.000000 mg/
kg/day (0.0% of RfD. Utilized) for the
overall U.S. population and non-nursing
infants < 1 year old, respectively.

3. From non-dietary exposure.
Lambda-cyhalothrin is currently
registered for use on the following
residential non-food sites: general
indoor/outdoor pest control (crack/
crevice/spot), termiticide, ornamental
plants and lawns around homes, parks,

recreation areas and athletic fields, and
golf course turf. Application of this
pesticide in and around these sites is
mainly limited to commercial
applicators. Analyses were conducted
which included an evaluation of
potential non-dietary (residential)
applicator, post-application and chronic
dietary aggregate exposures associated
with lambda-cyhalothrin products used
for residential flea infestation control
and agricultural/commercial
applications. In the case of potential
non-dietary health risks, conservative
point estimates of non-dietary
exposures, expressed as total systemic
absorbed dose (summed across
inhalation and incidental ingestion
routes) for each relevant product use
category (i.e. lawn care) and receptor
based on the toxicity endpoints selected
by EPA for lambda-cyhalothrin,
inhalation and incidental oral ingestion
absorbed doses were combined and
compared to the relevant systemic
NOEL for estimating MOEs.

4. Short- and intermediate-term
exposure and risk. EPA used a NOEL of
0.3 pg/L (0.05 mg/kg/day) from the 21—
day inhalation toxicity study in rats.
The LOEL of 3.3 pg/L was based on
decreased body weight gains and
clinical signs of toxicity including paw
flicking, tail erections and tiptoe gait.
For short- and intermediate-term dermal
exposure MOE calculations, EPA used a
NOEL of 10.0 mg/kg/day based on
systemic toxicity at 50 mg/kg/day
(LOEL). MOE = 100.

The short and intermediate-term non-
dietary aggregate (non-dietary + chronic
dietary (food and water)) MOEs for
lambda-cyhalothrin indicate a
substantial degree of safety. The total
non-dietary (inhalation + incidental
ingestion + dermal) MOEs for post-
application exposure for the lawn care
product evaluated was estimated to be
> 15,000 for adults, 7,200 for children
1-6 years old and 7,000 for infants < 1
year. It can be concluded that the
potential non-dietary and aggregate
(non-dietary + chronic dietary)
exposures for lambda-cyhalothrin are
associated with substantial margin of
safety.

5. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) 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.”
The Agency believes that “‘available
information” in this context might
include not only toxicity, chemistry,
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and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency'’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

Although lambda-cyhalothrin is
structurally similar to other members of
the synthetic pyrethroids class of
insecticide, EPA does not have, at this
time, available data to determine
whether lambda-cyhalothrin has a
common mechanism of toxicity with
other substances or how to include this
pesticide in a cumulative risk
assessment. Unlike other pesticides for
which EPA has followed a cumulative
risk approach based on a common
mechanism of toxicity, lambda-
cyhalothrin 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 lambda-cyhalothrin has a

common mechanism of toxicity with
other substances.

D. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. The acute aggregate risk
assessment takes into account exposure
from food and water. The acute
aggregate MOE calculated at the 99.th
percentile for the U.S. population is
307. In a conservative policy, the
Agency has no cause for concern if total
acute exposure calculated for the 99.9th
percentile yields a MOE of 100 or large.
EPA concludes that there is a reasonable
certainty that no harm will result from
acute aggregate exposure to lambda-
cyhalothrin residues.

2. Chronic risk. Aggregate chronic
exposure is the sum of chronic exposure
from food and chronic water. Using the
exposure assumptions described above,
EPA has concluded that aggregate
exposure to lambda-cyhalothrin from
food and water will utilize 6.8% of the
RfD for the U.S. population. EPA
generally has no concern for exposures
below 100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health.. EPA concludes that
there is a reasonable certainty that no
harm will result from chronic aggregate
exposure to lambda-cyhalothrin
residues.

3. Short- and intermediate-term risk..
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. For lambda-cyhalothrin the
aggegrate MOE (inhalation + incidental
oral + chronic dietary summed across
all product use category was estimated
to be 14,000 for the U.S. population.
EPA concludes that the aggregate short-
and intermediate-term risks do not
exceed levels of concern, and that there
is reasonable certainty that no harm will
result from aggregate exposure to
lambda-cyhalothrin residues.

E. Aggregate Cancer Risk for U.S.
Population

Lambda-cyhalothrin has been
classified by EPA as a Group “D”
chemical, “‘not classifiable as to human
carcinogenicity.” Therefore, this risk
assessment was not conducted.

F. Aggregate Risks and Determination of
Safety for Infants and Children

In assessing the potential for
additional sensitivity of infants and
children to residues of lambda-
cyhalothrin, EPA considered data from
developmental toxicity studies in rats

and rabbits and a three-generation
reproductive toxicity study in rats. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
maternal pesticide exposure during
prenatal development. Reproduction
studies provide information relating to
pre- and post-natal effects from
exposure to the pesticide, information
on the reproductive capability of mating
animals, and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of 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 either
case, EPA generally defines the level of
appreciable risk as exposure that is
greater than 1/100 of the NOEL in the
animal study appropriate to the
particular risk assessment. This
hundredfold uncertainty (safety) factor
is designed to account for inter-species
extrapolation and intra-species
variability. EPA believes that reliable
data support using the standard
hundredfold factor when EPA has a
complete data base under existing
guidelines and when the severity of the
effect in infants or children or the
potency or unusual toxic properties of a
compound do not raise concerns
regarding the adequacy of the standard
factor.

1. Developmental toxicity studies. i.
From the developmental toxicity study
in rats, the maternal (systemic) NOEL
was 10 mg/kg/day. The maternal LEL of
15 mg/kg/day was based on decreased
body weight gain and decreased food
consumption. The developmental (fetal)
NOEL was > 15 mg/kg/day at the HDT.

ii. From the developmental toxicity
study in rabbits, the maternal (systemic)
NOEL was 10 mg/kg/day. The maternal
LEL of 30 mg/kg/day was based on
decreased body weight gain. The
developmental (fetal) NOEL was > 30
mg/kg/day (HDT).

2. Reproductive toxicity study. From
the three-generation reproductive
toxicity study in rats, both the parental
(systemic) and reproductive (pup)
NOEL’s were 1.5 mg/kg/day. Both the
parental (systemic) and reproductive
(pup) LEL’s were 5 mg/kg/day. They
were based on a significant decrease in
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parental body weight (systemic) or a
significant decrease in pup body.

3. Pre- and post-natal sensitivity. The
toxicology data base for lambda-
cyhalothrin is complete with respect to
current toxicological data requirements.
There are no pre- or post-natal toxicity
concerns for infants and children, based
on the results of the rat and rabbit
developmental toxicity studies and the
three-generation reproductive toxicity
study in rats.

The toxicological database relative to
pre- and post- natal sensitivity is
complete. Based on the above, EPA
concludes that reliable data support the
use of the standard hundredfold margin
of uncertainty factor and that an
additional uncertainty factor is not
warranted at this time.

4. Acute risk. The aggregate acute
MOE calculated at the 99.9th percentile
for non-nursing infants < 1 year old is
138. The Agency has no cause for
concern if total acute exposure
calculated for the 99.9th percentile
yields a MOE of 100 or larger. Therefore,
the Agency has no acute aggregate
concern due to exposure to lambda-
cyhalothrin through food and drinking
water.

5. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to lambda-
cyhalothrin from food will utilize 19.2%
of the RfD for children 1-6 years old.
EPA generally has no concern for
exposures below 100% of the RfD
because the RfD represents the level at
or below which daily aggregate dietary
exposure over a lifetime will not pose
appreciable risks to human health. EPA
concludes that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to lambda-cyhalothrin
residues.

6. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background level) plus short-term and
intermediate term residential exposure.
The aggregate MOE was estimated to be
6,300 for children 1-6 years old and
6,800 for infants (< 1 year old). EPA
concludes that the aggregate short- and
intermediate-term risks do not exceed
levels of concern, and that there is
reasonable certainty that no harm will
result from aggregate exposure to
lambda-cyhalothrin residues.

G. Endocrine Disruption

EPA is required to develop a
screening program to determine whether
certain substances (including all
pesticides and inerts) “may have an

effect in humans that is similar to an
effect produced by a naturally occurring
estrogen, or such other endocrine
effect....” The Agency is currently
working with interested stakeholders,
including other government agencies,
public interest groups, industry and
research scientists in developing a
screening and testing program and a
priority setting scheme to implement
this program. Congress has allowed 3
years from the passage of FQPA (August
3, 1999) to implement this program. At
that time, EPA may require further
testing of this active ingredient and end
use products for endocrine disrupter
effects.

I11. Other Considerations
A. Metabolism in Plants and Animals

The metabolism of lambda-
cyhalothrin in plants and animals is
adequately understood for the purpose
of this tolerance. EPA has determined
that plant and animal metabolites do not
need to appear in the tolerance
expression at this time. The residues to
be regulated are lambda-cyhalothrin and
its epimer as specified in 40 CFR
180.438.

B. Analytical Enforcement Methodology

There is a practical analytical method
available for determination of residues
of lambda-cyhalothrin and its epimer.
Adequate enforcement methodology
(gas chromatography/electron capture
detector) for plant and animal
commodities is available to enforce the
tolerances. EPA will provide
information on this method to FDA. In
the interim, the analytical method is
available to anyone who is interested in
pesticide residue enforcement from: By
mail, Calvin Furlow, Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location and telephone
number: Crystal Mall #2, Rm. 1128,
1921 Jefferson Davis Hwy., Arlington,
VA 22202, 703-305-5805.

C. Magnitude of Residues

A report entitled ““Reanalysis of
Chronic and Acute Exposure and Risk
for Lambda-Cyhalothrin Residues”
contains revisions to the originally
submitted report: “Chronic and Acute
Dietary Exposure Analyses and Risk
Assessment for Lambda-Cyhalothrin
Residues in Food.” The report dated
October 10, 1997 contains a list of all
residue values used in the chronic and
acute dietary exposure analyses
(including drinking water). The residue

values have been verified by EPA and
are appropriate.

D. International Residue Limits

No Codex MRLs for residues of
lambda-cyhalothrin have been
established. Canadian MRLs have been
established for residues of lambda-
cyhalothrin. Mexico has established
tolerances for residues of lambda-
cyhalothrin on cottonseed (0.05 ppm)
which is in harmony with the U.S.
tolerance. Mexico has established
tolerances which are below their U.S.
counterparts for corn grain (0.01 vs. 0.05
ppm) and sorghum grain (0.1 vs. 0.2
ppm).

As indicated above there are
differences between the section 408
tolerances and the Codex MRL values
for specific commodities. These
differences could be caused by
differences in methods used to establish
tolerances, calculate animal feed dietary
exposure, and as a result of different
agricultural practices. EPA will
specifically address these differences
when the pesticides are reregistered and
the tolerances made permanent.

1V. Conclusion

Therefore, tolerances are established
for lambda-cyhalothrin and its epimer
in or on broccoli at 0.4 ppm; cabbage at
0.4 ppm; cattle, fat at 3.0 ppm; cattle,
meat at 0.2 ppm; cattle, meat and meat
by-products (mbyp) at 0.2 ppm; corn,
grain (field and pop) at 0.05 ppm; corn,
fodder at 1.0 ppm; corn, forage at 6.0
ppm; corn, sweet (k+kwhr) at 0.05 ppm;
cottonseed at 0.05 ppm; dry bulb onion
at 0.1 ppm; eggs at 0.01 ppm; garlic at
0.1 ppm; goats, fat at 3.0 ppm; goats,
meat at 0.2 ppm; goats, mbyp at 0.2
ppm, hogs, fat at 3.0 ppm; hogs, meat at
0.2 ppm; hogs, mbyp at 0.2 ppm; horses,
fat at 3.0 ppm; horses, meat at 0.2 ppm;
horses, mbyp at 0.2 ppm; lettuce, head
at 2.0 ppm; milk, fat (reflecting 0.2 ppm
in whole milk) at 5.0 ppm; peanuts at
0.05 ppm; peanuts, hulls at 0.05 ppm;
poultry, fat at 0.01 ppm; poultry, meat
at 0.01 ppm; poultry, mbyp at 0.01 ppm;
rice, grain at 1.0 ppm; rice, hulls at 5.0
ppm; rice, straw at 1.8 ppm; sheep, fat
at 3.0 ppm; sheep, meat at 0.2 ppm;
sheep, mbyp at 0.2 ppm; soybeans at
0.01 ppm; sorghum, grain at 0.02 ppm;
sorghum, grain dust at 1.5 ppm;
sunflower, seeds at 0.2 ppm; sunflower,
forage at 0.2 ppm; tomatoes at 0.1 ppm;
wheat, grain at 0.05 ppm; wheat, forage
at 2.0 ppm; wheat, hay at 2.0 ppm;
wheat, straw at 2.0 ppm; wheat, grain
dust at 2.0 ppm; corn, grain flour at 0.15
ppm; sunflower, oil at 0.30 ppm;
sunflower, hulls at 0.50 ppm; tomato
pomace (dry or wet) at 6.0 ppm; and
wheat, bran at 0.2 ppm.
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In addition to the tolerance being
amended, since for purposes of
establishing tolerances FQPA has
eliminated all distinctions between raw
and processed food, EPA is combining
the tolerances that now appear in
§§185.3765 and 186.3765 with the
tolerances in § 180.438 and is removing
§§185.3765 and 186.3765.

V. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to ‘“‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by January 26, 1998,
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
above (40 CFR 178.20). A copy of the
objections and/or hearing requests filed
with the Hearing Clerk should be
submitted to the OPP docket for this
rulemaking. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
grounds for the objections (40 CFR
178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking

any part or all of that information as

Confidential Business Information (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.

V1. Public Record and Electronic
Submissions

EPA has established a record for this
rulemaking under docket control
number [OPP-300581] (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 1132 of the Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, Crystal Mall #2, 1921 Jefferson
Davis Highway, Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

VII. Regulatory Assessment
Requirements

This final rule establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). 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 Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances are
established on the basis of a petition
under FFDCA section 408(d), 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. Nevertheless, the
Agency has previously assessed whether
establishing tolerances, exemptions
from tolerances, raising tolerance levels
or expanding exemptions might
adversely impact small entities and
concluded, as a generic matter, that
there is no adverse economic impact.
The factual basis for the Agency’s
generic certification for tolerance
actions published on May 4, 1981 (46
FR 24950) and was provided to the
Chief Counsel for Advocacy of the Small
Business Administration.

VIII. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A), as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, the
Agency has submitted 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 General
Accounting Office prior to publication
of this rule in today’s Federal Register.
This is not a ““major rule’ as defined by
5 U.S.C. 804(2).

List of Subjects
40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.
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40 CFR Part 185

Environmental protection, Food
additives, Pesticides and pests.

40 CFR Part 186

Environmental protection, Feed
additives, Pesticides and pests.

Dated: November 14, 1997.
James Jones,
Acting Director, Registration Division Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

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

Authority: 21 U.S.C. 346a and 371.
b. Section 180.438 is amended by
revising paragraph (a) to read as follows:

§180.438 Lambda-cyhalothrin; tolerances
for residues.

(a) General. (1) Tolerances are
established for the combined residues of
the pyrethroid lambda-cyhalothrin, 1:1
mixture of (S)-a-cyano-3-
phenoxybenzyl-(Z)-(1R,3R)-3-(2-chloro-
3,3,3- trifluoroprop-1-enyl)-2,2-
dimethylcyclopropanecarboxylate and
(R)-a-cyano-3-phenoxybenzyl-(Z)-
(1S,3S)-3-(2-chloro-3,3,3- trifluoroprop-
1l-enyl)-2,2-
dimethylcyclopropanecarboxylate and
its epimer expressed as epimer of
lambda-cyhalothrin, a 1:1 mixture of
(S)-a-cyano-3-phenoxybenzyl-(Z)-
(1S,3S)-3-(2-chloro-3,3,3-trifluoroprop-
1l-enyl)-2,2-
dimethylcyclopropanecarboxylate and
(R)-a-cyano-3- phenoxybenzyl-(Z)-
(1R,3R)-3-(2-chloro-3,3,3- trifluoroprop-
1l-enyl)-2,2-
dimethylcyclopropanecarboxylate, on
plants and livestocks, as indicated in
the following table.

] Parts per mil-
Commodity fied
Broccoli ......coocviiiiiiiiiiiee 0.4
Cabbage ......ccccoevveiniiienieenn 0.4
Cattle, fat ......ccoovvverviriieniees 3.0
Cattle, meat ........cccoecvvveeeenn. 0.2
Cattle, mbyp ....ccooveevvvreeinn, 0.2
Corn, grain (field and pop) ... | 0.05
Corn, fodder ........ccccevvernenne 1.0
Corn, forage ......cccccocvveenenenn. 6.0
Corn, grain flour ................... 0.15
Corn, sweet (K+kwhr) .......... 0.05
Cottonseed .........ccocvevivennenns 0.05
Dry bulb onion ..........ccccee.... 0.1
EQOS e 0.01
Garlic ...cooeeveeeeiee e 0.1
Goats, fat .....cccovveriiiiieiiee 3.0
Goats, meat ........cccceeeeeeinnne 0.2
Goats, mMbyp ...coovveeiiiieeienn 0.2
Hogs, fat ..o, 3.0
Hogs, meat ......ccccceeevvivvnnenn. 0.2

: Parts per mil-
Commaodity Iign
Hogs, mbyp ...ccccevviieeiiiees 0.2
Horses, fat .......cccocoeeiiiieennnns 3.0
Horses, meat ........ccccoocvvvennee 0.2
Horses, mbyp ......cccccovcieenne 0.2
Lettuce, head .........ccceevueenee. 2.0
Milk, fat (reflecting 0.2 ppm 5.0
in whole milk).
Peanuts .........ccccceeeiiiiiiinennnn. 0.05
Peanuts, hulls ...........ccee... 0.05
Poultry, fat ......ccccoeiiiiiies 0.01
Poultry, meat ........cccccecvveeenns 0.01
Poultry, mbyp .....ccociiiiies 0.01
Rice, grain .......cccccceeeeviieennnns 1.0
Rice, hulls ... 5.0
Rice, Straw ........ccccecveveennne. 1.8
Sheep, fat ....ccooceeiiiieeee 3.0
Sheep, meat .........ccccvvevveennne 0.2
Sheep, mbyp ...cocoeviieeiieene 0.2
Soybeans ........cccceveiieiiinennn 0.01
Sorghum, grain .............cc..... 0.2
Sorghum, grain dust ............ 15
Sunflower, forage ................. 0.2
Sunflower, hulls .................... 0.50
Sunflower, Oil ........ccoeevieenne 0.30
Sunflowers, seeds ................ 0.2
TOMAtOES ....ovvevvviiiiiieieeene 0.1
Tomato pomace (dry or wet) | 6.0
Wheat, grain .........ccccceeeeennen. 0.05
Wheat, forage ..........ccceeueeen. 2.0
Wheat, hay ........ccccoevieeennnen. 2.0
Wheat, straw ............ 2.0
Wheat, grain dust 2.0
Wheat, bran ........cccceevennen. 0.2

(2) A food additive tolerance of 0.01
part per million is established for
residues of the insecticide
[1a(S*),3a(2)]-(x)-cyano(3-
phenoxyphenyl)methyl 3-(2-chloro-
3,3,3-trifluoro-1-propenyl)-2,2-
dimethylcyclopropanecarboxylate
(lambdacyhalothrin) as follows:

(i) In or on all food items (other than
those already covered by a higher
tolerance as a result of use on growing
crops) in food-handling establishments
where food products are held,
processed, or prepared.

(i) Application shall be limited solely
to spot and/or crack and crevice
treatment with a spray solution
maximum of a 0.06-percent active
ingredient by weight. Food must be
removed or covered during treatment.
Spray should not be applied directly to
surfaces or utensils that may come into
contact with food. Food-contact surfaces
and equipment should be thoroughly
cleaned with an effective cleaning
compound and rinsed with potable
water before using.

(iii) For spot treatment, a coarse low-
pressure spray shall be used. Limit
individual spot treatments to an area no
larger than 20 percent of the surface
area. Any individual spot treatment
shall not exceed 2 square feet.

(iv) For crack and crevice treatment,
equipment capable of delivering a pin-

stream of spray directly into the cracks
and crevices shall be used.

(v) To assure safe use of the additive,
its label and labeling shall conform to
that registered with the U.S.
Environmental Protection Agency, and
it shall be used in accordance with such
label and labeling.

(3) A food additive tolerance is
established for residues of the
insecticide [1a (S*),3a(Z)]-(x)-cyano-(3-
phenoxylphenyl)methyl 3-(2-chloro-
3,3,3-trifluoro-1-propenyl)-2,2-
dimethylcyclopropanecarboxylate as
follows:

. Parts per
Commodity million
Hops, dried .....cccccoviiiiiiiee, 10.0
* * * * *

PART 185—[AMENDED]

2. In part 185:
a. The authority citation for part 185
continues to read as follows:

Authority: 21 U.S.C. 348.

§185.3765 [Removed]
b. Section 185.3765 is removed.

PART 186—[AMENDED]

3. In part 186:
a. The authority citation for part 186
continues to read as follows:

Authority: 21 U.S.C. 346a and 371.
§186.3765 [Removed]
b. Section 186.3765 is removed.

[FR Doc. 97-30959 Filed 11-25-97; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 180, 185 and 186
[OPP-300582; FRL-5755-2]

RIN 2070-AB78
Cyfluthrin; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of cyfluthrin in
or on the raw agricultural commodities
in or on the following raw agricultural
commodities: alfalfa; alfalfa, hay;
aspirated grain fractions; carrots; cattle,
fat; cattle, meat; cattle, meat by-products
(mbyp); citrus, crop group; citrus dried
pulp; citrus oil; cottonseed; cottonseed,
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hulls; cottonseed, oil; eggs; goats, fat;
goats, meat; goats, mbyp; hogs, fat; hogs,
meat; hogs, mbyp; horses, fat; horses,
meat; horses, mbyp; milkfat; peppers;
poultry, fat; poultry, meat; poultry,
mbyp; radishes; sheep, fat; sheep, meat;
sheep, mbyp; sorghum, fodder;
sorghum, forage; sorghum, grain;
sugarcane; sugarcane, molasses;
sunflower, forage; sunflower, seed;
tomato; tomato, concentrated products;
and tomato, pomace (wet and dry). It
also removes time limitations for
tolerances for residues of cyfluthrin on
the same commodities. Bayer Ag
Corporation requested these tolerances
under the Federal Food, Drug and
Cosmetic Act (FFDCA), as amended by
the Food Quality Protection Act of 1996
(Pub. L. 104-170).

DATES: This regulation is effective
November 26, 1997. Objections and
requests for hearings must be received
by EPA on or before January 26, 1998.
ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300582],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300582], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 1132, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1 file format
or ASCII file format. All copies of
objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300582]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of

objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: George T. LaRocca, Product
Manager 13, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number, and
e-mail address: Crystal Mall #2, 1921
Jefferson Davis Hwy., Arlington, VA,
(703) 305-6100, e-mail:
larocca.george@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: In the
Federal Register of January 25, 1988 (53
FR 1924), EPA established time-limited
tolerances under Section 408 and 409 of
the Federal Food Drug and Cosmetic Act
(FFDCA), 21 U.S.C. 346a(d) and 348 for
residues of cyfluthrin. These tolerances
expire on November 15, 1997. On
September 15, 1997, Bayer requested
that the time limitation for tolerances
established for residue of the insecticide
cyfluthrin in the above mentioned
commodities be removed based on
environmental effects data that they had
submitted as a condition of the
registration and time-limited tolerances.
Bayer also submitted a summary of its
petition as required under the FFDCA as
amended by the Food Quality Protection
Act (FQPA) of 1996 (Pub. L. 104-170).

In the Federal Register of Thursday,
September 25, 1997 (62 FR 50337)
(FRL-5748-2), EPA issued a notice
pursuant to section 408 of the FFDCA,
21 U.S.C. 346a(e) announcing the filing
of pesticide petitions (4F3046, 9F3731,
3F4204, 4F4313, 2F4137, and 4F4313
and food/feed additive petitions
4H5427, 9H5574, 3H5670, 4H5686, and
4H5687) for tolerances by the Bayer Ag
Corporation, 8400 Hawthorn Rd.,
Kansas City, MO 64120. This notice
included a summary of the petitions
prepared by the Bayer Ag Corporation.
There were no comments received in
response to the notice of filing.

The petitions requested that 40 CFR
180.436 be amended by establishing
permanent tolerances for residues of the
insecticide cyfluthrin, in or on alfalfa,
carrots, citrus, cotton, peppers, radishes,
sorghum, sugarcane, sweet corn,
sunflowers and tomatoes at the
following levels part per million (ppm):
alfalfa, 5.0 ppm; alfalfa, hay, at 10.0
ppm; aspirated grain fractions at 300
ppm; carrots at 0.2 ppm; cattle, fat, at
5.0 ppm; cattle, meat, at 0.4 ppm; cattle,
mbyp at 0.4 ppm; citrus, crop group, at
0.2 ppm; citrus, dried pulp at 0.3 ppm;
citrus oil, at 0.3 ppm; cottonseed at 1.0
ppm; cottonseed, oil, at 2.0 ppm;
cottonseed, hulls, at 2.0 ppm; eggs at
0.01 ppm; goats, fat, at 5.0 ppm; goats,

meat, at 0.4 ppm; goats, mbyp at 0.4
ppm; hogs, fat, at 5.0 ppm; hogs, meat,
at 0.4 ppm; hogs, mbyp at 0.4 ppm;
horses, fat, at 5.0 ppm; horses, meat, at
0.4 ppm; horses, mbyp at 0.4 ppm;
milkfat, at 15.0 ppm (representing 0.5
ppm in whole milk); peppers, at 0.5
ppm; poultry, fat, at 0.01 ppm; poultry,
meat, at 0.01 ppm; poultry, mbyp at 0.01
ppm; radishes at 1.0 ppm; sheep, fat, at
5.0 ppm; sheep, meat, at 0.4 ppm;
sheep, mbyp at 0.4 ppm; sorghum,
fodder, at 5.0 ppm; sorghum, forage,

at 2.0 ppm; sorghum, grain at 4.0 ppm;
sugarcane, at 0.05 ppm; sugarcane,
molasses, at 0.2 ppm; sunflower, forage,
at 1.0 ppm; sunflower, seed, at 0.02
ppm; tomato, at 0.2 ppm; tomato,
concentrated products, at 0.5 ppm; and
tomato, pomace (wet and dry) at 5.0

ppm. S :

In the Notice of Filing, the established
tolerance levels for cattle, fat; goat, fat;
hog, fat; and horse, fat were incorrectly
listed as 1.0 ppm. The correct tolerance
level for these commodities is 5.0 ppm
as stipulated in PP No. 2F4137 in the
Federal Register of July 31, 1996 (61 FR
39883)(FRL-5387-2). A tolerance level
of 5.0 ppm was considered by EPA for
risk assessment purposes.

The basis for time-limited tolerances
that expire November 15, 1997 was
given in the Federal Register of October
20, 1993 (58 FR 54094). These time-
limited tolerances were predicated on
the expiration of pesticide product
registrations that were made conditional
due to lack of certain ecological and
environmental effects data. The
rationale for using time-limited
tolerances was to encourage pesticide
manufacturers to comply with the
conditions of registration in a timely
manner. There is no regulatory
requirement to make tolerances time-
limed due to the conditional status of a
product registration under the Federal
Insecticide, Fungicide, Rodenticide Act
(FIFRA) as amended. It is current EPA
policy to no longer establish time
limitations on tolerances with
expiration dates if none of the
conditions of registration have any
bearing on human dietary risk. This
current action meets that condition and
thus expiration dates associated with
specific crop tolerances are being
deleted.

l. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(i) of the
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) defines
“safe’” to mean that “‘there is a
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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) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a ““safety factor”) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily

exposure to a pesticide residue at or
below the RfD (expressed as 100% or
less of the RfD) is generally considered
acceptable by EPA. EPA generally uses
the RfD to evaluate the chronic risks
posed by pesticide exposure. For shorter
term risks, EPA calculates a margin of
exposure (MOE) by dividing the
estimated human exposure into the
NOEL from the appropriate animal
study. Commonly, EPA finds MOEs
lower than 100 to be unacceptable. This
100-fold MOE is based on the same
rationale as the 100-fold uncertainty
factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“acute,” “short-term,” “‘intermediate
term,” and “‘chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and

non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all three
sources are not typically added because
of the very low probability of this
occurring in most cases, and because the
other conservative assumptions built
into the assessment assure adequate
protection of public health. However,
for cases in which high-end exposure
can reasonably be expected from
multiple sources (e.g. frequent and
widespread homeowner use in a
specific geographical area), multiple
high-end risks will be aggregated and
presented as part of the comprehensive
risk assessment/characterization. Since
the toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
ground water or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
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each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a ““worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

I1. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
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 cyfluthrin and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for
tolerances for residues of cyfluthrin on
alfalfa, carrots, citrus, cotton, peppers,
radishes, sorghum, sugarcane,
sunflowers and tomatoes at the
following levels (ppm): alfalfa, forage, at
5.0 ppm; alfalfa, hay, at 10.0 ppm;
aspirated grain fractions at 300 ppm;
carrots at 0.2 ppm; cattle, fat, at 5.0
ppm; cattle, meat, at 0.4 ppm; cattle,
mbyp at 0.4 ppm; citrus, crop group, at
0.2 ppm; citrus dried pulp, at 0.3 ppm;
citrus oil, at 0.3 ppm; cottonseed at 1.0
ppm; cottonseed, hulls, at 2.0 ppm;
cottonseed, oil, at 2.0 ppm; eggs at 0.01
ppm; goats, fat, at 5.0 ppm; goats, meat,
at 0.4 ppm; goats, mbyp at 0.4 ppm;
hogs, fat, at 5.0 ppm; hogs, meat, at 0.4
ppm; hogs, mbyp at 0.4 ppm; horses, fat,
at 5.0 ppm; horses, meat, at 0.4 ppm;
horses, mbyp at 0.4 ppm; milkfat, at
15.0 ppm (representing 0.5 ppm in
whole milk); peppers, at 0.5 ppm;
poultry, fat, at 0.01 ppm; poultry, meat,
at 0.01 ppm; poultry, mbyp at 0.01 ppm;
radishes at 1.0 ppm; sheep, fat, at 5.0
ppm; sheep, meat, at 0.4 ppm; sheep,
mbyp at 0.4 ppm; sorghum, fodder, at
5.0 ppm; sorghum, forage, at 2.0 ppm;
sorghum, grain at 4.0 ppm; sugarcane, at
0.05 ppm; sugarcane, molasses, at 0.2
ppm; sunflower, forage, at 1.0 ppm;
sunflower, seed, at 0.02 ppm; tomato, at
0.2 ppm; tomato, concentrated products,
at 0.5 ppm; and tomato, pomace (wet

and dry) at 5.0 ppm. EPA’s assessment
of the dietary 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. The nature of the
toxic effects caused by cyfluthrin are
discussed below.

1. Acute toxicity. The required
toxicity battery studies for acute oral
(LDsp 216.2 mg/kg), dermal (LDso >5,000
mg/kg), inhalation (LCsp 20.468 mg/L),
primary eye irritation (category Ill),
primary dermal irritation (category 1V),
and dermal sensitization have been
conducted and were found adequate.
Cyfluthrin is not a dermal sensitizer.

2. Mutagenicity. There are seven
acceptable studies upon which the
Agency based its evaluation: three
reverse mutation assays (Salmonella
typhimurium , E. coli and
Saccharomyces cerevisiae ); one reverse
mutation, mitotic recombination and
conversion assay in Saccharomyces
cerevisiae ; one CHO/HGPRT assay; one
sister chromatid exchange assay in CHO
cells; and one UDS assay in primary rat
hepatocytes. All these studies were
negative. There is no mutagenicity
concern.

3. Reproductive and developmental
toxicity— i. Oral developmental study
in rats. Cyfluthrin was administered via
gavage to pregnant female rats during
days 6-15 of gestation at dose levels of
0, 1, 3, or 10 milligrams/kilograms/day
(mg/kg/day). A maternal LOEL was not
observed. (i.e. the maternal NOEL is >10
mg/kg/day). A developmental LOEL was
not observed. The developmental NOEL
is >10 mg/kg/day. This developmental
study in rats was classified core
guideline.

ii. Oral developmental study in
rabbits. Cyfluthrin was administered via
gavage to pregnant female rabbits during
days 6-18 of gestation at dose levels of
0, 20, 60, or 180 mg/kg/day. The
maternal LOEL is 60 mg/kg/day based
on decreased body weight gain and food
consumption during the dosing period.
The maternal NOEL is 20 mg/kg/day.
The developmental LOEL is 60 mg/kg/
day based on increased numbers of
resorptions and percent incidence of
postimplantation loss. The
developmental NOEL is 20 mg/kg/day.
This study was classified core guideline.

iii. Rat developmental studies via
inhalation. In the first two studies,
pregnant female rats at day 0 gestation
were exposed head-only to cyfluthrin
concentrations of 0, 1.1, 4.7 or 23.7 mg/
m3/day (milligrams/per cubic meter/
day) for 6 hours/day on gestation days
6 through 15. In the second study, the
dams were exposed to analytical
concentrations of 0, 0.09, 0.25, 0.59 or
4.2 mg/m3 of the test material. The dams
were sacrificed on day 20 and their
pups removed by caesarian section. The
maternal NOEL was 1.1 mg/m3 and the
maternal LOEL was 4.7 mg/ms3 (reduced
motility, dyspnea, piloerection,
ungroomed coats and eye irritation. The
developmental NOEL was 0.59 mg/m3
and the developmental LOEL was 1.1
mg/m3 (increases in the incidence of
runts and skeletal anomalies in the
sternum (1.1 mg/m3 and above);
increases in post-implantation losses
and decreases in pup weights (4.7 mg/
m3 and above) and increased incidences
of late embryonic deaths, in skeletal
anomalies in the extremities, pelvis and
skull and in microphthalmia (23.7 mg/
m3). The study was graded core
minimum.

In a third study, In a developmental
toxicity study via inhalation, cyfluthrin
was administered to female rats at 0.46,
2.55, 11.9 or 12.8 mg/m3 exposure levels
for gestational days 6 through 15 in a
nose only inhalation chamber. The rats
were exposed to the test material 6
hours per day, 7 days per week. The
maternal NOEL/LOEL were < 0.46/<0.46
mg/m3 based on decreased body weight
gain and reduced relative food
efficiency. The developmental NOEL/
LOEL were 0.46/2.55 mg/m3 based on
reduced fetal and placental weight,
reduced ossification in the phalanx,
metacarpals and vertebrae. This study
was classified as core guideline.

iv. 3-Generation reproduction study.
Cyfluthrin was administered in the diet
to male and female rats dose levels of O,
50, 150, or 450 ppm (actual animal
intake; 0, 2.5, 7.5, or 22.5 mg/kg/day).
The LOEL for parental toxicity was 450
ppm (22.5 mg/kg/day) based on
decreased body weight gains. The NOEL
for parental toxicity is 150 ppm (7.5 mg/
kg/day). The LOEL for reproductive
toxicity was 150 ppm (7.5 mg/kg/day)
based on decreased viability and
lactational indices and decreased pup
body weight gains. The reproductive
NOEL was 50 ppm (2.5 mg/kg/day). The
multigeneration reproductive study in
the rat was classified core minimum.

4. Subchronic toxicity— i. 28-Day oral
toxicity study in rats. Cyfluthrin was
administered to SPF-Wistar rats via
gavage at 0, 5, 20, or 80 (40) mg/kg/day.
The high dose was 80 mg/kg/day during
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the first and third weeks and 40 mg/kg/
day during the second and fourth
weeks. The LOEL was 80 (40) mg/kg/
day in both sexes based on clinical signs
of nerve toxicity, decreases in body
weight gain, and changes in liver and
adrenal weights. The NOEL was 20 mg/
kg/day. This study was classified as core
minimum.

ii. 28-Day oral toxicity study in rats.
Rats were dosed with cyfluthrin in the
diet at 0, 100, 300, or 1,000 ppm
(equivalent to 0, 5, 15, or 50 mg/kg/day).
The LOEL was 15 mg/kg/day in both
sexes based on decreased blood glucose.
The NOEL was 5 mg/kg/day. This study
was classified core supplementary.

iii. 3 Month feeding study in rats. SPF
Wistar rats were dosed with cyfluthrin
in the diet at 0, 30, 100, or 300 ppm
(equivalent to 0, 1.5, 5, or 15 mg/kg/day)
for 3 months. No treatment related
effects were observed at any of the
levels tested, thus the NOEL for this 3-
month rat feeding study was 15 mg/kg/
day for both sexes. This study was
classified core minimum.

iv. 6 Month dog feeding study.
Cyfluthrin was administered in the diet
to dogs at 0, 65, 200 or 600 ppm
(equivalent to 0, 1.62, 5 or 15 mg/kg/
day) for 26 weeks. The LOEL for this
study was 15 mg/kg/day for both sexes,
based on neurological effects (hindlimb
abnormalities) and gastrointestinal
disturbances. The NOEL was 5 mg/kg/
day for males and females. The study
was classified as core minimum.

V. 21-Day dermal study in rats. In a
21-day repeated dose dermal toxicity
study, male and female rats were treated
with cyfluthrin by dermal occlusion at
target doses of 0, 100, 340, or 1,000 mg/
kg/day for 6 hours/day (average actual
dose levels were 0, 113, 376 or 1,077
mg/kg/day). No mortality was observed,
and there were no treatment-related
effects on body weight, ophthalmology,
organ weights, clinical biochemistry, or
hematology. The LOEL for dermal
effects was 376 mg/kg/day for male and
female Sprague-Dawley rats based on
gross and histological skin lesions. The
NOEL for dermal effects was for
technical Baythroid was 113 mg/kg/day.
The LOEL for systemic effects was 1,077
mg/kg/day based on decreased food
consumption, red nasal discharge and
urine staining. The NOEL for systemic
effects was 376 mg/kg/day. This study
was classified as acceptable.

vi. 3-Week inhalation toxicity studies
in rats— a. Wistar rats were dynamically
exposed by nose-only inhalation to
cyfluthrin in at concentrations of 0, 2.3,
11.5, or 69.6 mg/ for 6 hours/day, 5
consecutive days/week for 3 weeks
(total of 15 exposures). The LOEL was
2.3 mg/m 3, based on the treatment-

related effects on body weight and
temperature observed during the 3-week
exposure period. A NOEL was not
established; therefore, this study was
repeated using lower doses.

b. Wistar rats were dynamically
exposed by nose-only inhalation to
cyfluthrin at concentrations of 0, 0.4,
1.4, or 10.5 mg/m3 for 6 hours/day, 5
consecutive days/week for 3 weeks
(total of 15 exposures). The LOEL was
10.5 mg/m3, based on the treatment-
related behavioral effects as well as
effects on body and organ (spleen)
weights. The NOEL is 1.4 mg/m3. These
studies were classified as core
minimum.

vii. 4-Week inhalation toxicity study
in rats. Rats were dynamically exposed
by inhalation (nose only) to cyfluthrin at
concentrations of 0, 0.44, 6.04, or 46.6
mg/m3 for 6 hours/day, 5 consecutive
days/week for 4 weeks (20 exposures).
The LOEL is 6.04 mg/m3 based on the
decrease in body and thymus weights,
hypothermia, reduction in leukocytes
counts (females), and low serum
protein. The NOEL is 0.44 mg/m3. This
subacute inhalation toxicity study in
rats was classified as supplementary.

viii. 13-Week inhalation toxicity study
in rats. Rats were dynamically exposed
by head-only inhalation to cyfluthrin at
concentrations of 0, 0.09, 0.71, or 4.51
mg/m3 for 6 hours/day, 5 consecutive
days/week for 13 weeks. All animals
survived the 13-week study, and no
treatment-related changes were
observed in organ weight, gross
pathology, and histopathology. The
LOEL was 0.71 mg/m3, based on the
treatment-related behavioral effects in
females as well as the increased urinary
protein in males. The NOEL was 0.09
mg/m3. This study was classified as core
minimum.

5. Chronic toxicity— i. 1 Year dog
study. Cyfluthrin was fed to beagle dogs
at 0, 40, 160, or 640 ppm (equivalent to
0, 1, 4, or 16 mg/kg/day) for 52 weeks.
The NOEL was 4 mg/kg bw/day. The
LOEL was 16 mg/kg/day for both sexes,
based on slight ataxia in two dogs on
single occasions, decreased body weight
in males, and on observations of
increased vomiting and diarrhea at the
high dose. The NOEL is 4 mg/kg/day.
This study was classified as core
minimum.

ii. Chronic/carcinogenicity-rat.
Cyfluthrin was administered for 24
months in the diet to rats at dose levels
of 0, 50, 150, or 450 ppm (equivalent to
2.02, 6.19, or 19.20 mg/kg/day in males
and 2.71, 8.15, or 25.47 mg/kg/day in
females based on food consumption and
body weights). The chronic LOEL was
150 ppm (equivalent to 6.19 mg/kg/day
in males and 8.15 mg/kg/day in females)

based on decreased body weights in the
high-dose animals and the mid-dose
males. The chronic NOEL was 50 ppm
(equivalent to 2.02 mg/kg/day in males
and 2.71 mg/kg/day in females). Under
the conditions of this study, there was
no evidence of carcinogenic potential.
The study was classified core minimum
for both chronic toxicity and
oncogenicity.

iii. Chronic/carcinogenicity- mouse.
In a chronic/carcinogenicity study,
cyfluthrin was administered in the diet
for 23 months to mice at dose levels of
0, 50, 200, or 800 ppm (equivalent to
11.6, 45.8, or 194.5 mg/kg/day in males
and 15.3, 63.0, or 259.9 in females based
on food consumption and body
weights). There were no treatment
related changes noted in the clinical
observation, food consumption,
hematology, gross observation, organ
weight, and microscopic data. The
chronic LOEL is 50 ppm (equivalent to
11.6 mg/kg/day in males and 15.3 mg/
kg/day in females) based on increased
alkaline phosphatase activity in the
dosed males. A chronic NOEL was not
established in male and female mice.
Under the conditions of this study, there
was no evidence of carcinogenic
potential. This study was classified core
minimum for carcinogenicity and
supplementary for chronic toxicity.

6. Animal metabolism. Metabolism
studies in rats showed that cyfluthrin is
rapidly absorbed and excreted, mostly
as conjugated metabolites in the urine,
within 48 hours. An enterohepatic
circulation was observed.

7. Neurotoxicity. Other studies
evaluated included a subacute oral
neurotoxicity study in rats (LOEL of 50/
mg/kg/day; no NOEL observed); a
second subacute oral neurotoxicity
study (NOEL of 40 mg/kg/day); a
subchronic neurotoxicity study in rats
(NOEL <60 mg/kg/day), and a subacute
inhalation study in mice NOEL for
pups, 0.006 mg/L; parental NOEL 0.058
mg/L HDT). These studies were all
graded acceptable/guideline. Additional
neurotoxicity data may be required
under a special Data-Call-In letter
pursuant to section 3(c)(2)(B) of FIFRA.
Although these data are lacking, EPA
has a sufficient toxicity data base to
support these tolerances and these
additional studies are not expected to
significantly change its risk assessment.

B. Toxicological Endpoints

1. Acute toxicity. To assess acute
dietary risk, the Agency used an
endpoint of 20 mg/kg/day, the NOEL
from the oral developmental toxicity
study in rabbits.

2. Short - and intermediate - term
toxicity. For the short and intermediate
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term dermal exposures, the Agency used
a NOEL of 20 mg/kg/day from the rabbit
developmental study. The dermal
absorption rate was 25%. This factor is
based on the weight of evidence
available for structurally related
pyrethroids. For the short term
inhalation exposures, the Agency used a
NOEL of 0.00044 mg/L based on
decreases in body and thymus weights,
hypothermia, and clinical pathology at
0.00604 mg/L in a 28-day inhalation
study. The recommended MOE is 300
which includes FQPA considerations.
For the intermediate term inhalation
exposure, the Agency used a NOEL of
0.00009 mg/L based on behavioral
effects in rats at 0.00071 mg/L in a 90-
day inhalation study. The additional
certainty factor was included for
inhalation because an inhalation study
is available in the mouse which
indicates increased sensitivity of the
pups in comparison to the dams.

3.Chronic toxicity. EPA has
established the RfD for cyfluthrin at
0.008 mg/kg/day. This RfD is based on
a chronic/carcinogenicity feeding study
in the rat with a NOEL of 2.5 mg/kg/day
and an uncertainty factor of 300.

4. Carcinogenicity. Cyfluthrin has
been classified as a Group E chemical
(evidence of non-carcinogenicity for
humans) by the Agency. The
classification was based on a lack of
convincing evidence of carcinogenicity
in adequate studies with two animal
species, rat and mouse.

C. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.436) for the parent residues of
cyfluthrin, in or on a variety of raw
agricultural commodities. For purposes
of dietary risk assessment, residue data
generated from residue field trials
conducted at maximum application
rates and minimum preharvest intervals
were used. To assess secondary
exposure from edible animal
commodities, animal dietary burdens
were calculated using mean field trial
residues, adjusted for percent crop
treated and applying appropriate
processing factors for all feed items.
Risk assessments were conducted by
EPA to assess dietary exposures and
risks from cyfluthrin as follows:

i. Acute exposure and risk. 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 day or single exposure. For the acute
dietary exposure analysis for cyfluthrin
treated raw agricultural commodities
and processed food items, residue field
trial data incorporating percent crop

treated refinement and anticipated
residues were used in Monte Carlo
modeling (in accordance with Tier 3 of
EPA June 1996 ‘‘Acute Dietary Exposure
Assessment’”” guidance document). The
acute exposure via food was estimated
as 0.004917 mg/kg/day for adults in the
U.S., and 0.010687 mg/kg/day for
nonnursing infants < 1 year old (most
highly exposed subgroup. To assess
acute dietary risk, the Agency used an
endpoint of 20 mg/kg/day, the NOEL
from the oral developmental toxicity
study in rabbits. The resulting margin of
exposure (MOE) is 4,068 for the general
U.S. population, and 1,871 for
nonnursing infants < 1 year old. For
cyfluthrin, EPA generally has no
concern for MOEs over 300.

ii. Chronic exposure and risk. The
chronic dietary exposure assessment
incorporated tolerance values and
percent crop treated information. The
RfD used was 0.008 mg/kg/day.
Exposure was estimated at 0.000076 mg/
kg/day for the U.S. population, and
0.000151 mg/kg/day for nonnursing
infants < 1 year old. The percent RfD
occupied is 1.0 % for the U.S.
population, and 1.9% for infants < 1
year old. EPA generally has no concern
for RfD of less than 100%

Section 408(b)(2)(E) authorizes EPA to
consider available data and information
on the anticipated residue levels of
pesticides residues in food and the
actual levels of pesticide chemicals that
have been measured in food. If EPA
relies on such information, EPA must
require that data be provided five 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 use data on the actual
percent of crop treated when
establishing a tolerance only where the
Agency can make the following
findings: (1) That the data used are
reliable and provide a valid basis for
showing the percentage of food derived
from a crop that is likely to contain
residues; (2) that the exposure estimate
does not underestimate the exposure for
any significant subpopulation and; (3)
where data on regional pesticide use
and food consumption are available,
that the exposure estimate does not
understate exposure for any regional
population. In addition the Agency
must provide for periodic evaluation of
any estimates used.

The percent of crop treated estimates
for cypermethrin were derived from
federal and market basket survey data.
EPA considers these data reliable. A
range of estimates supplied by this data
and upper end of this range was used

for the exposure assessment. By using
this upper end estimate of percent crop
treated, the Agency is reasonably certain
that exposure is not underestimated for
any significant subpopulation. Further,
regional consumption information is
taken into account through EPA’s
computer based model for evaluating
exposure of significant subpopulations
including several regional groups.
Review of this regional data allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. To meet the
requirement for data on anticipated
residues, EPA will issue a Data Call-In
(DCI) notice pursuant to FFDCA section
408(f) requiring submission of data on
anticipated residues in conjunction with
approval of the registration under
FIFRA.

2. From drinking water. There is no
established Maximum Concentration
Level for residues of cyfluthrin in
drinking water. Although data indicate
little potential for soil mobility or
leaching, cyfluthrin is moderately
persistent. Estimates were generated
with the PRZM | and EXAMS computer
models in 1993 for comparative
ecological risk assessment for these
chemicals.

i. Acute exposure and risk. The acute
drinking water exposure and risk
estimates for cyfluthrin for the general
U.S. population as estimated by the
Agency was 0.000054 mg/kg/day. The
acute drinking water exposure and risk
estimate for non-nursing infants <1 year
old was 0.000104 mg/kg/day. Using
these values and an endpoint of 20 mg/
kg/day, the margin of exposure (MOE)
for the U.S. population is estimated at
368,982. For non-nursing infants <1
year old, the MOE is estimated at
192,308. For cyfluthrin, the Agency
general has concern for risk estimates
only below 300.

ii. Chronic exposure and risk. For the
U.S. population, exposure is estimated
at 0.000001 mg/kg/day, resulting in
negligible risk. For nonnursing infants <
1 year old, exposure is estimated as
0.000005 mg/kg/day, which occupies
0.1% of the RfD.

3. From non-dietary exposure.
Cyfluthrin is currently registered for use
on non-food sites including golf courses,
ornamental shrubs, indoor foggers,
wood surfaces, lawns, and carpet.
Nonoccupational exposure to cyfluthrin
may occur as a result of inhalation or
contact from indoor residential, indoor
commercial, and outdoor residential
uses.

Short- and intermediate-term
exposure and risk. Exposure is
estimated at 0.00524 mg/kg/day for the
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U.S. population, and 0.00810 mg/kg/day
for nonnursing infants < 1 year old.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Cyfluthrin is a member of the synthetic
pyrethroid class of pesticides. Section
408(b)(2)(D)(v) 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.”

The Agency believes that *‘available
information” in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA doe not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluation the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Four members of the insecticide class
Pyrethroids produce a common
metabolite known as DCVA. These
insecticides are cyfluthrin,
cypermethrin, z-cypermethrin and
permethrin. Although the residues of
DCVA can be estimated, no toxicology
data on the compound per se are
available to directly conduct a hazard
evaluation and thereby establish an
appropriate endpoint for use in a joint
risk assessment. To date, for the purpose
of assessing the risk of the parent
compound the toxicity of DCVA has
been assumed to be equivalent to the
parent compound. However, due to the
different toxicological profiles of
cyfluthrin, cypermethrin, z-
cypermethrin, and permethrin, EPA

does not believe that it would be
appropriate to cumulate DCVA for these
pesticides, or DCVA residues from one
of these pesticides with the parent of
another of these pesticides, in
conducting the risk assessment for these
pesticides.

Accordingly, EPA does not have, at
this time, available data to determine
whether cyfluthrin has a common
mechanism of toxicity with other
substances or how to include this
pesticide in a cumulative risk
assessment. Unlike other pesticides for
which EPA has followed a cumulative
risk approach based on a common
mechanism of toxicity, cyfluthrin does
not appear to produce a toxic metabolite
produces by other substances. For the
purposes of this tolerance action,
therefore, EPA has not assumed that
cyfluthrin has a common mechanism of
toxicity with other substances.

D. Aggregate Risks and Determination of
Safety for U.S. Population

The Agency has determined that an
aggregate systemic (oral) and dermal
exposure risk assessment is appropriate
for cyfluthrin because of concern for the
developmental effects seen after oral
exposure. An aggregate oral and
inhalation exposure risk assessment is
also appropriate due to similarity in
systemic toxicity observed in rats via
these routes.

1. Acute risk. Aggregate acute dietary
exposure is estimated at 0.004971 mg/
kg/day resulting in a MOE of 4,023 for
the U.S. population.

2. Chronic risk. EPA has concluded
that aggregate exposure to cyfluthrin
from food and water is estimated at
0.000076 mg/kg/day and will utilize 1%
of the RfD for the U.S. population.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. For the general U.S.
population, exposure is estimated at
0.0053 mg/kg/day, resulting in an MOE
of 3,800.

E. Aggregate Cancer Risk for U.S.
Population

Cyfluthrin has been classified as a
Group E chemical (evidence of non-
carcinogenicity for humans) by the
Agency. The classification was based on
a lack of convincing evidence of
carcinogenicity in adequate studies with
two animal species, rat and mouse.
Therefore there is no concern for cancer
in humans.

EPA concludes that there is a
reasonable certainty that no harm will

result from aggregate exposure to
cyfluthrin residues.

F. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children— In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
cyfluthrin, EPA considered data from a
developmental toxicity study in the rat
(see unit 11.A.3. of this preamble). In
addition, data from a 7-day inhalation
study conducted with mouse dams and
their offspring were considered (see also
unit 11.A.3.). There were no data gaps for
the assessment of the effects of
cyfluthrin following in utero or early
postnatal exposure. Suggested
sensitivity of rats to in utero exposure
to cyfluthrin was hypothetically linked
to bradypnea in the dams and was
judged not be a valid consideration in
the calculation of risk. However,
evidence of increased sensitivity of
young rats following pre- and/or
postnatal exposure to cyfluthrin was
observed in the two-generation
reproduction study and in the 7-day
inhalation study in mice.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the data base unless
EPA determines 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. EPA believes a 3-fold safety
factor for children is appropriate for
cyfluthrin based on lack of severity of
the effect.

Based on the submitted studies, EPA
concludes that reliable data support the
use of a 300-fold uncertainty factor for
infants and children.

2. Acute exposure. For nonnursing
infants <lyear old, the aggregate acute
exposure is 0.010791 mg/kg/day, with a
resulting MOE of 1,853. For cyfluthrin,
EPA has no concern for MOEs over 300.

3. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to cyfluthrin
from food and water will utilize 2% of
the RfD for infants and children
(nonnursing infants <1 year old). EPA
generally has no concern for exposures
below 100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
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lifetime will not pose appreciable risks
to human health.

4. Short- or intermediate-term risk.
Using the conservative exposure
assumptions described above, EPA has
concluded that aggregate nondietary
exposure to cyfluthrin to infants <1 year
is 0.008255 mg/kg/day. The MOE is
estimated at 2,400.

Therefore, it may be concluded that
there is reasonable certainty that no
harm will result to infants and children
from aggregate exposure to cyfluthrin
residues.

5. Special Docket. The complete acute
and chronic exposure analyses
(including dietary, non-dietary, drinking
water, and residential exposure, and
analysis of exposure to infants and
children) used for risk assessment
purposes can be found in the Special
Docket for the FQPA under the title
“Risk Assessment for Extension of
Tolerances for Synthetic Pyrethroids.”
Further explanation regarding EPA’s
decision regarding the additional safety
factor can also be found in the Special
Docket.

G. Endocrine Disrupter Effects

EPA is required to develop a
screening program to determine whether
certain substances (including all
pesticides and inerts ) ““may have an
effect in humans that is similar to an
effect produced by a naturally occurring
estrogen, or such other endocrine
effect...” The Agency is currently
working with interested stakeholders,
including other government agencies,
public interest groups, industry and
research scientists in developing a
screening and testing program and a
priority setting scheme to implement
the program. Congress has allowed 3
years from passage of FQPA (August 3,
1999) to implement this program. At
that time, EPA may require further
testing of this active ingredient and end
use products for endocrine disruption
effects.

I11. Other Considerations
A. Metabolism In Plants and Animals

The metabolism of cyfluthrin in
plants and animals is adequately
understood. Studies have been
conducted to delineate the metabolism
of radio labeled cyfluthrin in various
crops and animals all showing similar
results. The residue of concern is
cyfluthrin.

B. Analytical Enforcement Methodology

Adequate analytical methodology
(gas/liquid chromatography with an
electron capture detector) is available
for enforcement purposes.

C. Magnitude of Residues

Field trial residue and feeding study
data have been submitted and reviewed
in support of tolerances on alfalfa,
carrots, citrus, cotton, peppers, radishes,
sorghum, sugarcane, sunflowers and
tomatoes. Tolerances to support these
uses were proposed in pesticide
petitions 4F3046, 9F3731, 3F4204,
4F4313, 2F4137, and 4F4313 and food/
feed additive petitions 4H5427, 9H5574,
3H5670, 4H5686, and 4H5687.

D. International Residue Limits

Codex maximum residue levels
(MRLs) are establish for residues of
cyfluthrin in milk, whole (0.01 ppm) ;
cottonseed (0.05 ppm); peppers, sweet
(0.2 ppm); and tomatoes (0.5 ppm).
Mexico has established a tolerance on
cottonseed at 1 ppm. There are no
Canadian tolerances for cyfluthrin. As
indicated in unit II. of this preamble
there are differences between the
section 408 tolerances and the Codex
MRL values for specific commodities.
These differences could be caused by
differences in methods to establish
tolerances, calculation of animal dietary
exposure, and as a result of different
agricultural practices. EPA will
specifically address these differences
when the pesticides are reregistered and
the tolerances made permanent.

IV. Conclusion

Therefore, the tolerances are
established for residues of cyfluthrin in/
on alfalfa, 5.0 ppm; alfalfa, hay, at 10.0
ppm; aspirated grain fractions at 300
ppm; carrots at 0.2 ppm; cattle, fat, at
5.0 ppm; cattle, meat, at 0.4 ppm; cattle,
mbyp at 0.4 ppm; citrus, crop group, at
0.2 ppm; citrus dried pulp, at 0.3 ppm;
citrus oil, at 0.3 ppm; cottonseed at 1.0
ppm; cottonseed, oil, at 2.0 ppm;
cottonseed, hulls, at 2.0 ppm; eggs at
0.01 ppm; goats, fat, at 5.0 ppm; goats,
meat, at 0.4 ppm; goats, mbyp at 0.4
ppm; hogs, fat, at 5.0 ppm; hogs, meat,
at 0.4 ppm; hogs, mbyp at 0.4 ppm;
horses, fat, at 5.0 ppm; horses, meat, at
0.4 ppm; horses, mbyp at 0.4 ppm;
milkfat, at 15.0 ppm (representing 0.5
ppm in whole milk); peppers, at 0.5
ppm; poultry, fat, at 0.01 ppm; poultry,
meat, at 0.01 ppm; poultry, mbyp at 0.01
ppm; radishes at 1.0 ppm; sheep, fat, at
5.0 ppm; sheep, meat, at 0.4 ppm;
sheep, mbyp at 0.4 ppm; sorghum,
fodder, at 5.0 ppm; sorghum, forage, at
2.0 ppm; sorghum, grain at 4.0 ppm;
sugarcane, at 0.05 ppm; sugarcane,
molasses, at 0.2 ppm; sunflower, forage,
at 1.0 ppm; sunflower, seed, at 0.02
ppm; tomato, at 0.2 ppm; tomato,
concentrated products, at 0.5 ppm; and

tomato, pomace (wet and dry) at 5.0
ppm. tomatoes at ppm.

In addition to the tolerances being
amended, since for purposes of
establishing tolerances FQPA has
eliminated distinctions between raw
and processed food, EPA is combining
the tolerances that appear in
§§185.1250 and 186.1250 with
§186.436 and is removing tolerances
under §8185.1250 and 186.1250.

V. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to *‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by January 26, 1998,
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
above (40 CFR 178.20). A copy of the
objections and/or hearing requests filed
with the Hearing Clerk should be
submitted to the OPP docket for this
rulemaking. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
grounds for the objections (40 CFR
178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
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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.

VI. Public Docket

EPA has established a record for this
rulemaking under docket control
number [OPP-300582] (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 1132 of the Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, Crystal Mall #2, 1921 Jefferson
Davis Hwy., Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in ““ADDRESSES” at the
beginning of this document.

VI1I. Regulatory Assessment
Requirements

This final rule establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). 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 Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104—4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408(d), 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.
Nevertheless, the Agency has previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950) and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

VII1. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A), as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, the
Agency has submitted 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 General
Accounting Office prior to publication
of this rule in today’s Federal Register.
This is not a ““major rule” as defined by
5 U.S.C. 804(2).

List of Subjects
40 CFR Part 180

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

40 CFR Part 185

Environmental protection, Food
additives, Pesticides and pests.

40 CFR Part 186

Environmental protection, Animal
feeds, Pesticides and pests.

Dated: November 14, 1997.
James Jones,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

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

Authority: 21 U.S.C. 346a and 371.

2. Section 180.436 is amended as
follows:

i. By designating the text following
the heading in paragraph (a) as
paragraph (a)(1) and by revising the
table in newly designated paragraph
(@)(1).

ii. Paragraph (b) is redesignated as
paragraph (a)(2).

iii. New paragraphs (b), (c), and (d)
are added and reserved with headings.

The revised table to § 180.436 reads as
follows:

§180.436 Cyfluthrin; tolerances for
residues.

(a) * * *
(1) * * *

Commodity Parts per million
Alfalfa ......cccoovveeene 5.0
Alfalfa, hay ............ 10.0
Aspirated grain

fractions ............. 300
carrots ......ccoccveeene 0.20
Cattle, fat .............. 5.0
Cattle, mbyp .......... 0.40
Cattle, meat .......... 0.40
Citrus, crop group 0.2
Citrus, dried pulp .. 0.3
Citrus, 0l ....ceeueeee 0.3
Cottonseed ............ 1.0
Cottonseed hulls ... 2.0
Cottonseed oil ....... 2.0
|=lo [0 < TP 0.01
Goats, fat .............. 5.0
Goats, mbyp ......... 0.40
Goats, meat .......... 0.40
Hogs, fat ............... 5.0
Hogs, mbyp ........... 0.40
Hogs, meat ........... 0.40
Hops, dried ........... 20.0
Hops, fresh ........... 4.0
Horses, fat ............ 5.0
Horses, mbyp ........ 0.40
Horses, meat ........ 0.40
Milkfat (reflecting

0.5 ppm in whole

milk) .o 15.0
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Commodity Parts per million
Peppers ... 0.50
Poultry, fat ............. 0.01
Poultry, mbyp ........ 0.01
Poultry, meat ......... 0.01
Radishes ............... 1.0
Sheep, fat ............. 5.0
Sheep, mbyp ......... 0.40
Sheep, meat ......... 0.40
Sorghum, fodder ... 5.0
Sorghum, forage ... 2.0
Sorghum, grain ..... 4.0
Sugarcane ............. 0.05
Sugarcane, molas-

SES iiiiieeerieeene 0.20
Sunflower, forage .. 5.0
Sunflower, seed .... 0.02
Tomato .................. 0.20
Tomato, con-

centrated prod-

UCES i 0.5
Tomato, pomace ... 5.0

(2) * * *

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

PART 185—[AMENDED]

2. In part 185:

a. The authority citation for part 185
continues to read as follows:
Authority: 21 U.S.C. 346a and 348.

§185.1250 [Removed]

b. In §185.1250:

i. Paragraph (c) introductory text,
(©)(2), (c)(2), and (c)(3) are transferred to
§180.436 and redesignated as paragraph
(2)(3) introductory text, (a)(3)(i),
(a)(3)(ii), and (a)(3)(iii), respectively.

ii. The remainder of §185.1250 is
removed.

PART 186—[AMENDED]

3. In part 186:

a. The authority citation for part 186
continues to read as follows:
Authority: 21 U.S.C. 342, 348, and 701.

§186.1250 [Removed]

b. In §186.1250:

i. Paragraph (c) introductory text,
(©)(2), (c)(2), and (c)(3) are transferred to
§180.436 and redesignated as paragraph
(2)(4) introductory text, (a)(4)(i),
(a)(4)(ii), and (a)(4)(iii), respectively.

ii. The remainder of §186.1250 is
removed.

[FR Doc. 97-31101 Filed 11-25-97; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 180, 185 and 186
[OPP-300575; FRL-5754—6]
RIN 2070-AB78

Fenvalerate; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of fenvalerate,
including the S,S-enriched isomer
esfenvalerate in or on cottonseed at 0.2
parts per million (ppm). It also removes
time limitations for tolerances for
residues of fenvalerate on the same
commodities that expire on November
15, 1997. DuPont Agricultural Products
requested this tolerance under the
Federal Food, Drug and Cosmetic Act
(FFDCA), as amended by the Food
Quality Protection Act of 1966 (Pub. L.
104-170). This tolerance was
established under petition number PP
7F2013.

DATES: This regulation is effective
November 26, 1997. Objections and
requests for hearings must be received
by EPA on or before January 26, 1998.
ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300575],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed withthe Hearing Clerk identified
by the docket control number, [OPP—
300575], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 1132, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form

of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 file
format or ASCII file format. All copies
of objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300575]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: John Hebert, Registration Division
7505C, Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number, and
e-mail address: CM #2, 1921 Jefferson
Davis Hwy., Arlington, VA, (703) 308—
3068, e-mail:
hebert.john@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: On
October 20, 1993 EPA established time
limited tolerances under Section 408 of
the Federal Food Drug and Cosmetic Act
(FFDCA), 21 U.S.C. 346 a(d) and 348 for
residues of esfenvalerate on cottonseed.
These tolerances expire on November
15, 1997. DuPont Agricultural Products,
on September 15, 1997, requested that
the time limitation for tolerances
established for residues of the
insecticide fenvalerate, including the
S,S-enriched isomer esfenvalerate in or
on cottonseed at 0.2 parts per million
(ppm) be removed based on ecological
and environmental effects data that they
had submitted as a condition of the
registration. DuPont Agricultural
Products also submitted a summary of
its petition as required under the
FFDCA as amended by the Food Quality
Protection Act (FQPA) of 1996 (Pub. L.
104-170).

In the Federal Register of September
25, 1997 (62 FR 50337)(FRL 5748-2),
EPA, issued a notice pursuant to section
408 of the Federal Food, Drug, and
Cosmetic Act (FFDCA), 21 U.S.C.
346a(e) announcing the filing of a
pesticide petition (PP) for tolerance by
DuPont Agricultural Products, P.O. Box
80038, Wilmington, DE 19880-0038.
This notice included a summary of the
petition prepared by DuPont
Agricultural Products. There were no
comments received in response to the
notice of filing.

The basis for time limited tolerances
that expire November 15, 1997 was
given in the October 20, 1993 Federal
Register (58 FR 54094). These time-
limited tolerances were predicated on
the expiration of pesticide product
registrations that were made conditional
due to lack of certain ecological and
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environmental effects data. The
rationale for using time-limited
tolerances was to encourage pesticide
manufacturers to comply with the
conditions of registration in a timely
manner. There is no regulatory
requirement to make tolerances time-
limited due to the conditional status of
a product registration under the Federal
Insecticide, Fungicide, Rodenticide Act
(FIFRA) as amended. It is current EPA
policy to no longer establish time
limitations on tolerance(s) with
expiration dates if none of the
conditions of registration have any
bearing on human dietary risk. The
current petition action meets that
condition and thus the expiration dates
associated with specific crop tolerances
are being deleted.

The petition requested that 40 CFR
180.379 be amended by removing the
time limitation for a tolerance for
residues of the pyrethroid insecticide
esfenvalerate, in or on: cottonseed at 0.2
parts per million (ppm). Tolerances are
based on the sum of all isomers of
fenvalerate. Fenvalerate is a racemic
mixture of four isomers (about 25%
each). This product was registered as
Pydrin®. However since 1992, an S,S-
isomer enriched formulation, Asana
(esfenvalerate), has been the only
fenvalerate formulation sold in the U.S.
for agricultural use. Since the S,S-
isomer is the insecticidally active
isomer, the use rate for Asana® is four
times lower than that for Pydrin®. A
petition is pending (PP 4F4329), to
convert tolerances (still to be expressed
as the sum of all isomers) based on the
use rates for Asana®. Bridging residue
studies have shown Asana® residues to
be 3-4 times lower than Pydrin®
residues.

l. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(l) of the
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) 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) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable

certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a ‘““safety factor’’) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100 percent
or less of the RfD) is generally
considered acceptable by EPA. EPA
generally uses the RfD to evaluate the
chronic risks posed by pesticide
exposure. For shorter term risks, EPA
calculates a margin of exposure (MOE)
by dividing the estimated human
exposure into the NOEL from the
appropriate animal study. Commonly,
EPA finds MOEs lower than 100 to be
unacceptable. This 100-fold MOE is

based on the same rationale as the 100-
fold uncertainty factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“‘acute,” “‘short-term,” “‘intermediate
term,” and ‘““‘chronic’’ risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all 3 sources
are not typically added because of the
very low probability of this occurring in
most cases, and because the other
conservative assumptions built into the
assessment assure adequate protection
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of public health. However, for cases in
which high-end exposure can
reasonably be expected from multiple
sources (e.g. frequent and widespread
homeowner use in a specific
geographical area), multiple high-end
risks will be aggregated and presented
as part of the comprehensive risk
assessment/characterization. Since the
toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a ““worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD

or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

Il. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
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 esfenvalerate and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), to
remove the time limitation for a
tolerances for residues of esfenvalerate
on cottonseed at 0.2 parts per million
(ppm). EPA’s assessment of the dietary
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 esfenvalerate are
discussed below.

1. A battery of acute toxicity studies
places technical esfenvalerate in
Toxicity category Il for acute oral (LDso
= 87.2 mg/kg), Category Il for acute
dermal (LDso > 2000 mg/kg) and
primary eye irritation, Category IV for
primary skin irritation. Esfenvalerate is
a non-sensitizer. Acute inhalation on
technical grade active ingredient is
waived due to negligible vapor pressure.
The Acute Delayed Neurotoxicity
(Guideline 81-8) remains a data gap.

2. In a 90-day feeding study, rats were
administered 0, 4.7, 6.2, 7.8 or 18.7 mg/
kg/day of esfenvalerate. The Lowest
Observed Effect Level (LOEL) is 18.7
mg/kg/day based on neurological
dysfunction. The NOEL is 7.8 mg/kg/
day.

I)?] another 90—day feeding study, rats
were administered 0, 5, 15, 30 or 50 mg/
kg/day of esfenvalerate. The LOEL is 15
mg/kg/day based on neurological
dysfunction. The NOEL is 5 mg/kg/day.

Esfenvalerate was administered to
mice at dose levels of 0, 10.5, 30.5 or
106 mg/kg/day (male) and 0, 12.6, 36.8

or 113 mg/kg/day (female). The LOEL
for esfenvalerate is 106 mg/kg/day. The
NOEL is 30.5 mg/kg/day.

3. In a chronic/onco feeding study
(MRID 00082244, 00111888), rats were
administered 0.050, 0.25, 1.25 or 12.5
mg/kg/day of fenvalerate in the diet for
2 years. The LOEL was = 12.5 mg/kg/
day. There was no increase in tumors at
12.5 mg/kg/day. The NOEL was
determined to be 12.5 mg/kg/day (the
Highest Dose Tested (HDT) in the 2 year
study.) The study is supplementary and
does not satisfy the requirement for a
guideline series 83-5 combined
chronic/carcinogenicity study in rats.

In a lifetime feeding study (MRID
00079877), rats were administered O or
50.0 mg/kg/day of fenvalerate in the
diet. Spindle cell sarcomas were
produced in male rats only. The LOEL
was 50.0 mg/kg/day based on loss of
weight and neurological effects. The
NOEL was 12.5 mg/kg/day.

The conclusion that fenvalerate is
associated with the production of
spindle cell sarcomas was later retracted
by EPA. The study is supplementary
and does not satisfy the requirement for
a guideline series 83-5 combined
chronic/ carcinogenicity study in rats.
When taken together with chronic/
carcinogenicity feeding study (MRID’s
00082244, 00111888) the guideline
requirement for a 83—2a, cancer study in
the rat is satisfied.

4. In a 2-year feeding study mice were
administered 0, 0, 1.5, 7.5, 38.0 or 187.5
mg/kg/day fenvalerate in the diet. The
LOEL was 7.5 mg/kg/day based on
granulomatous changes (related to
fenvalerate only, not esfenvalerate). The
NOEL was 1.5 mg/kg/day. This study
satisfies the requirement for combined
chronic feeding carcinogenicity study in
mice.

In an 18—-month feeding study, mice O,
15.0, 45.0, 150.0 or 450.0 mg/kg/day of
fenvalerate in the diet. The LOEL is 45.0
mg/kg/day based on granulomatous
changes in the liver and spleen. The
NOEL is 15.0 mg/kg/day. No
oncogenicity was observed. The study is
supplementary and does not satisfy the
requirement for a guideline series 83—2b
carcinogenicity study in mice.

In a life span feeding study, mice
were administered 0, 1.5, 4.5, 15.0 or
45.0 mg/kg/day of fenvalerate in the
diet. The LOEL was determined to be 15
mg/kg/day based on the granulomatous
lesions observed and on the change in
hematological parameters. Fenvalerate
was determined not to be carcinogenic
in the ddy strain of the mouse. The
NOEL was determined to be 3.48 mg/kg/
day. The study is supplementary and
does not satisfy the requirement for a
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guideline series 83—2b carcinogenicity
study in mice.

5. In a 21—-day probe for a 1 year
feeding study 2 male and 2 female
beagles were administered 0, 2.80, 6.40
or 9.38 mg/kg/day in males and 0, 2.25,
7.37 or 8.50 mg/kg/day of esfenvalerate.
The LOEL was determined to be 6.40
mg/kg/day based on nervous system
involvement and decreases in body
weight and food consumption. The
NOEL is 2.25 mg/kg/day.

In a 1-year feeding study, 6 male and
6 female beagles/group were
administered 0, 0.68, 1.36 or 5.29 mg/
kg/day esfenvalerate. The LOEL was
determined to be 6.40 mg/kg/day based
on nervous system involvement and
decreases in body weight and food
consumption. The NOEL was
determined to be 5.29 mg/kg/day. These
studies are acceptable and satisfies the
requirement for a guideline series 83-1b
chronic feeding study in dogs.

6. Esfenvalerate was administered to
female rats at doses of 0, 2.5, 5.0, 10.0
or 20.0 mg/kg/day from gestation days 6
through 15 (pilot study doses were 1.0,
2.0, 3.0, 4.0, 5.0 and 20 mg/kg/day). The
LOEL is 2.5 mg/kg/day based on
behavioral/Central Nervous System
clinical signs. The NOEL for maternal
toxicity is 2.0 mg/kg/day (from the pilot
study). There was no evidence of
developmental toxicity at any dose. The
NOEL is 20 mg/kg/day, the highest dose
tested.

Esfenvalerate was administered to
rabbits at doses of 0, 3.0, 10.0 or 20.0
mg/kg/day from gestation days 7
through 19 (pilot study doses were 0,
2.0,3.0,4.0, 4.5, 5.0 or 20.0 mg/kg/day).
The LOEL is 3.0 mg/kg/day based on
behavioral/CNs clinical signs. The
NOEL is 2.0 mg/kg/day (from the pilot
study). There was no evidence of
developmental toxicity at any dose. The
LOEL is greater than 20.0 mg/kg/day.
The NOEL is equal to or greater than
20.0 mg/kg/day, the highest dose tested.

7. In a 2-generation reproduction
toxicity study in rats esfenvalerate was
administered to rats at dose levels of O,
3.75, 5.0, 17.5 and 35.0/17.5 mg/kg/day.
The LOEL for parental toxicity is 3.75
mg/kg/day based on decreases in mean
body weights of F; females and an
increased incidence of skin lesions. The
NOEL could not be determined. The
LOEL for reproductive toxicity is 5.0
mg/kg/day based on decreases in F1 pup
weights on day 21 of lactation;
decreases in litter size and F2 pup
weights and an increased incidence of
subcutaneous hemorrhage. The NOEL is
3.75 mg/kg/day.

8. In a reverse gene mutation assay in
bacteria, S. typhimurium and
Escherichia coli were exposed to

fenvalerate in DMSO at concentrations
of 15, 50, 150, 500, 1,500, or 5,000 ug/
plate in the presence and absence of
mammalian metabolic activation (S9-
mix). There was no evidence of induced
mutant colonies over background.

In a mammalian cell gene mutation
assay at the HGPRT locus, Chinese
hamster V79 cells cultured in vitro were
exposed to fenvalerate in DMSO at
concentrations of 12.6, 42, 126, 420 pg/
ml in the presence of mammalian
metabolic activation (S9-mix) and at
concentrations of 4.2, 12.6, 42, 126 g/
ml in the absence of S9-mix. There was
no evidence of induced mutant colonies
over background. In Chinese hamster
lung fibroblasts (V79 cells) forward gene
mutation assay the test was negative up
to cytotoxic and/or precipitating levels
(126 pg/ml in the absence of metabolic
activation —S9; 420 pg/ml in the
presence of metabolic activation +S9).

In a mammalian cell cytogenetics
chromosomal aberration assay CHO-K1
cell cultures were exposed to
fenvalerate in DMSO at concentrations
of 4.2 ug/ml, 8.4 ug/ml, 21 pg/ml, 42 pg/
ml respectively without exogenous
metabolic activation (S9-mix) and at
concentrations of 21 pg/ml, 42 pg/ml, 84
pg/ml, 210 pg/ml respectively with S9-
mix. There was no evidence of a
significant induction of chromosomal
aberrations or polyploid cells over
background.

A mouse micronucleus assay was
negative in male ICR mice up to the
HDT (150 mg/kg) administered by
intraperitoneal injection. Since there
appears to be no sex specific difference
in the toxicity of Esfenvalerate, the use
of males only is justifiable. No overt
toxicity was observed, but suggestive
evidence of bone marrow cytotoxicity
was seen 48 hours post-administration
at the highest dose level tested.

Other genetic toxicology studies
submitted on racemic Fenvalerate
indicate that the mixture containing
equal parts of the four sterecisomers is
not mutagenic in bacteria. The racemic
mixture was also negative in a mouse
host mediated assay and in a mouse
dominant lethal assay.

9. The following studies are
considered data gaps in the toxicology
data base: general metabolism, 21 day
dermal, dermal penetration and acute,
subchronic and developmental
mammalian neurotoxicity. These
studies will be required under a special
data call in letter pursuant to Section 3
(c)(2)(B) of FIFRA. Although these data
are lacking EPA has sufficient toxicity
data base to support these tolerances
and these additional studies are not
expected to significantly change its risk
assessment.

B. Toxicological Endpoints

1. Acute toxicity. EPA has established
an NOEL of 2.0 mg/kg/day through the
dietary route in rat and rabbit
developmental studies. This NOEL is
based on behavioral and central nervous
system clinical signs. A MOE of 100 is
required.

2. Short - and intermediate - term
toxicity. To assess risk from (nonfood)
short and intermediate term dermal
exposure, EPA has established a NOEL
of 2.0 mg/kg/day from the rat and rabbit
developmental studies. No dermal
penetration/absorption study is
available and the NOEL incorporates a
25% dermal absorption based on the
weight-of-evidence available for
structurally related pyrethroids. This
NOEL is based on behavioral and
central nervous system clinical signs.
For exposure via inhalation the Agency
used an oral NOEL of 2.0 mg/kg/day and
assumed 100% absorption (based on the
2 mg/kg/day used for the dermal risk
assessment since no appropriate
inhalation toxicity studies are
available).

3. Chronic toxicity. EPA has
established the RfD for esvenvalerate at
0.02 mg/kg/day. This RfD is based on a
NOEL of 2.0 mg/kg/day through the
dietary exposure route in developmental
study in rat. The NOEL is based on
behavioral changes and clinical signs of
neurotoxicity. This RfD is based on an
uncertainty factor of 100.

4. Carcinogenicity. Esfenvalerate is
classified as a Group E. There is no
evidence of carcinogenicity in either
rats or mice.

C. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.379) for the residues of
fenvalerate, in or on a variety of raw
agricultural commodities.

EPA notes that the acute dietary risk
assessments used Monte Carlo modeling
(in accordance with Tier 3 of EPA June
1996 ‘‘Acute Dietary Exposure
Assessment” guidance document)
incorporating anticipated residues and
percent of crop treated refinements.
Field trial data and FDA monitoring
data were used to generate anticipated
residues or residue distribution for
Monte Carlo analyses. Chronic dietary
risk assessments used anticipated
residues and percent crop treated
refinements. Risk assessments were
conducted by EPA to assess dietary
exposures and risks from esfenvalerate
as follows:

i. Acute exposure and risk. Acute
dietary risk assessments are performed
for a food-use pesticide if a toxicological
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study has indicated the possibility of an
effect of concern occurring as a result of
a one day or single exposure. The NOEL
used for the acute dietary exposure was
2.0 mg/kg/day. Potential acute
exposures from food commodities were
estimated using a Tier 3 acute dietary
risk assessment (Monte Carlo Analysis).
The MOE’s (99.9th percentile) for the
US population based on an acute dietary
exposure of 0.011717 mg/kg/day are
171. For children 1-6 years old (most
highly exposed population) the MOE’s
based on an acute dietary exposure of
0.019445 mg/kg/day are 103. The
Agency has no cause for concern if total
acute exposure calculated for the 99.9th
percentile yields an MOE of 100 or
larger.

ii. Chronic exposure and risk.
Potential chronic exposures were
estimated using NOVIGEN’s DEEM
(Dietary Exposure Evaluation Model).
The RfD used for the chronic dietary
analysis is 0.02 mg/kg/day. Using
tolerance values and anticipated
residues discussed above the risk
assessment resulted in use of 1.9% of
the RfD for the general US population
and 4.6% of the RfD for children 1-6
years.

Section 408(b)(2)(E) authorizes EPA to
consider 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 require that
data be provided five 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. Section 408(b)(2)(F)
allows the Agency to use data on the
actual percent of crop treated when
establishing a tolerance only where the
Agency can make the following
findings: (1) that the data used are
reliable and provide a valid basis for
showing the percentage of food derived
from a crop that is likely to contain
residues; (2) that the exposure estimate
does not underestimate the exposure for
any significant subpopulation and; (3)
where data on regional pesticide use
and food consumption are available,
that the exposure estimate does not
understate exposure for any regional
population. In addition, the Agency
must provide for periodic evaluation of
any estimates used.

The percent of crop treated estimates
for esfenvalerate were derived from
federal and market survey data. EPA
considers these data reliable. A range of
estimates are supplied by this data and

the upper end of this range was used for
the exposure assessment. By using this
upper end estimate of percent crop
treated, the Agency is reasonable certain
that exposure is not underestimated for
any significant subpopulation. Further,
regional consumption information is
taken into account through EPA’s
computer-based model for evaluating
the exposure of significant
subpopulations including several
regional groups. Review of this regional
data allows the Agency to be reasonably
certain that no regional population is
exposed to residue levels higher than
those estimated by the Agency. To meet
the requirement for data on anticipated
residues, EPA will issue a Data Call-In
(DCI) notice pursuant to FFDCA section
408(f) requiring submission of data on
anticipated residues in conjunction with
approval of the registration under the
FIFRA.

2. From drinking water. Esfenvalerate
is immobile in soil and will not leach
into groundwater. Additionally, due to
their insolubility and lipophilic nature,
any residues in surface water will
rapidly and tightly bind to soil particles
and remain with sediment. A screening
evaluation of leaching potential of a
typical potential of a typical pyrethroid
was conducted using EPA’s Pesticide
Root Zone Model (PRZM1). Based on
this screening assessment, the potential
concentrations of a pyrethroid in ground
water at depths of 1 and 2 meters are
essentially zero (much less than 0.001
parts per billion). Therefore, EPA
concludes that residues are not expected
to occur in drinking water.

i. Acute exposure and risk. Acute
drinking water exposure is estimated for
the US population to be 0.000039 mg/
kg/day with an MOE of 51,743. For Non-
nursing infants less than 1 year old the
exposure is 0.000074 with and MOE of
27,042.

ii. Chronic exposure and risk. Chronic
drinking water exposure is estimated for
the US population to be 0.000001 mg/
kg/day and for the non-nursing infants
0.000005 mg/kg/day. Zero percent of the
RfD is occupied by both population
groups.

3. From non-dietary exposure.
Esfenvalerate is registered for non-crop
uses including spray treatments in and
around commercial and residential
areas, treatments for control of
ectoparasites on pets, home care
products including foggers, pressurized
sprays, crack and crevice treatments,
lawn and garden sprays, and pet and pet
bedding sprays. For the non-agricultural
products, the very low amounts of
active ingredient they contain,
combined with the low vapor pressure
(1.5 x 109 mm Mercury at 25° C.) and

low dermal penetration, would result in
minimal inhalation and dermal
exposure.

Individual non-dietary risk exposure
analyses were conducted using a flea
infestation scenario that included pet
spray, carpet and room treatment, and
lawn care, respectively.

Short- and intermediate-term
exposure and risk. The total aggregate
non-dietary exposure including lawn,
carpet, and pet uses (mg/kg/day) are:
0.000023 for adults; 0.00129 for
children aged 1-6 years; and 0.00138 for
infants less than one year old.

It can be concluded that the potential
non-dietary exposure for esfenvalerate
are associated with substantial margins
of safety.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) 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.”
The Agency believes that *‘available
information’ in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
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assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

Although esfenvalerate is similar to
other members of the synthetic
pyrethroid class of insecticides, EPA
does not have, at this time, available
data to determine whether esfenvalerate
has a common method of toxicity with
other substances or how to include this
pesticide in a cumulative risk
assessment. Unlike other pesticides for
which EPA has followed a cumulative
risk approach based on a common
mechanism of toxicity, esfenvalerate
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 esfenvalerate has a
common mechanism of toxicity with
other substances.

D. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. The acute aggregate risk
assessment takes into account exposure
from food and drinking water. The
potential acute exposure from food and
drinking water to the overall US
population provides an acute dietary
exposure of 0.011756 mg/kg/day with
an MOE of 170. This acute dietary
exposure estimate is considered
conservative, using anticipated residue
values and percent crop-treated data in
conjunction with Monte Carlo analysis.

2. Chronic risk. Using the ARC
exposure assumptions described above,
EPA has concluded that aggregate
exposure to esfenvalerate from food and
drinking water will utilize 1.9% of the
RfD for the U.S. population based on a
dietary exposure of 0.000377 mg/kg/
day. The major identifiable subgroup
with the highest aggregate exposure are
children 1 - 6 years old (discussed
below). EPA generally has no concern
for exposures below 100% of the RfD
because the Rfd represents the level at
or below which daily aggregate dietary
exposure over a lifetime will not pose
appreciable risks to human health.

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

exposure. The potential short- and
intermediate-term aggregate risk for the
U.S. population is an exposure of 0.0082
mg/kg/day with an MOE of 244.

EPA concludes that there is
reasonable certainty that no harm will
result from aggregate exposure to
esfenvalerate residues.

E. Aggregate Cancer Risk for U.S.
Population

Esfenvalerate is classified as a Group
E carcinogen - no evidence of
carcinogenicity in rats or mice.
Therefore, a carcinogenicity risk
analysis is not required.

F. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children.—i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
esfenvalerate, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a two-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
pesticide exposure during prenatal
development to one or both parents.
Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of 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. EPA believes that reliable data
support using the standard MOE and
uncertainty factor (usually 100 for
combined inter- and intra-species
variability) and not the additional
tenfold MOE/uncertainty factor when
EPA has a complete data base under
existing guidelines and when the
severity of the effect in infants or
children or the potency or unusual toxic
properties of a compound do not raise
concerns regarding the adequacy of the
standard MOE/safety factor.

ii. Developmental toxicity studies. In
both prenatal developmental toxicity
studies in rats and rabbits, there is no
evidence of developmental toxicity at a
dose up to 20 mg/kg/day. Maternal

clinical neurotoxicity (based on
behavioral and central nervous system
clinical signs) was observed at a dose as
low as 2.5 or 3.0 mg/kg/day for rats and
rabbits respectively. The maternal NOEL
was 2.0 mg/kg/day.

iii. Reproductive toxicity study. In the
two-generation reproduction study in
rats, offspring toxicity was observed
only at dietary levels which were also
found to be toxic to parental animals.
The LOEL was 5.1 mg/kg/day based on
decrease in mean body weights of
females and increased incidence of
dermal lesions. The NOEL for parental
systemic toxicity was not determined.
Effects on the offspring, including
decreased pup weights in both
generations during early and/or late
lactation, decreased litter size, and
increased incidence of subcutaneous
hemorrhage, were observed at dietary
levels of 6.70 mg/kg/day and above,
with a NOEL of 5.1 mg/kg/day.

iv. Pre- and post-natal sensitivity.
There is no evidence of additional
sensitivity to young rats or rabbits
following pre- or postnatal exposure to
esfenvalerate.

v. Conclusion. Based on the above,
EPA concludes that reliable data
support use of the standard 100-fold
uncertainty factor, and that an
additional uncertainty factor is not
needed to protect the safety of infants
and children.

2. Acute risk. The potential acute
exposure from food and drinking water
to the most sensitive population
subgroup, children 1-6 years old is
0.019477 mg/kg/day with an MOE of
103. The Agency has no cause for
concern if total acute exposure
calculated for the 99.9th percentile
yields a MOE of 100 or larger.

3. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to esfenvalerate
from food and drinking water will
utilize 4.6% of the RfD for children 1—
6 years old, the most sensitive
population subgroup based on a dietary
exposure of 0.000912 mg/kg/day. EPA
generally has no concern for exposures
below 100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health.

4. Short- or intermediate-term risk.
EPA has concluded that potential short-
or intermediate -term aggregate
exposure of esfenvalerate from chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential exposure
to children (1-6 years old) is 0.0113 mg/
kg/day with an MOE of 177. For infants
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(less than 1 year old) the exposure is
0.0098 mg/kg/day with an MOE of 204.

EPA concludes that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to esfenvalerate
residues.

5. Special docket. The complete acute
and chronic exposure analyses
(including dietary, non-dietary, drinking
water, and residential exposure, and
analysis of exposure to infants and
children) used for risk assessment
purposes can be found in the Special
Docket for the FQPA under the title
“Risk Assessment for Extension of
Tolerances for Synthetic Pyrethroids.”
Further explanation regarding EPA’s
decision regarding the additional safety
factor can also be found in the Special
Docket.

G. Endocrine Disrupter Effects

EPA is required to develop a
screening program to determine whether
certain substances (including all
pesticides and inerts) ‘““may have an
effect in humans that is similar to an
effect produced by a naturally occurring
estrogen, or such other endocrine
effect...” The Agency is currently
working with interested stakeholders,
including other government agencies,
public interest groups, industry and
research scientists in developing a
screening and testing program and a
priority setting scheme to implement
this program. Congress has allowed 3
years from the passage of FQPA (August
3, 1999) to implement this program. At
that time, EPA may require further
testing of this active ingredient and end
use products for endocrine disrupter
effects.

I11. Other Considerations

A. Metabolism in Plants and Animals

The nature of the residue in plants
and animals is adequately defined. EPA
has concluded that the qualitative
nature of the residue is the same for
both fenvalerate and esfenvalerate. The
residue to be regulated is fenvalerate:
the S,S; R,S; S,R; and R,R isomers.

B. Analytical Enforcement Methodology

There is a practical analytical method
utilizing electron-capture gas
chromatography with nitrogen
phosphorous detection available for
enforcement with a limit of detection
that allows monitoring food with
residues at or above tolerance levels.
The limit of detection for updated
method is the same as that of the current
PAM Il, which is 0.01 ppm.

C. Magnitude of Residues

Tolerances are based on the sum of all
isomers of fenvalerate. Fenvalerate is a
racemic mixture of four isomers (about
25% each). This product was registered
as Pydrin . However since 1992, an S,S-
isomer enriched formulation, Asana®™
(esfenvalerate), has been the only
fenvalerate formulation sold in the U.S.
for agricultural use. since the S,S-isomer
is the insecticidally active isomer, the
use rate for Asanatis four times lower
than that for PydrinB. A petition is
pending (PP 4F4329), to convert
tolerances (still to be expressed as the
sum of all isomers) based on the use
rates for Asanal. Bridging residue
studies have shown AsanaCresidues to
be 3-4 times lower than Pydrin®
residues.

EPA has established a tolerance of 0.2
ppm for fenvalerate on cottonseed.
Magnitude of residue and processing
studies support this tolerance.

D. International Residue Limits

Codex maximum residue levels
(MRL’s) have been established for
residues of fenvalerate on a number of
crops that also have U.S. tolerances. The
Codex MRL for fenvalerate on
cottonseed is in harmony with the U.S.
tolerance.

As indicated in the Notice of Filing,
there are small differences between the
section 408 tolerances and the Codex
MRL values for specific commodities.
These differences could be caused by
differences in methods to establish
tolerances, calculate animal feed dietary
exposure, and as a result of different
agricultural practices. EPA will
specifically address these differences
when the pesticides are reregistered and
the tolerances made permanent.

IV. Conclusion

Therefore, the tolerances are
established for residues of fenvalerate in
cottonseed at 0.2 ppm.

V. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to “‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section 4—
. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with

appropriate adjustments to reflect the
new law.

Any person may, by January 26, 1998
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
above (40 CFR 178.20). A copy of the
objections and/or hearing requests filed
with the Hearing Clerk should be
submitted to the OPP docket for this
rulemaking. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
grounds for the objections (40 CFR
178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
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.

VI. Public Record and Electronic
Submissions

EPA has established a record for this
rulemaking under docket control
number [OPP-300575] (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 am. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 1132 of the Public Information
and Records Integrity Branch,
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Information Resources and Services
division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, Crystal Mall #2, 1921 Jefferson
Davis Highway, Arlington, VA.
Electronic comments may be sent
directly to EPA at:
opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

VII. Regulatory Assessment
Requirements

This final rule removes time
limitations for a tolerance under FFDCA
section 408(d) in response to a petition
submitted to the Agency. The Office of
Management and Budget (OMB) has
exempted these types of actions from
review under Executive Order 12866,
entitled regulatory Planning and Review
(58 FR 51735, October 4, 1993). 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 Il of the Unfunded
Mandates Reform Act of 1995 (UMRA)
(Pub. L. 104-4). Nor does it require any
prior consultation as specified by
Executive Order 12875, entitled
Enhancing the Intergovernmental
Partnership (58 FR 58093, October 28,
1993), or special considerations as
required by Executive Order 12898,
entitled Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408(d), such as the tolerance/exemption
in this final rule, do not require the

issuance of a proposed rule, the
requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. Nevertheless, the
Agency has previously assessed whether
establishing tolerances, exemptions
from tolerances, raising tolerance levels
or expanding exemptions might
adversely impact small entities and
concluded, as a generic matter, that
there is no adverse economic impact.
The factual basis for the Agency’s
generic certification for tolerance
actions published on May 4, 1981 (46
FR 24950) and was provided to the
Chief counsel for Advocacy of the Small
Business Administration.

VIII. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A), as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, the
Agency has submitted 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 General
Accounting Office prior to publication
of this rule in today’s Federal Register.
This is not a “major rule” as defined by
5 U.S.C. 804(2).

List of Subjects

40 CFR Part 180

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

40 CFR Part 185

Environmental protection, Food and
additives, Pesticides and pest.

40 CFR Part 186

Environmental protection, Animal
feeds, Pesticides and pest.

Dated: November 14, 1997.

James Jones,
Acting Director, Registration Divisision, Office
of Pesticide Programs.

Therefore, 40 CFR Chapter | is
amended as follows:

PART 180 — [AMENDED]

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

Authority : 21 U.S.C. 346a and 371.

b. Section 180.379 is amended as
follows:

i. By adding a heading to paragraph
(a), designating the text following the

heading as paragraph (a)(1) and by
revising the entry for cottonseed in the
table to newly designated paragraph
@)(1).

ii. By redesignating paragraph (b) as
paragraph (c).

iii. By adding a paragraph heading to
newly designated paragraph (c).

iv. By adding and reserving new
paragraph (b) and (d) with paragraph
headings.

The additions and amendments to
§180.379 read as follows:

§180.379 Cyano-(3-phenoxyphenyl)methyl-
4-chloro-a-(1-methylethyl) benzeneacetate;
tolerances for residues.

(a) General. (1) Tolerances are
established for residues of the
insecticide Cyano-(3-
phenoxyphenyl)methyl-4-chloro-a-(1-
methylethyl) benzeneacetate in or on
the following raw agricultural
commodities:

Commodity Parts”gﬁr mil-
* * * * *
cottonseed .........ccccvveeeieeiinns 0.2
* * * * *
* * * * *

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. * * *

(d) Indirect or inadvertent residues.
[Reserved]

PART 185 — [AMENDED]

2. In part 185:

a. The authority citation for part 185
continues to read as follows:

Authority : 21 U.S.C. 346a and 348.

§185.1300 [Removed]

b. Section 185.1300 is amended by
transferring paragraph (a) introductory
text, (a)(1), (a)(2), (a)(3), and (a)(4) to
§180.379 and redesignating them as
paragraphs (a)(2), (a)(2)(i), (a)(2)(ii),
(@)(2)(iii) and (a)(2)(iv); the remainder of
§185.1300 is removed.

PART 186 — [AMENDED]

3. In part 186:

a. The authority citation for part 186
continues to read as follows:

Authority : 21 U.S.C. 342, 348 and 701.
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§186.1300 [Removed]

b. Section 186.1300 is amended by
transferring the text to § 180.379 and
redesignating it as paragraph (a)(3) and
§186.1300 is removed.

[FR Doc. 97-31099 Filed 11-25-97; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 180, 185, and 186
[OPP-300580; FRL-5755-1]
RIN 2070-AB78

Fenpropathrin; Pesticide Tolerance

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

SUMMARY: This regulation establishes
tolerances for residues of fenpropathrin
in or on cottonseed at 1.0 parts per
million (ppm), peanut nutmeat at 0.01
ppm, peanut vine hay at 20 ppm,
strawberry at 2.0 ppm, tomato at 0.6
ppm, meat and meat by-products of
cattle, goats, hogs, horses and sheep at
0.1 ppm, fat of cattle, goats, hogs, horses
and sheep at 1.0 ppm, milk fat
(reflecting 0.08 ppm in whole milk) at
2.0 ppm, and poultry meat, fat, meat by
products and eggs at 0.05 ppm, and in
the processed products cottonseed oil at
3.0 ppm. It also removes time
limitations for tolerances for residues of
fenpropathrin on the same commodities
that expire on November 15, 1997.
Valent U.S.A. Corporation requested
this tolerance under the Federal Food,
Drug and Cosmetic Act (FFDCA), as
amended by the Food Quality Protection
Act of 1996 (Pub. L. 104-170).

In addition, this regulation removes a
feed additive tolerance for cottonseed
hulls at 2.0 ppm. Originally, a feed
additive tolerance existed for cottonseed
soapstock at 2.0 ppm. In the November
14, 1994 Federal Register (59 FR
56454), which extended the time-
limitation for these tolerances, the
Agency inadvertently changed the
expression from cottonseed soapstock to
cottonseed hulls. Because a tolerance for
cottonseed hulls was never intended,
the Agency is removing the tolerance
with this regulation. Also, the Agency
no longer considers cottonseed
soapstock to be a significant feed
commodity. Under present residue
chemistry guidelines, a tolerance for
cottonseed soapstock is no longer
required. Therefore, with this
regulation, the tolerance for cottonseed
soapstock is also removed.

DATES: This regulation is effective
November 26, 1997. Objections and
requests for hearings must be received
by EPA on or before Jnauary 26, 1998.
ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300580],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300580], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 1132, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 file
format or ASCII file format. All copies
of objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300580]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Beth Edwards, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Crystal
Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 305-5400, e-mail:
edwards.beth@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: On April
14, 1993, EPA established time-limited
tolerances under section 408 and 409 of
the Federal Food Drug and Cosmetic Act
(FFDCA), 21 U.S.C. 346 a(d) and 348 for
residues of fenpropathrin on cottonseed;
meat, meat byproducts, and fat of cattle,

goats, hogs, horses, poultry, and sheep;
milk fat; eggs; a food additive tolerance
in or on cottonseed oil; and a feed
additive tolerance in or on cottonseed
soapstock (58 FR 19357). On September
27,1995, EPA established time-limited
tolerances for residues of fenpropathrin
on strawberries and tomatoes (60 FR
49793)(FRL-4979-1). On July 31, 1996,
EPA established time-limited tolerances
for residues of fenpropathrin on peanut
hay and nutmeat (61 FR 39887)(FRL—
5385-1). These tolerances expire on
November 15, 1997. Valent U.S.A., on
September 15, 1997, requested that the
time limitation for tolerances
established for residues of the
insecticide fenpropathrin in the
commodities mentioned above be
removed based on environmental effects
data that they had submitted as a
condition of the registration. Valent
U.S.A. also submitted a summary of its
petition as required under the FFDCA as
amended by the Food Quality Protection
Act (FQPA) of 1996 (Pub. L. 104-170).

In the Federal Register of September
25,1997 (62 FR 50337)(FRL-5748-2),
EPA issued a notice pursuant to section
408 of the FFDCA, 21 U.S.C. 346a(e)
announcing the filing of pesticide
petitions (PP 2F4144, 3F4186, and
4F4327) for tolerances by Valent U.S.A.
Corporation, 1333 North California
Blvd., Walnut Creek, CA 94596-8025.
This notice included a summary of the
petitions prepared by Valent U.S.A.
Corporation, the registrant. There were
no comments received in response to
the notice of filing.

The petitions requested that 40 CFR
180.466 be amended by removing the
time limitation for tolerances for
residues of the insecticide and
pyrethroid fenpropathrin, in or on
cottonseed at 1.0 parts per million
(ppm), peanut nutmeat at 0.01 ppm,
peanut vine hay at 20 ppm, strawberry
at 2.0 ppm, tomato at 0.6 ppm, meat and
meat by-products of cattle, goats, hogs,
horses and sheep at 0.1 ppm, fat of
cattle, goats, hogs, horses and sheep at
1.0 ppm, milk fat (reflecting 0.08 ppm
in whole milk) at 2.0 ppm, and poultry
meat, fat, meat by-products and eggs at
0.05 ppm, and in the processed
products cottonseed oil at 3.0 ppm and
cottonseed soapstock at 2.0 ppm.

The basis for time-limited tolerances
that expire November 15, 1997 was
given in the October 20, 1993 issue of
the Federal Register (58 FR 54094).
These time-limited tolerances were
predicated on the expiration of pesticide
product registrations that were made
conditional due to lack of certain
ecological and environmental effects
data. The rationale for using time-
limited tolerances was to encourage
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pesticide manufacturers to comply with
the conditions of registration in a timely
manner. There is no regulatory
requirement to make tolerances time-
limited due to the conditional status of
a product registration under the Federal
Insecticide, Fungicide, and Rodenticide
Act (FIFRA) as amended. It is current
EPA policy to no longer establish time
limitations on tolerance(s) with
expiration dates if none of the
conditions of registration have any
bearing on human dietary risk. The
current petition action meets that
condition and thus the expiration dates
associated with specific crop tolerances
are being deleted.

l. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(i) of the
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) 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) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects

(the “no-observed effect level” or
“NOEL™).

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a “safety factor’) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100 percent
or less of the RfD) is generally
considered acceptable by EPA. EPA
generally uses the RfD to evaluate the
chronic risks posed by pesticide
exposure. For shorter term risks, EPA
calculates a margin of exposure (MOE)
by dividing the estimated human
exposure into the NOEL from the
appropriate animal study. Commonly,
EPA finds MOEs lower than 100 to be
unacceptable. This hundredfold MOE is
based on the same rationale as the
hundredfold uncertainty factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity database,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure

that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“acute,” “short-term,” “intermediate
term,” and ‘“‘chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all three
sources are not typically added because
of the very low probability of this
occurring in most cases, and because the
other conservative assumptions built
into the assessment assure adequate
protection of public health. However,
for cases in which high-end exposure
can reasonably be expected from
multiple sources, (e.g. frequent and
widespread homeowner use in a
specific geographical area), multiple
high-end risks will be aggregated and
presented as part of the comprehensive
risk assessment/characterization. Since
the toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
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considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a “worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

I1. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
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 fenpropathrin and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for
residues of fenpropathrin on cottonseed
at 1.0 parts per million (ppm), peanut
nutmeat at 0.01 ppm, peanut vine hay
at 20 ppm, strawberry at 2.0 ppm,
tomato at 0.6 ppm, meat and meat by-
products of cattle, goats, hogs, horses
and sheep at 0.1 ppm, fat of cattle, goats,

hogs, horses and sheep at 1.0 ppm, milk
fat (reflecting 0.08 ppm in whole milk)
at 2.0 ppm, and poultry meat, fat, meat
by-products and eggs at 0.05 ppm, and
in the processed product cottonseed oil
at 3.0 ppm. EPA’s assessment of the
dietary 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. The nature of the
toxic effects caused by fenpropathrin are
discussed below.

1. Acute toxicity studies with
technical fenpropathrin: Oral LDsg in
the rat is 54.0 milligram/kilogram (mg/
kg) for males and 48.5 (mg/kg) for
females - Toxicity Category I; dermal
LDso is 1,600 mg/kg for males and 870
mg/kg for females - Category II; acute
inhalation (impossible to generate
sufficient test article vapor or aerosol to
elicit toxicity) - Category 1V; primary
eye irritation (no corneal involvement,
mild iris and conjunctival irritation) -
Category lll; and primary dermal
irritation (no irritation) - Category IV.
Fenpropathrin is not a sensitizer.

2. In a subchronic oral toxicity study,
rats were dosed at concentrations of O,
3, 30, 100, 300, or 600 ppm in the diet.
The lowest effect level (LEL) is 600 ppm
(30 mg/kg/day) based on body weight
reduction (female), body tremors, and
increased brain (female) and kidney
(male) weights. The NOEL is 300 ppm
(15 mg/kg/day).

3. In a subchronic oral toxicity study,
dogs were dosed at concentrations of 0,
250, 500, or 1,000 ppm in the diet. A
1,000 ppm dog was sacrificed moribund
during the third week after having
tremors and showing other signs of
poisoning caused by the test article.
Because of this death, the dose for this
group was reduced to 750 ppm for the
remainder of the study. The LOEL is 750
ppm (18.8 mg/kg/day) based on tremors.
The NOEL is 500 ppm (12.5 mg/kg/day).

4. In a 21-day dermal toxicity study,
rabbits were dosed 5 days/week for 3
weeks on abraded or unabraded skin at
doses of 0, 500, 1,200, or 3,000 mg/kg/
day. There were no dose-related effects
on body weight, food consumption,
clinical pathology, gross pathology, or
organ weights. Trace or mild
inflammatory cell infiltration was seen
in the intact and abraded skin in all
groups, including controls, and was

attributed to the test article. The
systemic NOEL is > 3,000 mg/kg/day.
Local irritation only.

Although a 21-day dermal toxicity
study in rabbits is available the Agency
has determined that rats are the most
sensitive species to ascertain the dermal
toxicity potential of fenpropathrin.
Therefore, the lack of a 21-day dermal
study in rats is data gap. This study will
be required under a special Data-Call-In
letter pursuant to section 3(c)(2)(B) of
FIFRA. Although these data are lacking,
EPA has sufficient toxicity data to
support these tolerances and these
additional studies are not expected to
significantly change the risk assessment.

5. In a 1-year feeding study, dogs
were dosed at 0, 100, 250, or 750 ppm
in the diet. The systemic LEL is 250
ppm (6.25 mg/kg/day) based on tremors
in all dogs. The neurologic NOEL is 100
ppm (2.5 mg/kg/day); the systemic
NOEL is 100 ppm (2.5 mg/kg/day).

6. In a chronic feeding/
carcinogenicity study, rats were dosed
at 0, 50, 150, 450, or 600 ppm in the diet
(0, 1.93,5.71, 17.06, or 22.80 mg/kg/day
in males, and 0, 2.43, 7.23, 19.45, or
23.98 mg/kg/day in females). There was
no evidence of carcinogenicity at any
dose up to and including 600 ppm
(22.80 and 23.98 mg/kg/day in males
and females, respectively). The systemic
NOEL (male) is 450 ppm (17.06 mg/kg/
day). The systemic NOEL (female) is 150
ppm (7.23 mg/kg/day); systemic LEL
(male) is 600 ppm highest dose tested
(HDT); 22.80 mg/kg/day) based on
increased mortality, body tremors,
increased pituitary, kidney, and adrenal
weights. The systemic LEL (female) is
450 ppm (19.45 mg/kg/day) based on
increased mortality and body tremors.

7. In a chronic feeding/
carcinogenicity study, mice were dosed
at 0, 40, 150, or 600 ppm in the feed (O,
3.9, 13.7, or 56.0 mg/kg/day in males,
and 0, 4.2, 16.2, or 65.2 mg/kg/day in
females). As expected, mortality was
highest during the final quarter of the
study, but the incidence was similar in
all dosed and control groups. No other
indications of toxicity or carcinogenicity
were seen. The systemic NOEL is > 600
ppm (HDT; male/female, 56.0/65.2 mg/
kg/day).

8. In a developmental toxicity study
in rats, pregnant female rats were dosed
by gavage on gestation days 6-15 at 0
(corn oil control) 0.4, 1.5, 2.0, 3.0, 6.0,
or 10.0 mg/kg/day. The maternal no
observed adverse effect level (NOAEL)
is 6 mg/kg/day; maternal LEL is 10 mg/
kg/day based on death, moribundity,
ataxia, sensitivity to external stimuli,
spastic jumping, tremors, prostration,
convulsions, hunched posture, squinted
eyes, chromodacryorrhea, and
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lacrimation; developmental NOAEL is >
10 mg/kg/day.

9. In a developmental toxicity study
in rabbits, pregnant female New Zealand
rabbits were dosed by gavage on
gestation days 7 through 19 at 0, 4, 12,
or 36 mg/kg/day. Maternal NOEL is 4
mg/kg/day; maternal LEL is 12 mg/kg/
day based on grooming, anorexia,
flicking of the forepaws; developmental
NOEL is > 36 mg/kg/day (HDT).

10. A 3-generation reproduction study
was performed in rats. Rats were dosed
with fenpropathrin at concentrations of
0, 40, 120, or 360 ppm (0, 3.0, 8.9, or
26.9 mg/kg/day in males; 0, 3.4, 10.1, or
32.0 mg/kg/day in females,
respectively). Parents (male/female):
systemic NOEL = 40 ppm (3.0/3.4 mg/
kg/day); systemic LEL = 120 ppm (8.9/
10.1 mg/kg/day) based on body tremors
with spasmodic muscle twitches,
increased sensitivity and maternal
lethality; reproductive NOEL =120 ppm
(8.9/10.1 mg/kg/day); reproductive LEL
=360 ppm (26.9/32.0 mg/kg/day) based
on decreased mean Fig pup weight,
increased Fog loss. Pups (male/female):
developmental NOEL = 40 ppm (3.0/3.4
mg/kg/day); developmental LEL = 120
ppm (8.9/10.1 mg/kg/day) based on
body tremors, increased mortality.

11. Studies on gene mutation and
other genotoxic effects: An Ames Assay
was negative for Salmonella TA98,
TA100, TA1535, TA1537, and TA1538;
and E. coli WP2uvrA (trp-) with or
without metabolic activation; Sister
Chromosome Exchange in CHO-K1 Cells
- there were no increases in sister
chromatid exchanges seen in the CHO-
K1 cells treated with S—33206 or the
DMSO vehicle; Cytogenetics in vitro
(CHO/CA) - negative for chromosome
aberrations (CA) in Chinese hamster
ovary (CHO) cells exposed in vitro to
toxic doses ( = 30 pg/ml) without
activation; and to limit of solubility
(1,000 pg/ml) with activation; In Vitro
Assay in Mammalian Cells - equivocal
results - of no concern; DNA Damage/
Repair in Bacillus subtilis - not
mutagenic or showing evidence of DNA
damage at < 5,000 pg/paper disk.

12. In a metabolism study in rats,
animals were dosed with radiolabelled
S-3206 fenpropathrin by three
protocols. They were dosed with S—
3206 radiolabelled on either the alcohol
or acid portion of the molecule (i.e.
[alcohol-14C]-S-3206 or [acid-14C]-S—
3206). In Experiment |, rats received 14
daily oral low-doses of 2.5 mg/kg/day of
unlabelled S-3206 followed by a 15th
dose of either the alcohol or acid
radiolabelled S—3206. In Experiments Il
and I11, groups of rats received a single
dose of either of the two radiolabelled
test articles at 2.5 mg/kg (Il) or 25 mg/

kg (111). No clinical signs were seen in
any rats.

The major biotransformations
included oxidation at 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.

Four metabolites were found and
characterized in the urine of rats dosed
with alcohol-radiolabel. The major
metabolites were the sulfate conjugate of
3-(4'-hydroxyphenoxy)benzoic acid and
3-phenoxybenzoic acid (22-44% and 3—
9% of the administered dose,
respectively). Eight metabolites were
found in the urine of rats dosed with
acid-radiolabel, but only four were
characterized. The major urinary
metabolites of the acid-labeled
fenpropathrin were TMPA-glucuronic
acid and TMPA-CH>0OH (11-26% and
6-10% of the administered dose,
respectively). None of the parent
chemical was found in urine.

The major elimination products in the
feces included the parent chemical (13—
34% of the administered dose) and four
metabolites. The fecal metabolites (and
the percentage of administered dose)
included CH;OH-fenpropathrin (9—
20%), 4'-OH-fenpropathrin (4—11%),
COOH-fenpropathrin (2—7%), and 4'-
OH-CH20OH-fenpropathrin (2—7%).

13. No neurological studies are
available. These studies will be required
under a special Data Call-In letter
pursuant to section 3(c)(2)(B) of FIFRA.
Although these data are lacking, EPA
has sufficient toxicity data base to
support these tolerances and these
additional studies are not expected to
significantly change this risk
assessment.

B. Toxicological Endpoints

1. Acute toxicity. For acute dietary
risk assessment, EPA recommends use
of a NOEL of 6.0 mg/kg/day based on
clinical signs of neurotoxicity on day
one of dosing in dams from
developmental toxicity study in rats.

2. Short - and intermediate - term
toxicity. toxicity. A short- and
intermediate-term risk assessment is not
required for fenpropathrin. There was
no systemic toxicity at 3,000 mg/kg/day
in a 21-day study in rabbits.

3. Chronic toxicity. EPA has
established the RfD for fenpropathrin at
0.025 mg/kg/day. This RfD is based on
the 1-year toxicity study in dogs with
a NOEL of 2.5 mg/kg/day (tremors) with
an uncertainty factor of 100 to account
for both interspecies extrapolation and
intraspecies variability.

4. Carcinogenicity. There is no
evidence of carcinogenicity in any of the

chronic studies. Fenpropathrin has not
yet been classified.

C. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.466) for the residues of
fenpropathrin, in or on a variety of raw
agricultural commodities. These are
cottonseed (1.0 ppm), strawberries (2.0
ppm), and tomatoes (0.6 ppm); in the fat
of cattle, goats, hogs, horses, and sheep
at 1.0 ppm; in the meat of cattle, goats,
hogs, horses and sheep at 0.1 ppm; in
the meat byproducts of cattle, goats,
hogs, horses and sheep at 0.1 ppm;
milkfat at 2.0 ppm (reflecting 0.08 ppm
in whole milk); and poultry fat, meat,
meat byproducts, and eggs at 0.05 ppm.
A food additive tolerance for residues of
fenpropathrin on cottonseed oil at 3.0
ppm has been established under 40 CFR
185.3225. A feed additive tolerance for
residues of fenpropathrin on cottonseed
soapstock at 2.0 ppm has been
established under 40 CFR 186.3225.
Risk assessments were conducted by
EPA to assess dietary exposures and
risks from fenpropathrin as follows:

i. Acute exposure and risk. 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. The acute
dietary exposure assessment used
Monte Carlo modeling incorporating
anticipated residues and percent crop
treated refinements. The acute dietary
Margin of Exposure (MOE) calculated at
the 99.9th percentile for the most highly
exposed population subgroup (children
1-6 years old) is 803. The MOE
calculated at the 99.9th percentile for
the general U.S. population is 2,108.
EPA concludes that there is a reasonable
certainty of no harm for MOEs of 100 or
greater. Therefore, the acute dietary risk
assessment for fenpropathrin indicates a
reasonable certainty of no harm.

ii. Chronic exposure and risk. The RfD
used for the chronic dietary analysis is
0.025 mg/kg/day. The chronic dietary
exposure assessment used anticipated
residues and percent crop treated
information. The risk assessment
resulted in use of 0.1% of the RfD for
the U.S. population and 0.2% of the
most highly exposed population
subgroup (non-Hispanic other than
black or white).

EPA notes that the acute dietary risk
assessments used Monte Carlo modeling
(in accordance with Tier 3 of EPA is
June 1996 “‘Acute Dietary Exposure
Assessment’” guidance document)
incorporating anticipated residues and
percent of crop treated refinements. The
chronic dietary risk assessment used
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percent crop treated information and
anticipated residues.

Section 408(b)(2)(E) authorizes EPA to
consider 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 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 timeframe it
deems appropriate. Section 408(b)(2)(F)
allows the Agency to use data on the
actual percent of crop treated when
establishing a tolerance only where the
Agency can make the following
findings: (1) that the data used are
reliable and provide a valid basis for
showing the percentage of food derived
from a crop that is likely to contain
residues; (2) that the exposure estimate
does not underestimate the exposure for
any significant subpopulation and; (3)
where data on regional pesticide use
and food consumption are available,
that the exposure estimate does not
understate exposure for any regional
population. In addition, the Agency
must provide for periodic evaluation of
any estimates used.

The percent of crop treated estimates
for fenpropathrin were derived from
Federal and market survey data. EPA
considers these data reliable. A range of
estimates are supplied by this data and
the upper end of this range was used for
the exposure assessment. By using this
upper end estimate of percent crop
treated, the Agency is reasonably certain
that exposure is not underestimated for
any significant subpopulation. Further,
regional consumption information is
taken into account through EPA’s
computer-based model for evaluating
the exposure of significant
subpopulations including several
regional groups. Review of this regional
data allows the Agency to be reasonably
certain that no regional population is
exposed to residue levels higher than
those estimated by the Agency. To meet
the requirement for data on anticipated
residues, EPA will issue a Data Call-In
(DCI) notice pursuant to FFDCA section
408(f) requiring submission of data on
anticipated residues in conjunction with
approval of the registration under the
FIFRA.

2. From drinking water. Since
fenpropathrin is applied outdoors to
growing agricultural crops, the potential
exists for fenpropathrin or its
metabolites to reach ground or surface
water that may be used for drinking

water. Fenpropathrin is extremely
insoluble in water (14 ppb), with a high
octanol/water partitioning coefficient
(Kow 1.19 x 105) and a relatively short
soil half-life for parent and
environmental metabolites. Estimates of
fenpropathrin drinking water
concentrations were generated with the
PRZM | and EXAMS computer models.
Based on these analyses, the
contribution of water to the dietary risk
estimate is negligible. Therefore, EPA
concludes that together these data
indicate that residues are not expected
to occur in drinking water.

i. Acute exposure and risk. The acute
drinking water MOEs, calculated at the
99.9th percentile, are 5,756 and 3,007
for the U.S. population and non-nursing
infants < 1 year old, respectively.

ii. Chronic exposure and risk. The
chronic drinking water risk assessment
resulted in use of 0.3% and 1.6% of the
RfD for the U.S. population and non-
nursing infants < 1 year old,
respectively.

3. From non-occupational non-dietary
exposure. Fenpropathrin has no other
uses, such as indoor pest control,
homeowner or turf, that could lead to
unique, enhanced exposures.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) 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.”
The Agency believes that *“‘available
information” in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and

evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are dissimilar to
existing chemical substances (in which
case the Agency can conclude that it is
unlikely that a pesticide shares a
common mechanism of activity with
other substances) and pesticides that
produce a common toxic metabolite (in
which case common mechanism of
activity will be assumed).

EPA does not have, at this time,
available data to determine whether
fenpropathrin has a common
mechanism of toxicity with other
substances or how to include this
pesticide in a cumulative risk
assessment. Unlike other pesticides for
which EPA has followed a cumulative
risk approach based on a common
mechanism of toxicity, fenpropathrin
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 fenpropathrin has a
common mechanism of toxicity with
other substances.

D. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. The acute aggregate risk
assessment takes into account exposure
from food and water. The acute
aggregate MOE calculated at the 99.9th
percentile for the U.S. population is
1,543. The Agency has no cause for
concern if total acute exposure
calculated for the 99.9th percentile
yields a MOE of 100 or larger. Therefore,
the Agency concludes that there is a
reasonable certainty that no harm will
result from acute aggregate exposure to
fenpropathrin residues in food and
drinking water.

2. Chronic risk. Using the Anticipated
Residue Contribution (ARC) exposure
assumptions described above, EPA has
concluded that aggregate exposure to
fenpropathrin from food and water will
utilize 0.4% of the RfD for the U.S.
population. The major identifiable
subgroup with the highest aggregate
exposure is non-nursing infants < 1 year
old. EPA generally has no concern for
exposures below 100% of the RfD
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because the RfD represents the level at
or below which daily aggregate dietary
exposure over a lifetime will not pose
appreciable risks to human health.
Therefore, EPA does not expect the
aggregate exposure to exceed 100% of
the RfD. EPA concludes that there is a
reasonable certainty that no harm will
result from aggregate exposure to
fenpropathrin residues.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. Based on fenpropathrin not
being registered for residential uses,
EPA concludes that the aggregate short-
and intermediate-term risks do not
exceed levels of concern (MOE less than
100), and that there is a reasonable
certainty that no harm will result from
aggregate exposure to fenpropathrin
residues.

E. Aggregate Cancer Risk for U.S.
Population

This chemical has not yet been
classified; however, there is no evidence
of carcinogenicity in any of the chronic
studies. EPA believes that this pesticide
does not pose a significant cancer risk.

F. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children—i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
fenpropathrin, EPA considered data
from developmental toxicity studies in
the rat and rabbit and a 3-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
pesticide exposure during prenatal
development to one or both parents.
Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of 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. EPA believes that reliable data

support using the standard MOE and
uncertainty factor (usually 100 for
combined inter- and intra-species
variability) and not the additional
tenfold MOE/uncertainty factor when
EPA has a complete data base under
existing guidelines and when the
severity of the effect in infants or
children or the potency or unusual toxic
properties of a compound do not raise
concerns regarding the adequacy of the
standard MOE/safety factor.

ii. Developmental toxicity studies. See
Toxicological Profile in Unit Il. A. of
this preamble.

iii. Reproductive toxicity studies. See
Toxicological Profile in Unit Il. A. of
this preamble.

iv. Pre- and post-natal sensitivity.
There is no evidence of additional
sensitivity to young rats or rabbits
following pre- or postnatal exposure to
fenpropathrin.

v. Conclusion.The data base related to
pre- and post-natal sensitivity is
complete. Based on the above, EPA
concludes that reliable data support use
of the standard 100-fold uncertainty
factor and that an additional uncertainty
factor is not needed to protect the safety
of infants and children.

2. Acute risk. The aggregate acute
MOE calculated at the 99.9th percentile
for children age 1-6 is 719. The Agency
has no cause for concern if total acute
exposure calculated for the 99.9th
percentile yields a MOE of 100 or larger.
Therefore, the Agency has no acute
aggregate concern due to exposure to
fenpropathrin through food and
drinking water.

3. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to fenpropathrin
from food and water will utilize 1.6% of
the RfD for non-nursing infants. EPA
generally has no concern for exposures
below 100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. EPA concludes that
there is a reasonable certainty that no
harm will result to infants and children
from aggregate exposure to
fenpropathrin residues.

4. Short- or intermediate-term risk.
Based on fenpropathrin not being
registered for residential uses, EPA
concludes that the aggregate short- and
intermediate-term risks do not exceed
levels of concern, and that there is a
reasonable certainty that no harm will
result.

5. Special docket. The complete acute
and chronic exposure analyses
(including dietary, non-dietary, drinking
water, and residential exposure, and

analysis of exposure to infants and
children) used for risk assessment
purposes can be found in the Special
Docket for the FQPA under the title
“Risk Assessment for Extension of
Tolerances for Synthetic Pyrethroids.”
Further explanation regarding EPA’s
decision regarding the additional safety
factor can also be found in the Special
Docket.

G. Endocrine Disrupter Effects

EPA is required to develop a
screening program to determine whether
certain substances (including all
pesticides and inerts) “may have an
effect in humans that is similar to an
effect produced by a naturally occurring
estrogen, or such other endocrine
effect....” The Agency is currently
working with interested stakeholders,
including other government agencies,
public interest groups, industry and
research scientists in developing a
screening and testing program and a
priority setting scheme to implement
this program. Congress has allowed 3
years from the passage of FQPA (August
3, 1999) to implement this program. At
that time, EPA may require further
testing of this active ingredient and end
use products for endocrine disrupter
effects.

I11. Other Considerations

A. Metabolism In Plants and Animals

Metabolism studies have been
conducted on pinto beans, tomatoes,
apples, cotton and tomato. In the earlier
studies, the parent compound was
found to be the major residue;
remaining residues were characterized
but not identified. The apple
metabolism study was deemed fully
adequate because the majority of the
residue was the parent compound. The
cotton temporary tolerances were
established with an expiration date
because the petitioner had indicated
that a new cotton metabolism study
would be conducted to further elucidate
the nature of radioactive residues in
cotton commodities. In both recent
plant metabolism studies, on cotton and
tomatoes, it has been concluded that the
residue of concern is the parent
compound fenpropathrin per se.

Metabolism studies with goats and
poultry dosed with radiolabeled
fenpropathrin were submitted with
PP7F03485/FAP7H05527. The majority
of the residue in muscle, fat, and milk
and eggs was found to be the parent
compound, fenpropathrin. The residue
in kidney and liver consisted mainly of
various metabolites. Livestock
metabolites, with the possible exception
of TMPA lactone, have also been
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identified in rat metabolism studies and
their contributions to the overall
toxicity of fenpropathrin have been
considered. For the apple and pear
tolerances, the levels of the metabolites
in livestock were low enough not to be
included in the tolerance expression.

B. Analytical Enforcement Methodology

Residues of fenpropathrin in peanut
raw agricultural and processed
commodities were determined using
analytical method RM-22—4 Gas
Chromatography with Electron Capture
Detection (GC/ECD). An EPA trial of
method RM-22—4 for fenpropathrin
residues in/on apples and method RM-
22A-1 for residues of fenpropathrin in
meat and milk has been successfully
conducted. In addition, recovery of
fenpropathrin was tested through FDA
multiresidue methods and
fenpropathrin was found to be
completely recovered by the PAM |
Section 302 method (Luke method);
thus a confirmatory method is available.

C. Magnitude of Residues

1. Plant commodities—field trial
studies. For the purposes of dietary risk
assessment, residue data generated from
residue field trials conducted at
maximum application rates and
minimum pre-harvest intervals were
used to estimate chronic and acute
dietary exposure to potential residues of
fenpropathrin. For chronic dietary
exposure analyses, mean anticipated
residue values were calculated,
substituting one-half the limit of
detection for those samples for which
residues were reported as non-
detectable. For acute dietary exposure
analyses, the entire range of field trial
residue data which reflected the current
labeled maximum rate and minimum
PHI for single serving commodities were
used (Tier 3 modeling, as outlined in
“Final Office Policy for Performing
Acute Dietary Exposure Assessment,” D.
Edwards, June 13, 1996.) For those
foods considered to be blended, mean
field trial residues were calculated,
substituting the full limit of detection
for those samples for which residues
were reported as non-detectable (Tier 2
modeling) used residue distributions
from field trial studies.

2. Animal commodities. For chronic
dietary analyses, dietary burdens were
calculated using mean field trial
residues, adjusted for percent of crop
treated and applying appropriate
processing factors, for all feed items. For
acute dietary analyses, mean field trial
residues (with no adjustment for percent
of crop treated) were used for those feed
items that are processed or blended,
while the highest field trial residue

values were used for the remaining feed
items.

The secondary residue levels in
animal tissues were then calculated by
multiplying the total dietary burden by
the tissue-to-feed ratio calculated from
the lactating ruminant or laying hen
feeding studies.

D. International Residue Limits

Codex Maximum Residue Limits
(MRLs) for fenpropathrin have been
established which are in harmony with
the U.S. tolerances for cottonseed (1.0
ppm). Codex MRLs have been
established which exceed the U.S.
tolerances for cattle meat byproducts
(0.05 vs. 0.02 ppm), cattle meat (0.5 vs.
0.02 ppm), whole milk (0.1 vs 0.02
ppm), and tomatoes (1.0 vs. 0.6 ppm).
Codex MRLs have been established
which are below their U.S. counterparts
for eggs (0.01 vs 0.02 ppm) and poultry
meat byproducts (0.01 vs. 0.02 ppm).

There are differences between the
section 408 tolerances and the Codex
MRL values for secondary residues in
animal products. These differences are
mainly caused by differences in the
methods used to calculate animal feed
dietary exposure. The only substantial
difference between the U.S. tolerance
and the Codex MRL value is for
tomatoes. The IMPR (Joint Meeting on
Pesticide Residues) reviewer required
that the MRL exceed the highest field
residue, and rounded to unity. The EPA
reviewer agreed with Valent that one set
of field residue samples was possibly
comprised by the presence of a high rate
processing treatment nearby. High
outliers were ignored, and the tolerance
was set at 0.6 ppm.

No Canadian MRLs have been
established for residues of
fenpropathrin. Mexico has established a
tolerance for residues of fenpropathrin
on cottonseed (1.0 ppm) which is in
harmony with the U.S. tolerance.

IV. Conclusion

Therefore, these tolerances are
established for residues of fenpropathrin
in cottonseed at 1.0 ppm, peanut
nutmeat at 0.01 ppm, peanut vine hay
at 20 ppm, strawberry at 2.0 ppm,
tomato at 0.6 ppm, meat and meat by-
products of cattle, goats, hogs, horses
and sheep at 0.1 ppm, fat of cattle, goats,
hogs, horses and sheep at 1.0 ppm, milk
fat (reflecting 0.08 ppm in whole milk)
at 2.0 ppm, and poultry meat, fat, meat
by-products and eggs at 0.05 ppm, and
in the processed products cottonseed oil
at 3.0 ppm.

In addition to the tolerances being
amended, since for purposes of
establishing tolerances FQPA has
eliminated all distinctions between raw

and processed food, EPA is combining
the tolerances that now appear in
§185.3225 with the tolerances in
§180.466 and is removing the tolerances
under §185.3225 and § 186.3225.

Originally, the tolerance under
§186.3225 was for cottonseed soapstock
at 2.0 ppm. In the Federal Register of
November 14, 1994 (59 FR 56454)(FRL—
4919-3) which extended the time-
limitation for these tolerances, the
Agency inadvertently changed the
expression from cottonseed soapstock to
cottonseed hulls. Because a tolerance for
cottonseed hulls was never intended,
the Agency is removing the tolerance by
this regulation. Also, the Agency no
longer considers cottonseed soapstock
as a significant feed commodity. Under
present residue chemistry guidelines, a
tolerance for cottonseed soapstock is no
longer required. Therefore, with this
regulation, the tolerance for cottonseed
soapstock is also removed.

V. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to ““‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by January 26, 1998,
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
above (40 CFR 178.20). A copy of the
objections and/or hearing requests filed
with the Hearing Clerk should be
submitted to the OPP docket for this
rulemaking. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
grounds for the objections (40 CFR
178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
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material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as

Confidential Business Information (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.

V1. Public Records and Electronic
Submissions

EPA has established a record for this
rulemaking under docket control
number [OPP-300580] (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 am. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 1132 of the Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, Crystal Mall #2, 1921 Jefferson
Davis Highway, Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia

address in “ADDRESSES” at the
beginning of this document.

VII. Regulatory Assessment
Requirements

This final rule establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). 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 1l of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104—4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408(d), 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.
Nevertheless, the Agency has previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950) and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

VII1. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A), as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, the
Agency has submitted 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 General

Accounting Office prior to publication

of this rule in today’s Federal Register.
This is not a “major rule” as defined by
5 U.S.C. 804(2).

List of Subjects
40 CFR Part 180

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

40 CFR Part 185

Environmental protection, Food
additives, Pesticides and pests.

40 CFR Part 186

Environmental protection, Feed
additives, Pesticides and pests.
Dated: November 14, 1997.

James Jones,

Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

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

Authority: 21 U.S.C. 346a and 371.

2. Section 180.466, is revised to read
as follows:

§180.466 Fenpropathrin; tolerances for
residues.

(a) General. Tolerances are
established for residues of the pesticide
chemical fenpropathrin (alpha-cyano-3-
phenoxy-benzyl 2,2,3,3-
tetramethylcyclopropanecarboxylate) in
or on the following agricultural
commodities:

. Parts per mil-
Commodity IicpJn
Cattle, fat ......cccceveeeveiiiinenn. 1.0
Cattle, mbyp ..cccccoovveeiienens 0.1
Cattle, meat ...........cccvveeeee. 0.1
Cottonseed ........ 1.0
Cottonseed, oil .. 3.0
EQOS ..o, 0.05
Goats, fat ....... 1.0
Goats, mbyp ..... 0.1
Goats, meat ... 0.1
Hogs, fat ........ 1.0
Hogs, mbyp .... 0.1
Hogs, meat .... 0.1
Horses, fat ..... 1.0
Horses, mbyp .... 0.1
Horses, meat .........cccceeveee 0.1
Milkfat (reflecting 0.08 ppm 2.0
in whole milk).
Peanut, hay .......ccccoevveenen. 20.0
Peanut, nutmeat ... ... 10.01
Poultry, fat .....cccccoveevireee, 0.05
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. Parts per mil-
Commodity Iign
Poultry, mbyp 0.05
Poultry, meat 0.05
Sheep, fat ........... 1.0
Sheep, mbyp 0.1
Sheep, meat 0.1
Strawberry ........... 2.0
TOMALO ..o 0.6

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

PART 185—[AMENDED]

2. In part 185:

a. The authority citation for part 185
continues to read as follows:

Authority: 21 U.S.C. 346a and 348.

§185.3225 [Removed]
b. By removing § 185.3225
Fenpropathrin.

PART 186—[AMENDED]

3. In part 186:

a. The authority citation for part 186
continues to read as follows:

Authority: 21 U.S.C. 342, 348 and 701.

§186.3225 [Removed]

b. By removing § 186.3225
Fenpropathrin.
[FR Doc. 97-31102 Filed 11-25-97; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 721

[OPPTS-50621C; FRL-5757-6]

RIN 2070-AB27

Dipropylene Glycol Dimethyl Ether;

Final Significant New Use Rule;
Correction

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

SUMMARY: EPA issued a document (FR
Doc. 97-29153) in the Federal Register
of November 4, 1997, adding a
significant new use rule (SNUR) for the
chemical substance described as
dipropylene glycol dimethyl ether
(DGDE), which was the subject of
premanufacture notice (PMN) P—93—
507. The CAS No. listed for DGDE in the
rule was incorrect. This document
corrects that CAS No.

DATES: Effective on November 26, 1997.
FOR FURTHER INFORMATION CONTACT:
Susan B. Hazen, Director,
Environmental Assistance Division
(7408), Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, Rm. E-543B, 401 M St., SW.,
Washington, DC 20460, telephone: (202)
554-1404, TDD: (202) 554-0551; e-mail:
TSCA-Hotline@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: EPA
issued a document (FR Doc. 97-29153)
in the Federal Register of November 4,
1997 (62 FR 59579) (FRL-5745-1),
stating that the CAS No. for DGDE was
11109-77-4. This document correctly
changes the CAS No. from 11109-77-4
to 111109-77-4.

On page 59583, in the first column, in
§721.3550, in paragraph (a), in the fifth
line, “CAS No. 11109-77-4" should
read “CAS No. 111109-77-4".

List of Subjects in 40 CFR Part 721

Environmental protection, Chemicals,
Hazardous substances, Reporting and
recordkeeping requirements.

Dated: November 19, 1997.

Charles M. Auer,

Director, Chemical Control Division, Office
of Pollution Prevention and Toxics.

[FR Doc. 97-31130 Filed 11-25-97; 8:45 am]
BILLING CODE 6560-50-F

DEPARTMENT OF DEFENSE

48 CFR Part 231
[DFARS Case 97-D312]

Defense Federal Acquisition
Regulation Supplement; Allowability of
Costs for Restructuring Bonuses

AGENCY: Department of Defense (DoD).

ACTION: Interim rule with request for
comments.

SUMMARY: The Director of Defense
Procurement has issued an interim rule
amending the Defense Federal
Acquisition Regulation Supplement
(DFARS) to prohibit use of DoD funds
to reimburse a contractor for costs paid
by the contractor to an employee for a
bonus or other payment in excess of the
normal salary paid to the employee,
when such payment is part of
restructuring costs associated with a
business combination. This rule
implements Section 8083 of the Fiscal
Year 1998 Defense Appropriations Act.
DATES: Effective date: November 26,
1997.

Comment date: Comments on the
interim rule should be submitted in
writing to the address shown below on

or before January 26, 1998, to be
considered in the formulation of the
final rule.

ADDRESSES: Interested parties should
submit written comments to: Defense
Acquisition Regulations Council, Attn:
Ms. Sandra G. Haberlin, PDUSD (A&T)
DP (DAR), IMB 3D139, 3062 Defense
Pentagon, Washington, DC 20301-3062.
Telefax number (703) 602—-0350.

E-mail comments submitted over the
Internet should be addressed to:
dfars@acq.osd.mil

Please cite DFARS Case 97-D312 in
all correspondence related to this issue.
E-mail comments should cite DFARS
Case 97-D312 in the subject line.

FOR FURTHER INFORMATION CONTACT: MSs.
Sandra G. Haberlin, (703) 602-0131.

SUPPLEMENTARY INFORMATION:

A. Background

This interim rule amends paragraph
(f) (1) of DFARS 231.205-6,
Compensation for personal services, to
implement Section 8083 of the Fiscal
Year 1998 Defense Appropriations Act
(Pub. L. 105-56). Section 8083 prohibits
DoD from using fiscal year 1998 funds
to reimburse a contractor for costs paid
by the contractor to an employee for a
bonus or other payments in excess of
the normal salary paid by the contractor
to the employee, when such payment is
part of restructuring costs associated
with a business combination. Similar
provisions were contained in the Fiscal
Year 1996 and Fiscal Year 1997 Defense
Appropriations Acts (Pub. L. 104-61
and Pub. L. 104-208, respectively).

B. Regulatory Flexibility Act

The interim rule is not expected to
have a significant economic impact on
a substantial umber of small entities
within the meaning of the Regulatory
Flexibility Act, 5 U.S.C. 601, et seq.,
because most contracts awarded to
small entities use simplified acquisition
procedures or are awarded on a
competitive, fixed-price basis, and do
not require application of the cost
principle contained in this rule. An
Initial Regulatory Flexibility Analysis
has, therefore, not been performed.
Comments are invited from small
businesses and other interested parties.
Comments from small entities
concerning the affected DFARS subpart
also will be considered in accordance
with 5 U.S.C. 610. Such comments
should be submitted separately and
should cite 5 U.S.C. 601, et seq. (DFARS
Case 97-D312), in correspondence.
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C. Paperwork Reduction Act

The Paperwork Reduction Act does
not apply because the interim rule does
not impose any information collection
requirements that require Office of
Management and Budget approval
under 44 U.S.C. 3501, et seq.

D. Determination To Issue an Interim
Rule

A determination has been made under
the authority of the Secretary of Defense
that urgent and compelling reasons exist
to publish an interim rule prior to
affording the public an opportunity to
comment. This action is necessary to
implement Section 8083 of the Fiscal
Year 1998 Defense Appropriations Act
(Pub. L. 105-56), which was effective
upon enactment on October 8, 1997.
However, comments received in
response to the publication of this
interim rule will be considered in
formulating the final rule.

List of Subjects in 48 CFR Part 231

Government procurement.
Michele P. Peterson,

Executive Editor, Defense Acquisition
Regulations Council.

Therefore, 48 CFR part 231 is
amended as follows:

1. The authority citation for 48 CFR
Part 231 continues to read as follows:

Authority: 41 U.S.C. 421 and 48 CFR
Chapter 1.

PART 231—CONTRACT COST
PRINCIPLES AND PROCEDURES

2. Section 231.205-6 is amended by
revising paragraph (f)(1) to read as
follows:

§231.205-6 Compensation for personal
services.

(f)(1) In accordance with Section 8122
of Pub. L. 104-61, and similar sections
in subsequent Defense appropriations
acts, costs for bonuses or other
payments in excess of the normal salary
paid by the contractor to an employee,
that are part of restructuring costs
associated with a business combination,
are unallowable under DoD contracts
funded by fiscal year 1996 or
subsequent appropriations. This
limitation does not apply to severance
payments or early retirement incentive
payments. (See 231.205-70(b) for the
definitions of ““business combination™
and “‘restructuring costs.”)

[FR Doc. 97-31113 Filed 11-25-97; 8:45 am]
BILLING CODE 5000-04-M

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 17
RIN 1018-AE47

Endangered and Threatened Wildlife
and Plants; Emergency Rule To
Establish an Additional Manatee
Sanctuary in Kings Bay, Crystal River,
FL

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Emergency rule.

SUMMARY: This emergency rule
establishes an additional West Indian
manatee (Trichecus manatus) sanctuary
in Citrus County, Florida, adjacent to
Kings Bay/Crystal River at the
confluence of the Three Sisters Spring
run with a residential canal, and
prohibits all waterborne activities in the
sanctuary for a period of 120 days. This
emergency action will help prevent the
taking of manatees by harassment
resulting from waterborne activities
during upcoming winter months. This
increases the number of sanctuaries in
Kings Bay to seven and has been
initiated to prevent harassment from
increasing public use at this site. A
proposed rule to establish this sanctuary
is published elsewhere in today’s
Federal Register. The proposed rule
provides for public comment and a
hearing (if requested). The emergency
action is effective for 120 days and is
taken under the authority of the
Endangered Species Act of 1973, as
amended, and the Marine Mammal
Protection Act of 1972, as amended.

DATES: Effective November 24, 1997,
through March 23, 1998, unless
terminated sooner by publication in the
Federal Register. In accordance with 50
CFR 17.106, the effective date for this
action was established through a legal
notice published in the St. Petersburg
Times, Citrus County Edition and the
Citrus County Chronicle on November
24,1997.

ADDRESSES: The complete file for this
rule is available for inspection, by
appointment, during normal business
hours at the Jacksonville Field Office,
U.S. Fish and Wildlife Service, 6620
Southpoint Drive South, Suite 310,
Jacksonville, Florida 32216-0912.

FOR FURTHER INFORMATION CONTACT:
Robert O. Turner at the above address,
(904/232-2580 ext. 117); or Vance
Eaddy, Senior Resident Agent, U.S. Fish
and Wildlife Service, 9721 Executive
Center Drive, Suite 206, St. Petersburg,
Florida 33702, (813/570-5398).

SUPPLEMENTARY INFORMATION:
Background

Crystal River is a tidal river on the
west coast of Florida. Forming the
headwaters of Crystal River is Kings
Bay, a lake-like body of water fed by
numerous freshwater springs. The Kings
Bay springs constitute one of the most
important natural warm-water refuges
for manatees, a federally listed
endangered species. More than 250
animals may seek refuge in the bay’s
warm waters during winter cold
periods. With the winter presence of
manatees and its sheltered, warm and
clear waters, Kings Bay also attracts
large numbers of waterborne users
(boaters, recreational divers, snorkelers,
and swimmers) most of whom seek out
manatees for a close viewing
experience. The influx of visitors,
primarily there to see and interact with
manatees, provides a major economic
impact to the Crystal River community.

Large aggregations of manatees
apparently did not exist in Kings Bay
until recent times (Beeler and O’Shea
1988). The first careful counts were
made in the late 1960’s. Since then
manatee numbers have increased
significantly. In 1967-1968 Hartman
(1979) counted 38 animals. By 1981—
1982, the maximum winter count
increased to 114 animals (Powell and
Rathbun 1984), and in December 1994
the count was 271 (U.S. Fish and
Wildlife Service, unpublished data).
Both births and immigration of animals
from other areas have contributed to the
increases in manatee numbers at Crystal
River.

The Second Revision of the Florida
Manatee Recovery Plan (U.S. Fish and
Wildlife Service 1995) identifies the
need to minimize disturbance and
harassment of manatees in the wild.
This concern for the welfare of manatees
in Kings Bay has resulted in the
establishment of a series of sanctuary
areas to protect manatees from any
potential negative impacts of human
activities. The first three sanctuaries
were created in 1980, encompassing a
total of about 10 acres in Kings Bay.
These were closed to all human access
each winter from November 15 to March
31 and provided manatees with areas
where they could retreat from
waterborne users. To better administer
and protect the bay’s manatee habitat,
the Service purchased several islands
associated with the sanctuaries in 1983
and established the Crystal River
National Wildlife Refuge. During the
1980’s, the number of manatees and
divers increased steadily, resulting in
the need for additional manatee
sanctuaries. In 1994, the Service
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established three additional sanctuaries
and expanded an existing sanctuary.
The six sanctuaries now encompass
approximately 39 acres within Kings
Bay.

The Kings Bay manatee sanctuary
system provides significant protection
to the more than 250 manatees that use
this area as a winter warm-water refuge.
With the increasing number of manatees
using Kings Bay and an increasing
number of recreational divers and
snorkelers coming to Crystal River to
seek close encounters with manatees,
another problem area outside the
existing sanctuary system has been
identified.

Since the establishment of the three
most recent sanctuaries, reports of
waterborne users harassing manatees
and causing manatees to leave the Three
Sisters Spring run area has been
documented by researchers, refuge staff
and concerned citizens. The Save the
Manatee Club and the Marine Mammal
Commission have urged the Service to
act to protect manatees utilizing the
Three Sisters Spring run area. Dive shop
operators have acknowledged that there
is a manatee harassment problem in the
area of the proposed sanctuary.

Prior to last winter, the Service and
local interest groups met separately with
local dive shop owners to discuss the
harassment issue and the feasibility of
establishing a new sanctuary. There was
a consensus that a sanctuary was
needed and that it would be more
effective if it was developed through a
local city or county ordinance.
Representatives of each of the local dive
shops wrote letters recognizing the need
for a small sanctuary near Three Sisters
Spring and recommended that the
regulations be promulgated locally.
Local efforts have been made to address
the problem and the Service will
continue to encourage local officials to
create a permanent refuge. However, the
Service is taking this interim measure to
protect manatees, already beginning to
seek the warmer waters of Kings Bay
springs, from harassment.

The Service funded a manatee and
human interaction study at Three
Sisters Spring (January 23—February 17,
1997) which confirmed that harassment
was occurring and documented
instances in which manatees left the
warm waters at the confluence of the
spring run and the residential canal
when divers, snorkelers and/or
swimmers arrived (Wooding, 1997). The
Service is concerned that these animals
may be leaving earlier than if they were
left undisturbed.

Reasons for Emergency Determination

In deciding to implement this rule,
the Service has carefully assessed the
best available information, and
conducted a study to evaluate manatee
and human interactions at Three Sisters
Spring. The study clearly documented a
manatee harassment problem at the site.
With more than 250 manatees utilizing
the sanctuary system along with an
increasing number of visitors who seek
close encounters with manatees,
manatees are experiencing more
frequent disturbance at Three Sisters
Spring. Without sufficient space to rest,
free from harassment, a significant
proportion of the manatees depending
upon the Kings Bay springs could be at
considerable risk should they be driven
away from essential warm-water areas.
Based on this evaluation, the preferred
appropriate action is to establish an
additional sanctuary at the confluence
of the Three Sisters Spring run and a
residential canal in Kings Bay, Crystal
River, Citrus County, Florida. At
present, there is currently insufficient
time to complete preparations for
implementing a permanent sanctuary
before cold weather arrives. Therefore,
the Service is establishing a seventh
manatee sanctuary on an emergency
basis to provide maximum protection
for manatees until a permanent
sanctuary is put in place, either by a
local ordinance or by final rule by the
Service.

The authority to establish emergency
manatee protection areas is provided by
the Endangered Species Act and the
Marine Mammal Protection Act, and is
codified in 50 CFR, part 17, subpart J.
Under subpart J, the Director may
establish, by regulation, manatee
protection areas whenever she
determines there is substantial evidence
that there is imminent danger of a taking
(including harassment) of one or more
manatees, and that such establishment
is necessary to prevent such a taking.

The emergency sanctuary is located
on the west side of the confluence of
Three Sisters Spring run and the
residential canal, Kings Bay, Crystal
River, Citrus County, Florida. The
sanctuary will be less than one quarter
acre in size.
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Author. The primary author of this
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Manatee Coordinator (see ADDRESSES
section).

Authority

The authority to establish manatee
protection areas is provided by the
Endangered Species Act of 1973, as
amended (16 U.S.C. 1531 et seq.), and
the Marine Mammal Protection Act of
1972 (16 U.S.C. 1361-1407), as
amended.

List of Subjects in 50 CFR Part 17

Endangered and threatened species,
Exports, Imports, Reporting and
recordkeeping requirements,
Transportation.

Regulation Promulgation

Accordingly, the Service amends part
17, subchapter B of chapter I, title 50 of
the Code of Federal Regulations, as
follows:

PART 17—[AMENDED)]

1. The authority citation for part 17
continues to read as follows:

Authority: 16 U.S.C. 1361-1407; 16 U.S.C.
1531-1544; 16 U.S.C. 4201-4245; Pub. L. 99—
625, 100 Stat. 3500; unless otherwise noted.

2. Amend section 17.108 by adding
paragraph (a)(7) to read as follows:

§17.108 List of designated manatee
protection areas.

(a) * * *
(7) A tract of submerged land on the west

side of the confluence of Three Sisters Spring
run and the residential canal off the eastern
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shore of Kings Bay, Crystal River, lying in the
northeast corner of Section 28, Township 18,
South Range 17 East in Citrus County,
Florida; containing less than one quarter
acre.
* * * * *

Dated: November 20, 1997.
Jamie Rappaport Clark,
Director, Fish and Wildlife Service.
[FR Doc. 97-31107 Filed 11-21-97; 3:41 pm]
BILLING CODE 4310-55-P



63039

Proposed Rules

Federal Register

Vol. 62, No. 228

Wednesday, November 26, 1997

This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 97-NM—230-AD]

RIN 2120-AA64

Airworthiness Directives; Airbus Model

A300, A310, and A300-600 Series
Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to
certain Airbus Model A300, A310, and
A300-600 series airplanes. This
proposal would require inspections to
detect cracking of the aft door frame
area, and repair, if necessary. This
proposal is prompted by issuance of
mandatory continuing airworthiness
information by a foreign civil
airworthiness authority. The actions
specified by the proposed AD are
intended to detect and correct cracks in
the aft door frame area, which could
result in reduced structural integrity
and rapid decompression of the
airplane.

DATES: Comments must be received by
December 26, 1997.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-103,
Attention: Rules Docket No. 97-NM—
230-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055-4056.
Comments may be inspected at this
location between 9:00 a.m. and 3:00
p-m., Monday through Friday, except
Federal holidays.

The service information referenced in
the proposed rule may be obtained from
Airbus Industrie, 1 Rond Point Maurice
Bellonte, 31707 Blagnac Cedex, France.
This information may be examined at
the FAA, Transport Airplane

Directorate, 1601 Lind Avenue, SW.,
Renton, Washington.

FOR FURTHER INFORMATION CONTACT:
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055—-4056; telephone (425) 227-2110;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:
Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this notice may be changed in light
of the comments received.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this notice
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 97-NM-230-AD.” The
postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-103, Attention: Rules Docket No.
97-NM-230-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055—-4056.

Discussion

The Direction Générale de I’ Aviation
Civile (DGAC), which is the
airworthiness authority for France,
notified the FAA that an unsafe
condition may exist on certain Airbus
Model A300, A310, and A300-600

series airplanes. The DGAC advises that,
during scheduled inspections of in-
service airplanes, 18 cases of stress
corrosion cracks have been found at and
between rivet holes on the inner and
outer door frame flanges of frames 73A
and 75A, and on the inner and outer
flanges of the longeron at stringer 11.
Such stress corrosion cracking, if not
detected and corrected in a timely
manner, could result in reduced
structural integrity and possible rapid
decompression of the airplane.

Explanation of Relevant Service
Information

Airbus has issued Service Bulletins
A300-53-303 (for Model A300 series
airplanes); A310-53-2079 (for Model
A310 series airplanes); and A300-53—
6056 (for Model A300-600 series
airplanes), all dated February 23, 1996.
These service bulletins describe
procedures for inspections to detect
cracking of the aft door frame area, and
repair, if necessary. In each of the
referenced service bulletins, inspection
procedures are provided for multiple
locations around the aft door frame area.
There are 7 locations specified for
Model A300 and A310 series airplanes,
and 3 locations specified for Model
A300-600 series airplanes.
Accomplishment of a permanent repair,
as specified in these service bulletins,
eliminates the need for the repetitive
eddy current inspections for the area in
which the permanent repair is
accomplished.

The DGAC classified these service
bulletins as mandatory and issued
French airworthiness directive (CN) 96—
135-199(B), dated July 17, 1996, in
order to assure the continued
airworthiness of these airplanes in
France.

FAA'’s Conclusions

These airplane models are
manufactured in France and are type
certificated for operation in the United
States under the provisions of section
21.29 of the Federal Aviation
Regulations (14 CFR 21.29) and the
applicable bilateral airworthiness
agreement. Pursuant to this bilateral
airworthiness agreement, the DGAC has
kept the FAA informed of the situation
described above. The FAA has
examined the findings of the DGAC,
reviewed all available information, and
determined that AD action is necessary
for products of this type design that are
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certificated for operation in the United
States.

Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design registered in the United
States, the proposed AD would require
accomplishment of the actions specified
in the service bulletins described
previously, except as discussed below.

Differences Between the Proposal and
the related Service Bulletin

The proposed rule would differ from
the Airbus service bulletins described
previously in that, unlike certain repair
times specified in the referenced service
bulletins, this proposed AD would not
permit further flight with cracks
detected in the aft door frame area.
Depending on the extent and location of
the cracking, the service bulletins, in
certain circumstances, provide for
continued flight without immediate
repair of the damaged area. The FAA
has determined that, due to the safety
implications and consequences
associated with such cracking, all
locations in the aft door frame area that
are found to be cracked must be
repaired prior to further flight.

Additionally, for cracks found in
certain locations, the service bulletins
specify that operators should contact
Airbus for possible repair solutions.
Unlike the procedures described in the
service bulletins, this proposed AD
would require that any repairs other
than those specifically identified in the
service bulletins be accomplished in
accordance with a method approved by
the FAA.

Cost Impact

The FAA estimates that 49 Airbus
Model A300 and A310 series airplanes
of U.S. registry would be affected by this
proposed AD, that it would take
approximately 25 work hours per
airplane to accomplish the proposed
inspections, and that the average labor
rate is $60 per work hour. Based on
these figures, the cost impact of the
proposed inspections on U.S. operators
of Model A300 and A310 series
airplanes is estimated to be $73,500, or
$1,500 per airplane.

The FAA estimates that 51 Airbus
Model A300-600 series airplanes of U.S.
registry would be affected by this
proposed AD, that it would take
approximately 18 work hours per
airplane to accomplish the proposed
inspections, and that the average labor
rate is $60 per work hour. Based on
these figures, the cost impact of the

proposed inspections on U.S. operators
of Model A300-600 series airplanes is
estimated to be $55,080, or $1,080 per
airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this AD were not adopted.

Regulatory Impact

The regulations proposed herein
would not have substantial direct effects
on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
in accordance with Executive Order
12612, it is determined that this
proposal would not have sufficient
federalism implications to warrant the
preparation of a Federalism Assessment.

For the reasons discussed above, |
certify that this proposed regulation (1)
is not a “‘significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

Airbus Industrie: Docket 97-NM-230-AD.

Applicability: Model A300, A310, and
A300-600 airplanes on which Airbus
Modification 6924 has not been installed,;
certificated in any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
otherwise modified, altered, or repaired in
the area subject to the requirements of this
AD. For airplanes that have been modified,
altered, or repaired so that the performance
of the requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (d) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To detect and correct cracks in the aft door
frame area, which could result in reduced
structural integrity and possible rapid
decompression of the aircraft, accomplish the
following:

(a) Prior to the accumulation of 10 years
since date of manufacture, or within 12
months after the effective date of this AD,
whichever occurs later: Except as provided
by paragraphs (b) and (c) of this AD,
accomplish a high frequency eddy current
inspection to detect stress corrosion cracks in
the aft door frame area, and perform the
applicable corrective actions, in accordance
with Airbus Service Bulletin A300-53-303,
dated February 23, 1996 (for Model A300
series airplanes); A310-53-2079, dated
February 23, 1996 (for Model A310 series
airplanes); or A300-53-6056, dated February
23, 1996 (for Model A300-600 series
airplanes); subsequently referred to as the
applicable service bulletin. Thereafter, repeat
the inspection at intervals not to exceed 5
years, in all areas not repaired permanently
in accordance with the applicable service
bulletin.

(b) If any crack is found during an
inspection required by paragraph (a) of this
AD, and the applicable service bulletin
specifies to contact Airbus for an appropriate
action: Prior to further flight, repair in
accordance with a method approved by the
Manager, International Branch, ANM-116,
FAA, Transport Airplane Directorate.

(c) If any crack is found during an
inspection required by paragraph (a) of this
AD, and the applicable service bulletin
specifies a compliance time other than “‘prior
to further flight” for accomplishment of the
repair: Accomplish the repair prior to further
flight in accordance with the procedures
specified in the applicable service bulletin.

(d) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager,
International Branch, ANM-116. Operators
shall submit their requests through an
appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, International Branch,
ANM-116.
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Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the International Branch,
ANM-116.

(e) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

Note 3: The subject of this AD is addressed
in French airworthiness directive (CN) 96—
135-199(B), dated July 17, 1996.

Issued in Renton, Washington, on
November 19, 1997.

Stewart R. Miller,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 97-31022 Filed 11-25-97; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 97-NM-189-AD]

RIN 2120-AA64

Airworthiness Directives; Dassault

Model Mystere Falcon 200 Series
Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to all
Dassault Model Mystere Falcon 200
series airplanes. This proposal would
require reducing the life limit of the
polyurethane foam used in the fuselage
fuel tanks. This proposal is prompted by
issuance of mandatory continuing
airworthiness information by a foreign
civil airworthiness authority. The
actions specified by the proposed AD
are intended to ensure replacement of
the polyurethane foam in the fuselage
fuel tanks when it has reached its
maximum life limit; polyurethane foam
that is not replaced in a timely manner
could result in fuel contamination or
increased risk of explosion in the
fuselage fuel tank.

DATES: Comments must be received by
December 26, 1997.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-103,
Attention: Rules Docket No. 97-NM—
189-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055-4056.

Comments may be inspected at this
location between 9:00 a.m. and 3:00
p.m., Monday through Friday, except
Federal holidays.

The service information referenced in
the proposed rule may be obtained from
Dassault Falcon Jet, Teterboro Airport,
P.O. Box 2000, South Hackensack, New
Jersey 07606. This information may be
examined at the FAA, Transport
Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington.

FOR FURTHER INFORMATION CONTACT:
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055—-4056; telephone (425) 227-2110;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:
Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this notice may be changed in light
of the comments received.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this notice
must submit a self-addressed, stamped
postcard on which the following
statement is made: ‘““Comments to
Docket Number 97-NM-189-AD.” The
postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-103, Attention: Rules Docket No.
97-NM-189-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055—-4056.

Discussion

The Direction Générale de I’ Aviation
Civile (DGAC), which is the

airworthiness authority for France,
notified the FAA that an unsafe
condition may exist on all Dassault
Model Mystere Falcon 200 series
airplanes. The DGAC advises that
studies of aging airplanes conducted by
Dassault have shown that, after 8 years,
the characteristics of the polyurethane
foam material used in the fuselage fuel
tanks are no longer acceptable. The
airplane maintenance manual originally
called for replacement of the
polyurethane foam within 10 years.
However, based on the Dassault study,
the life limit of the foam should be
reduced to 8 years. If not replaced in a
timely manner, the polyurethane foam
could degrade and result in fuel
contamination or increased risk of
explosion in the fuselage fuel tank.

Explanation of Related French
Airworthiness Directive

The DGAC issued French
airworthiness directive (CN) 96-078—
021(B), dated April 10, 1996, in order to
assure the continued airworthiness of
these airplanes in France. The French
airworthiness directive requires
replacement of the polyurethane foam of
the fuselage tanks at intervals not to
exceed 8 years.

FAA’s Conclusions

This airplane model is manufactured
in France and is type certificated for
operation in the United States under the
provisions of section 21.29 of the
Federal Aviation Regulations (14 CFR
21.29) and the applicable bilateral
airworthiness agreement. Pursuant to
this bilateral airworthiness agreement,
the DGAC has kept the FAA informed
of the situation described above. The
FAA has examined the findings of the
DGAC, reviewed all available
information, and determined that AD
action is necessary for products of this
type design that are certificated for
operation in the United States.

Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design registered in the United
States, the proposed AD would require
reducing the life limit of the
polyurethane foam used in the fuselage
fuel tanks. The action would be required
to be accomplished in accordance with
procedures specified in the airplane
maintenance manual.

Cost Impact

The FAA estimates that 20 Dassault
Model Mystere Falcon 200 series
airplanes of U.S. registry would be
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affected by this proposed AD, that it
would take approximately 8 work hours
per airplane to accomplish the proposed
actions, and that the average labor rate
is $60 per work hour. Required parts
would cost approximately $4,000 per
airplane. Based on these figures, the cost
impact of the proposed AD on U.S.
operators is estimated to be $89,600, or
$4,480 per airplane.

The cost impact figure discussed
above is based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this AD were not adopted.

Regulatory Impact

The regulations proposed herein
would not have substantial direct effects
on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
in accordance with Executive Order
12612, it is determined that this
proposal would not have sufficient
federalism implications to warrant the
preparation of a Federalism Assessment.

For the reasons discussed above, |
certify that this proposed regulation (1)
is not a “‘significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

Dassault Aviation: Docket 97-NM-189-AD.

Applicability: All Model Mystere Falcon
200 series airplanes, certificated in any
category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
otherwise modified, altered, or repaired in
the area subject to the requirements of this
AD. For airplanes that have been modified,
altered, or repaired so that the performance
of the requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (b) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent fuel contamination or increased
risk of explosion in the fuselage fuel tank as
a result of degradation of the polyurethane
foam used in the fuselage fuel tanks,
accomplish the following:

(a) Replace the polyurethane foam in the
fuselage fuel tanks with new foam, in
accordance with procedures specified in
Chapter 5 of the Dassault Falcon 200
Maintenance Manual, at the later of the times
specified in paragraph (a)(1) or (a)(2) of this
AD. Thereafter, replace the foam with new
foam at intervals not to exceed 8 years.

(1) Within 8 years after the last
replacement of the foam; or

(2) Within 7 months or 350 flight hours
after the effective date of this AD, whichever
occurs first.

(b) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager,
International Branch, ANM-116, FAA,
Transport Airplane Directorate. Operators
shall submit their requests through an
appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, International Branch,
ANM-116.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the International Branch,
ANM-116.

(c) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

Note 3: The subject of this AD is addressed
in French airworthiness directive (CN) 96—
078-021(B), dated April 10, 1996.

Issued in Renton, Washington, on
November 19, 1997.

Stewart R. Miller,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 97-31024 Filed 11-25-97; 8:45 am]
BILLING CODE 4010-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 96—NM-200-AD]

RIN 2120-AA64

Airworthiness Directives; British
Aerospace BAe Model ATP Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to
certain British Aerospace BAe Model
ATP airplanes. This proposal would
require repetitive inspections to detect
uneven wear of the heat pack of the
main landing gear (MLG) brake unit;
measurement and setting of the wear
remaining length (WRL) of the wear
indicator pin (WIP); and replacement of
the brake heat pack unit with a
serviceable unit, if necessary. This
proposal is prompted by issuance of
mandatory continuing airworthiness
information by a foreign civil
airworthiness authority. The actions
specified by the proposed AD are
intended to detect uneven wear of the
brake heat pack unit and prevent failure
of the pressure stator of the MLG brake
unit, which could result in reduced
braking efficiency and consequent
longer stopping distances upon landing.

DATES: Comments must be received by
December 26, 1997.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-103,
Attention: Rules Docket No. 96—-NM—
200-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055-4056.
Comments may be inspected at this
location between 9:00 a.m. and 3:00
p.m., Monday through Friday, except
Federal holidays.

The service information referenced in
the proposed rule may be obtained from
AI(R) American Support, Inc., 13850
McLearen Road, Herndon, Virginia
20171. This information may be
examined at the FAA, Transport
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Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington.

FOR FURTHER INFORMATION CONTACT:
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055-4056; telephone (425) 227-2110;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:
Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this notice may be changed in light
of the comments received.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this notice
must submit a self-addressed, stamped
postcard on which the following
statement is made: ‘““Comments to
Docket Number 96—NM-200-AD.” The
postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-103, Attention: Rules Docket No.
96—-NM-200-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055—4056.

Discussion

The Civil Aviation Authority (CAA),
which is the airworthiness authority for
the United Kingdom, notified the FAA
that an unsafe condition may exist on
certain British Aerospace BAe Model
ATP airplanes. The CAA advises it
received reports indicating that the heat
pack unit of the main landing gear
(MLG) brake unit has exhibited uneven
wear at the pressure stator/first rotor
interface in some instances, which has
resulted in a small number of failures of

the pressure stator. The pressure stator
failures have been attributed to incorrect
wear remaining length (WRL) indicated
by the wear indicator pin (WIP). Such
uneven wear and/or failure of the
pressure stator/first rotor interface of the
brake units, if not corrected, could
result in reduced braking efficiency and
consequent longer stopping distances
upon landing.

Explanation of Relevant Service
Information

Jetstream has issued Service Bulletin
ATP/J61-32-71, dated May 23, 1996,
and Revision 1, dated June 18, 1996,
which describe procedures for repetitive
inspections to detect uneven wear of the
heat pack of the MLG brake unit at the
pressure stator/first rotor interface;
measurement and setting of the WRL of
the WIP to indicate the correct amount
of allowable remaining wear of the
brake heat pack unit; and replacement
of the brake heat pack unit with a
serviceable unit, if necessary. (The
Jetstream service bulletin references
Dunlop service Bulletin AHA1612/
AHA2004-32-1122, dated April 16,
1996, as an additional source of service
information for inspecting the brakes,
measuring the WRL of the WIP, and
setting the corrected length of the pin.

The CAA classified the Jetstream
service bulletin as mandatory and
issued British airworthiness directive
002—-05-96 in order to assure the
continued airworthiness of these
airplanes in the United Kingdom.

FAA's Conclusions

This airplane model is manufactured
in the United Kingdom and is type
certificated for operation in the United
States under the provisions of section
21.29 of the Federal Aviation
Regulations (14 CFR 21.29) and the
applicable bilateral airworthiness
agreement. Pursuant to this bilateral
airworthiness agreement, the CAA has
kept the FAA informed of the situation
described above. The FAA has
examined the findings of the CAA,
reviewed all available information, and
determined that AD action is necessary
for products of this type design that are
certificated for operation in the United
States.

Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design registered in the United
States, the proposed AD would require
accomplishment of the actions specified
in the service bulletin described
previously.

Differences Between Proposed AD and
Service Information

Operators should note that certain
procedures described in the referenced
Dunlop Service Bulletin are not
included in this AD. Those procedures
address the possible delay in the
accomplishment of some of the work
tasks due to the lack of qualified
persons to set the WRL of the WIP.
However, this AD permits no delay in
setting the corrected length of the pin.

Cost Impact

The FAA estimates that 10 airplanes
of U.S. registry would be affected by this
proposed AD, that it would take
approximately 5 work hours per
airplane to accomplish the proposed
actions, and that the average labor rate
is $60 per work hour. Based on these
figures, the cost impact of the proposed
AD on U.S. operators is estimated to be
$3,000, or $300 per airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this AD were not adopted.

Regulatory Impact

The regulations proposed herein
would not have substantial direct effects
on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
in accordance with Executive Order
12612, it is determined that this
proposal would not have sufficient
federalism implications to warrant the
preparation of a Federalism Assessment.

For the reasons discussed above, |
certify that this proposed regulation (1)
is not a ““significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule”” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

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

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

British Aerospace Regional Aircraft
[Formerly Jetstream Aircraft Limited;
British Aerospace (Commercial Aircraft)
Limited]: Docket 96—NM—-200-AD.

Applicability: BAe Model ATP airplanes
having constructors numbers 2002 through
2067 inclusive, certificated in any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
otherwise modified, altered, or repaired in
the area subject to the requirements of this
AD. For airplanes that have been modified,
altered, or repaired so that the performance
of the requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (c) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To detect uneven wear of the brake heat
pack unit and prevent failure of the pressure
stator of the main landing gear (MLG) brake
unit, which could result in reduced braking
efficiency and consequent longer stopping
distances upon landing, accomplish the
following:

(a) Within 300 hours time-in-service (TIS)
after the effective date of this AD: Perform an
inspection of the brake units of the left and
right MLG to detect uneven wear at the
pressure stator/first rotor interface, measure
the wear remaining length (WRL) of the wear
indicator pin (WIP), and accomplish the
action specified in paragraph (a)(1) or (a)(2)
of this AD, as applicable; in accordance with
Jetstream Service Bulletin ATP/J61-32—71,
dated May 23, 1996, or Revision 1, dated
June 18, 1996.

Note 2: Jetstream Service Bulletin ATP/
J61-32-71, dated May 23, 1996, and Revision
1, dated June 18, 1996, reference Dunlop
Service Bulletin AHA1612/AHA2004-32—
1122, dated April 16, 1996, as an additional
source of service information for procedures
to inspect the brakes, measure the wear
remaining length (WRL) of the wear indicator
pin (WIP), and set the corrected length of the
pin.

(1) If the WRL of the WIP is greater than
or equal to 0.5 inches: Repeat the action
required in paragraph (a) of this AD
thereafter at intervals not to exceed 300 hours
TIS.

(2) If the WRL of the WIP is less than 0.5
inches: Prior to further flight, measure the
thickness of the pressure stator and
accomplish the action specified in paragraph
(a)(2)(i) or (a)(2)(ii) of this AD, as applicable;
and repeat the action required in paragraph
(a) of this AD thereafter at intervals not to
exceed 300 hours TIS.

(i) If the pressure stator is less than or
equal to 0.31 inches thick: Replace the heat
pack of the MLG brake unit with a
serviceable unit and set the WRL of the WIP
to indicate the corrected WRL measurement.

(ii) If the pressure stator exceeds 0.31
inches thick: Set the WRL of the WIP to
indicate the corrected WRL measurement.

(b) If, during any inspection required by
this AD, the WRL of the WIP on any brake
unit shows that the wear status of the brake
heat pack is outside the acceptable limits
specified in Jetstream Service Bulletin ATP/
J61-32-71, dated May 23, 1996, or Revision
1, dated June 18, 1996: Prior to further flight,
replace the brake heat pack unit with a
serviceable unit in accordance with the
referenced service bulletin; and repeat the
action required in paragraph (a) of this AD
thereafter at intervals not to exceed 300 hours
TIS.

(c) An alternative method of compliance or
adjustment of the initial compliance time
that provides an acceptable level of safety
may be used if approved by the Manager,
International Branch, ANM-116, FAA,
Transport Airplane Directorate. Operators
shall submit their requests through an
appropriate FAA Principal Maintenance
Inspector, who may add additional
comments, and then send it to the Manager,
International Branch, ANM-116.

Note 3: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the International Branch,
ANM-116.

(d) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

Note 4: The subject of this AD is addressed
in British airworthiness directive 002—05-96.

Issued in Renton, Washington, on
November 19, 1997.

Stewart R. Miller,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 97-31023 Filed 11-25-97; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF THE INTERIOR

Office of Surface Mining Reclamation
and Enforcement

30 CFR Parts 773, 778, and 843
RIN 1029-AB94

Ownership and Control; Redesign

AGENCY: Office of Surface Mining
Reclamation and Enforcement, Interior.

ACTION: Advance notice of proposed
rulemaking; extension of public
comment period and notice of public
meetings.

SUMMARY: The Office of Surface Mining
Reclamation and Enforcement (OSM),
United States Department of the Interior
(DOI) published a notice that it would
hold public meetings in order to solicit
comments, concerns, and new ideas
regarding the drafting of new ownership
or control, permit information, and
improvidently issued permit regulations
to implement certain provisions of the
Surface Mining Control and
Reclamation Act of 1977. The notice
invited written comments regarding the
drafting of these regulations and advised
that a concept/issue paper has been
prepared to assist those interested in
commenting or preparing for the
meetings. The notice also stated that
OSM would meet with interested
persons and accept written comments
through December 15, 1997. OSM is
now extending the time during which
written comments may be submitted
and announcing the dates and locations
for public meetings.

DATES: Written comments: The date for
submitting written comments is
extended until 5:00 p.m., Eastern Time
on January 16, 1998.

Public Meetings: The period in which
to request a meeting is unchanged.
Requests for meetings should be made
prior to December 1, 1997. Public
meetings have already been scheduled
for seven locations. See SUPPLEMENTARY
INFORMATION for the dates, times and
locations.

ADDRESSES: Written comments and
requests for concept/issue paper: Hand
deliver or mail to Earl Bandy, Office of
Surface Mining Reclamation and
Enforcement, AVS Office, 2679 Regency
Road, Lexington, Kentucky 40503.
Telephone: (800) 643—9748. E-mail:
ebandy@osmre.gov.

Telefax: Copies of the concept/issue
paper may be obtained from FAX ON
DEMAND by calling 202-219-1703 and
following the instructions on the
recorded announcement. The concept/
issue paper document code is 3009.
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Public meetings: Upon request OSM
staff will be available to meet with
interested persons, individually or in
groups, during the comment period. In
addition to public meetings scheduled
by request, OSM has scheduled
meetings at seven locations. See
SUPPLEMENTARY INFORMATION for the
dates, times and locations.

For planning purposes, participants
must call 1-800—643-9748 to confirm
their attendance. If no confirmations are
received for any location where a
meeting has been scheduled, that
meeting will not be held. Any
individual who requires special
accommodation to attend a meeting
should contact the person listed under
FOR FURTHER INFORMATION CONTACT.

FOR FURTHER INFORMATION CONTACT: Earl
D. Bandy, Jr., Office of Surface Mining
Reclamation and Enforcement, 2679
Regency Road, Lexington, Kentucky
40503. Telephone: (606) 233—-2796 or
(800) 643-9748. E-mail:
ebandy@osmre.gov.

SUPPLEMENTARY INFORMATION: On
October 29, 1997 (62 FR 56139), OSM
published a notice that it would hold
public meetings in order to solicit
comments, concerns, and new ideas
regarding the drafting of new ownership
or control, permit information, and
improvidently issued permit regulations
to implement certain provisions of the
Surface Mining Control and
Reclamation Act of 1977. The notice
also invited written comments regarding
the drafting of these regulations and

advised that a concept/issue paper has
been prepared to assist those interested
in commenting or preparing for the
meetings. The re-design of these
regulations is underway in order to
fulfill the commitment made in the
publication of the interim final rules on
April 21, 1997 (62 FR 19450). The
commitment was to seek public
comment on proposed regulatory
changes that would precede final rules
adopted to reflect the January 31, 1997,
decision of the U.S. Court of Appeals for
the District of Columbia Circuit that
invalidated previous ownership or
control and related rules.

Public meetings have been scheduled
at the following locations on the dates
specified.

Date

Time

Location

12/2/97 ...
12/3/97 ...
12/4/97 ...
12/5/97

12/8I97 .o
12/9/97 oo
12/10/97 ..o

9 a.m.—12 noon
9 a.m.—12 noon
10 a.m.—12 noon
10 a.m.—12 noon

10 a.m.—12 noon ................
10 a.m.—12 noon ................
10 a.m.—12 noon ................

DC.

Holiday Inn South, 5332 Athens-Boonesboro Road, Lexington, KY.

Heart O Town Hotel, 1000 Washington Street, East, Charleston, WV.
OSM Conference Room, 10 Parkway Center, Building #3, Pittsburgh, PA.
OSM Conference Room 220, 1951 Constitution Ave., NW., Washington,

OSM Conference Room, 2nd Floor, 530 Gay Street, Knoxville, TN.
OSM Conference Room, 1st Floor, 501 Belle Street, Alton, IL.
OSM Conference Room, 34th Floor, 1999 Broadway, Denver, CO.

Dated: November 21, 1997.
Mary Josie Blanchard,
Assistant Director, Program Support.
[FR Doc. 97-31096 Filed 11-25-97; 8:45 am)]
BILLING CODE 4310-05-M

DEPARTMENT OF THE INTERIOR

Office of Surface Mining Reclamation
and Enforcement

30 CFR Part 913
[SPATS No. IL-098-FOR]

Illinois Regulatory Program

AGENCY: Office of Surface Mining
Reclamation and Enforcement (OSM),
Interior.

ACTION: Proposed rule; public comment
period and opportunity for public
hearing.

SUMMARY: OSM is announcing receipt of
a proposed amendment to the Illinois
regulatory program (hereinafter the
“Illinois program”) under the Surface
Mining Control and Reclamation Act of
1977 (SMCRA). The proposed
amendment consists of a revision to the
Ilinois regulations pertaining to
administrative review. The amendment
is intended to revise the Illinois
program to be consistent with the
corresponding Federal regulations.

This document sets forth the times
and locations that the Illinois program
and proposed amendment to that
program are available for public
inspection, the comment period during
which interested persons may submit
written comments on the proposed
amendment, and the procedures that
will be followed regarding the public
hearing, if one is requested.

DATES: Written comments must be
received by 4:00 p.m., c.s.t., December
26, 1997. If requested, a public hearing
on the proposed amendment will be
held on December 22, 1997. Requests to
speak at the hearing must be received by
4:00 p.m., c.s.t. on December 11, 1997.

ADDRESSES: Written comments and
requests to speak at the hearing should
be mailed or hand delivered to Andrew
R. Gilmore, Director, Indianapolis Field
Office, at the address listed below.

Copies of the Illinois program, the
proposed amendment, a listing of any
scheduled public hearings, and all
written comments received in response
to this document will be available for
public review at the addresses listed
below during normal business hours,
Monday through Friday, excluding
holidays. Each requester may receive
one free copy of the proposed
amendment by contacting OSM’S
Indianapolis Field Office.

Andrew R. Gilmore, Director,
Indianapolis Field Office, Office of
Surface Mining Reclamation and
Enforcement, Minton-Capehart
Federal Building 575 North
Pennsylvania Street, Room 301,
Indianapolis, IN 46204, Telephone:
(317) 226-6700.

Ilinois Department of Natural
Resources, Office of Mines and
Minerals, 524 South Second Street,
Springfield, IL 62701-1787,
Telephone (217) 782—-4970.

FOR FURTHER INFORMATION CONTACT:
Andrew R. Gilmore, Director,
Indianapolis Field Office, Telephone:
(317) 226-6700.

SUPPLEMENTARY INFORMATION:
I. Background on the Illinois Program

OnJune 1, 1982, the Secretary of the
Interior conditionally approved the
Ilinois program. Background
information on the Illinois program,
including the Secretary’s findings, the
disposition of comments, and the
conditions of approval can be found in
the June 1, 1982, Federal Register (47
FR 23883). Subsequent actions
concerning the conditions of approval
and program amendments can be found
at 30 CFR 913.15, 913,16, and 913.17.
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11. Description of the Proposed
Amendment

By letter dated November 3, 1997
(Administrative Record No. IL-5000),
Ilinois submitted a proposed
amendment to its program pursuant to
SMCRA. Illinois submitted the proposed
amendment at its own initiative. In its
submission letter, Illinois stated the
amendment was necessitated by a
permit review case wherein the hearing
officer found that the Department’s
burden of proof standard was improper.
The hearing officer ruled that a
preponderence of the evidence standard
was the appropriate standard to apply in
a permit review proceeding. On a
subsequent appeal of the administrative
case, the circuit court agreed that the
clearly erroneous standard was invalid,
and that the preponderance of the
evidence standard was the correct
standard to apply (Citizens Organizing
Project v. IDNR, 96—-MR-126, Sangamon
County Circuit Court). The provision of
Title 62, lllinois Administrative Code
(IAC) that Illinois proposes to amend is
at 62 IAC 1847.3(g), permit hearings.
Specifically, Illinois proposes to delete
the existing language at 62 IAC
1847.3(g) and replace it with the
following language.

The standard of proof in a hearing
conducted under this Section shall be the
preponderence of the evidence.

I11. Public Comment Procedures

In accordance with the provisions of
30 CFR 732.17(h), OSM is seeking
comments on whether the proposed
amendment satisfies the applicable
program approval criteria of 30 CFR
731.15. If the amendment is deemed
adequate, it will become part of the
Ilinois program.

Written Comments

Written comments should be specific,
pertain only to the issues proposed in
this rulemaking, and include
explanations in support of the
commenter’s recommendations.
Comments received after the time
indicated under DATES or at locations
other than the Indianapolis Field Office
will not necessarily be considered in the
final rulemaking or included in the
Administrative Record.

Public Hearing

Persons wishing to speak at the public
hearing should contact the person listed
under FOR FURTHER INFORMATION
CONTACT by 4:00 p.m., c.s.t. on
December 11, 1997. The location and
time of the hearing will be arranged
with those persons requesting the
hearing. Any disabled individual who

has need for a special accommodation to
attend a public hearing should contact
the individual listed under FOR FURTHER
INFORMATION CONTACT. If no one requests
an opportunity to speak at the public
hearing, the hearing will not be held.

Filing of a written statement at the
time of the hearing is requested as it
will greatly assist the transcriber.
Submission of written statements in
advance of the hearing will allow OSM
officials to prepare adequate responses
and appropriate questions.

The public hearing will continue on
the specified date until all persons
scheduled to speak have been heard.
Persons in the audience who have not
been scheduled to speak, and who wish
to do so, will be heard following those
who have been scheduled. The hearing
will end after all persons scheduled to
speak and persons present in the
audience who wish to speak have been
heard.

Public Meeting

If only one person requests an
opportunity to speak at a hearing, a
public meeting, rather than a public
hearing, may be held. Persons wishing
to meet with OSM representatives to
discuss the proposed amendment may
request a meeting by contacting the
person listed under FOR FURTHER
INFORMATION CONTACT. All such meetings
will be open to the public and, if
possible, notices of meetings will be
posted at the location listed under
ADDRESSES. A written summary of each
meeting will be made a part of the
Administrative Record.

IV. Procedural Determinations
Executive Order 12866

This rule is exempted from review by
the Office of Management and Budget
(OMB) under Executive Order 12866
(Regulatory Planning and Review).

Executive Order 12988

The Department of the Interior has
conducted the reviews required by
section 3 of Executive Order 12988
(Civil Justice Reform) and has
determined that, to the extent allowed
by law, this rule meets the applicable
standards of subsections (a) and (b) of
that section. However, these standards
are not applicable to the actual language
of State regulatory programs and
program amendments since each such
program is drafted and promulgated by
a specific State, not by OSM, Under
sections 503 and 505 of SMCRA (30
U.S.C. 1253 and 1255) and 30 CFR
730.11, 732.15, and 732.17(h)(10),
decisions on proposed State regulatory
programs and program amendments

submitted by the States must be based
solely on a determination of whether the
submittal is consistent with SMCRA and
its implementing Federal regulations
and whether the other requirements of
30 CFR Parts 730, 731, and 732 have
been met.

National Environmental Policy Act

No environmental impact statement is
required for this rule since section
702(d) of SMCRA (30 U.S.C. 1292(d))
provides that agency decisions on
proposed State regulatory program
provisions do not constitute major
Federal actions within the meaning of
section 102(2)(C) of the National
Environmental Policy Act (42 U.S.C.
4332(2)(C)).

Paperwork Reduction Act

This rule does not contain
information collection requirements that
require approval by OMB under the
Paperwork Reduction Act (44 U.S.C.
3507 et seq.).

Regulatory Flexibility Act

The Department of the Interior has
determined that this rule will not have
a significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.). The State submittal
which is the subject of this rule is based
upon counterpart Federal regulations for
which an economic analysis was
prepared and certification made that
such regulations would not have a
significant economic effect upon a
substantial number of small entities.
Accordingly, this rule will ensure that
existing requirements previously
promulgated by OSM will be
implemented by the State. In making the
determination as to whether this rule
would have a significant economic
impact, the Department relied upon the
data and assumptions for the
counterpart Federal regulations.

Unfunded Mandates

OSM has determined and certifies
pursuant to the Unfunded Mandates
Reform Act (2 U.S.C. 1502 et seq.) that
this rule will not impose a cost of $100
million or more in any given year on
local, state, or tribal governments or
private entities.

List of Subjects in 30 CFR Part 913
Intergovernmental relations, Surface
mining, Underground mining.
Dated: November 20, 1997.
Charles E. Sandberg,

Acting Regional Director, Mid-Continent
Regional Coordinating Center.

[FR Doc. 97-31095 Filed 11-25-97; 8:45 am]
BILLING CODE 4310-05-M
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[IL162—1b; FRL-5926-7]

Approval and Promulgation of State
Implementation Plan; lllinois

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

SUMMARY: The Environmental Protection
Agency (EPA) is proposing to approve a
September 8, 1997, State
Implementation Plan (SIP) revision
request submitted by the State of Illinois
to tighten Volatile Organic Material
regulations for cold cleaning degreasing
operations in the Chicago and Metro-
East ozone nonattainment areas. In the
final rules section of this Federal
Register, the EPA is approving this
action as a direct final rule without
prior proposal because EPA views this
as a noncontroversial action and
anticipates no adverse written
comments. A detailed rationale for the
approval is set forth in the direct final
rule. If no adverse written comments are
received in response to that direct final
rule, no further activity is contemplated
in relation to this proposed rule. If EPA
receives adverse written comments, the
direct final rule will be withdrawn and
all written public comments received
will be addressed in a subsequent final
rule based on the proposed rule. Any
parties interested in commenting on this
document should do so at this time.
DATES: Written comments on this
proposed rule must be received on or
before December 26, 1997.

ADDRESSES: Written comments should
be mailed to: J. EImer Bortzer, Chief,
Regulation Development Section, Air
Programs Branch (AR-18J),
Environmental Protection Agency,
Region 5, 77 West Jackson Boulevard,
Chicago, Illinois 60604.

Copies of the State submittal are
available for inspection at: Regulation
Development Section, Air Programs
Branch (AR-18J), Environmental
Protection Agency, Region 5, 77 West
Jackson Boulevard, Chicago, Illinois
60604.

FOR FURTHER INFORMATION CONTACT:
Mark J. Palermo, Environmental
Protection Specialist, Regulation
Development Section, Air Programs
Branch (AR-18J), Environmental
Protection Agency, Region 5, 77 West
Jackson Boulevard, Chicago, Illinois
60604, (312) 886—6082.

SUPPLEMENTARY INFORMATION: For
additional information see the direct

final rule published in the rules section
of this Federal Register.

Dated: November 7, 1997.
David A. Ullrich,
Acting Regional Administrator.
[FR Doc. 97-31140 Filed 11-25-97; 8:45 am]
BILLING CODE 6560-50-F

DEPARTMENT OF DEFENSE

48 CFR Parts 214 and 215
[DFARS Case 97-D011]

Defense Federal Acquisition
Regulation Supplement; Distribution of
Contract Financing Payments

AGENCY: Department of Defense (DoD).

ACTION: Proposed rule with request for
comments.

SUMMARY: The Director of Defense
Procurement is proposing to amend the
Defense Federal Acquisition Regulation
Supplement (DFARS) to specify that,
when a contract contains multiple
accounting classification reference
numbers and a clause for progress
payments, the contracting officer shall
provide instructions to enable the
paying office to distribute the progress
payments in proportions that reasonably
reflect the performance of work under
the contract. This policy was originally
scheduled for implementation on
October 1, 1997; implementation has
been delayed pending a more complete
review of the resource implications of
the Department’s planned manner of
distributing progress payments. This
regulatory action was subject to Office
of Management and Budget review
under Executive Order 12866, dated
September 30, 1993. The Administrator
of the Office of Information and
Regulatory Affairs has determined that
this is a major rule under 5 U.S.C. 804.
DATES: Comments on the proposed rule
and the associated information
collection requirements should be
submitted in writing to the addresses
specified below on or before January 26,
1998, to be considered in the
formulation of the final rule.
ADDRESSES: Interested parties should
submit written comments on the
proposed rule to: Defense Acquisition
Regulations Council, Attn: Ms. Sandra
G. Haberlin, PDUSD (A&T) DP (DAR),
IMD 3D139, 3062 Defense Pentagon,
Washington, DC 20301-3062. Telefax
number (703) 602-0350. E-mail
comments submitted over the Internet
should be addressed to:
dfars@acg.osd.mil. Please cite DFARS
Case 97-DO011 in all correspondence
related to this issue. E-mail

correspondence should cite DFARS
Case 97-D011 in the subject line.
Interested parties should submit
written comments on the associated
information collection requirements to:
Office of Information and Regulatory
Affairs, Office of Management and
Budget, Attn: Mr. Peter N. Weiss, Desk
Officer, Room 10236, New Executive
Office Building, Washington, DC 20503,
with a copy to the Defense Acquisition
Regulations Council at the address
specified above.
FOR FURTHER INFORMATION CONTACT:
Ms. Sandra G. Haberlin, (703) 602—0131.

SUPPLEMENTARY INFORMATION:
A. Background

A proposed DFARS rule was
published in the Federal Register on
June 5, 1997 (62 FR 30829). The rule
required a contracting officer to provide
payment instructions to enable the
paying office to distribute financing
payments to the contract line item
number (CLIN)/subline item number
(SLIN) that reflects the work performed
during the period covered by the
contractor’s financing request. Public
comments were received from seven
sources. All comments were considered.

This DFARS rule differs significantly
from the proposed DFARS rule
published in the Federal Register on
June 5, 1997. Therefore, this second
proposed rule is being published to
obtain further public comments, prior to
promulgation of a final rule. One of the
main differences is that this revised rule
raises the level to which actual funds
usage must be identified. The
previously published proposed rule
required contracting officers to provide
distribution instructions at the contract
line item or subline item level. DoD has
concluded that instructions by CLIN or
SLIN are not necessary, in particular, in
cases where several CLINS/SLINs are
funded with the same accounting
classification reference number (ACRN).
Consequently, this DFARS rule requires
distribution instructions by ACRN,
rather than by CLIN/SLIN. Each
appropriation or subdivision thereof is
reflected in the contract by a distinct
ACRN.

A second difference between the two
proposed rules is that this revised rule
no longer requires the contracting
officer to use one of four alternative
approaches for developing the payment
instructions. However, for research and
development contracts, the rule does
retain the approach of using oldest
funds first, absent conflicting
information.

This proposed rule also differs from
the June 5, 1997, proposed rule by
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clarifying that the rule applies to the
progress payments type of financing;
and that contractors, when asked by
contracting officers to provide
information, need to provide best
estimates of funding distribution by
ACRN, based on existing accounting
systems.

B. Regulatory Flexibility Act

The proposed rule is not expected to
have a significant economic impact on
a substantial number of small entities
within the meeting of the Regulatory
Flexibity Act, 5 U.S.C. 601, et seq.,
because most contracts awarded to
small entities have a dollar value less
than the simplified acquisition
threshold, and, therefore, do not use the
progress payments method of financing.
An initial regulatory flexibility analysis
has therefore not been performed.
Comments are invited from small
businesses and other interested parties.
Comments from small entities
concerning the affected DFARS subparts
will also be considered in accordance
with 5 U.S.C. 610. Such comments
should be submitted separately and
should cite 5 U.S.C. 601, et seq. (DFARS
Case 97-D011), in correspondence.

C. Paperwork Reduction Act

The Paperwork Reduction Act, 44
U.S.C. 3501, et seq., applies because the
proposed rule contains information
collection requirements. A new
information collection requirement has
been submitted to the Office of
Management and Budget (OMB) for
review under 44 U.S.C. 3507(d)(1)(A).

1. Title, Associated Form, and OMB
Number: A new information collection
requirement, “Distribution of Contract
Financing Payments,” has been
submitted to OMB for review. An OMB
Number has not yet been assigned.

2. Needs and Uses: 31 U.S.C. 1301(a)
provides that “Appropriations shall be
applied only to the objects for which the
appropriations were made except as
otherwise provided by law.” To
facilitate compliance, the Under
Secretary of Defense (Comptroller)
(USD(C)) has directed paying offices to
begin charging progress payments to the
obligations that correspond to the
deliverables for which costs were
incurred during the period covered by
the progress payment request. In order
to implement this direction, contracting
officers must provide progress payment
distribution instructions to paying
offices. One possible source of
information for devising distribution
instructions is the contractor, by means
of a contract requirement for estimates
of distributions by ACRN.

Affected Public: Businesses or other
for profit.

Annual Burden Hours: 1,440,000.

Number of Respondents: 2,000.

Average Burden Per Response: 60
hours.

Frequency: On occasion.

3. Supplementary Information:
Summary of Information Collection. The
collection of information from
contractors will be required only to the
extent deemed necessary by contracting
officers if they are unable to devise
payment distribution instructions using
other available information. Compliance
with 31 U.S.C. 1301(a) does not require
submission of information by
contractors. However, in order to better
meet the requirements of the law,
contracting officers may need to obtain
certain information from contractors in
the form of contractor estimates of
payment distribution by ACRN, based
on actual or anticipated contract
performance. When obtained from
contractors, the frequency of submittal
of distribution information will be
determined by the frequency of the
contractor’s submission of progress
payment requests, but may not be more
frequent than monthly.

4. Comments: Particular comments
are solicited on:

a. Whether the collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information will have practical utility;

b. The accuracy of the agency’s
estimate of the burden of the
information collection;

c. Ways to enhance the quality,
utility, and clarity of the information to
be collected; and

d. Ways to minimize the burden of the
information collection on respondents,
including the use of automated
collection techniques or other forms of
information technology.

List of Subjects in 48 CFR Parts 214 and
215

Government procurement.
Michele P. Peterson,
Executive Editor, Defense Acquisition
Regulations Council.

Therefore, 48 CFR Parts 214 and 215
are proposed to be amended as follows:
1. The authority citation for 48 CFR
parts 214 and 215 continues to read as

follows:

Authority: 41 U.S.C. 421 and 48 CFR
Chapter 1.

PART 214—SEALED BIDDING

2. Sections 214.201, 214.201-2, and
214.201-9 are added to read as follows:

214.201 Preparation of invitations for bids.

214.201-2 Part I—the Schedule.

(g) Section G, Contract administration
data.

(i) When a contract contains multiple
accounting classification reference
numbers (ACRNS) (see 204.7101) and
includes a clause for progress payments,
the contracting officer shall provide
instructions to enable the paying office
to distribute progress payments to the
ACRNSs in proportions that reasonably
reflect the performance of the work on
the contract. Payment instructions shall
represent a best estimate based on
available information, and shall be
updated as necessary.

(ii) The contracting officer may
provide payment distribution
instructions to the paying office with
each progress payment request, or as an
extended schedule for application to
multiple requests on one contract. If
provided as an extended schedule, the
instructions must be furnished before
the first progress payment is to be paid.

(iii) For incrementally funded
research and development (R&D)
contracts, or contract line items funded
with R&D appropriations, the
contracting officer may assume
contractor work will be performed for
the benefit of ACRNSs with the earliest
fiscal year’s funding (i.e., using oldest
funds first), unless there is information
to the contrary available.

(iv) For non-R&D contracts, the
contracting officer should provide
distribution instructions using the best
information available, including
information based upon—

(A) Contract funds status reports
provided under a contract requirement
for contractor cost reporting;

(B) The contract delivery schedule; or

(C) A profile of anticipated contractor
expenditures based on historical
spending patterns, or other knowledge
of contractor performance of similar
efforts.

(v) If the type of information set forth
in paragraph (g)(iv) of this subsection is
not available, or the contracting officer
is not able to develop distribution
instructions based on available
information, the contracting officer may
develop a best estimate of the
contractor’s anticipated work progress
based on a general knowledge of the
contractor or industry practices.
Alternatively, the contracting officer
may require the contractor to furnish
distribution instructions in accordance
with a contract requirement. However, if
such a requirement is included in a
contract, the contracting officer shall—

(A) Require the contractor to provide
its best estimate of work performed by
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ACRN, in accordance with the guidance
provided in DFARS 214.201-2(g), and
inform the contractor that this
information is not considered to be an
attachment to the Standard Form 1443,

Contractor’s Request for Progress
Payment.

(B) Provide information to the
contractor on total obligations by ACRN,
including their relationship with each

contract line item/subline item, and
maintain that information as required by
contract changes. A matrix such as the
following may be used for this purpose:

(C) Not require the contractor to revise
its accounting system to account for or
accumulate costs by ACRN.

(vi) The overall limit on progress
payments on a contract, established
through application of the contract
progress payment rate and, if applicable,
a loss ratio, shall continue to govern the
total amount of progress payments that
may be paid on a contract. These limits
should continue to be applied on a total
contract basis. Progress payments will
be liquidated at the ACRN level.

214.201-9 Simplified contract format.

(b) Contract schedule.

(8) See 214.210-2(g) for contracts that
contain multiple accounting
classification reference numbers and
include a clause for progress payments.

PART 215—CONTRACTING BY
NEGOTIATION

3. Section 215.406-2 is revised to read
as follows:

215.406-2 Part I—The Schedule.

(9) Section G, Contract administration
data.

(i) When a contract contains both
fixed-price and cost-reimbursement line
items or subline items, the contracting
officer shall provide, in Section B,
Supplies or Services and Prices/Costs,
an identification of contract type
specified for each contract line item or
subline item to facilitate appropriate
payment.

(ii) Contracts with multiple
accounting classification reference

numbers (ACRNSs) and a clause for
progress payments.

(A) When a contract contains multiple
accounting classification reference
numbers (ACRNS) (see 204.7101) and
includes a clause for progress payments,
the contracting officer shall provide
instructions to enable the paying office
to distribute progress payments to the
ACRNSs in proportions that reasonably
reflect the performance of the work on
the contract. Payment instructions shall
represent a best estimate based on
available information, and shall be
updated as necessary.

(B) The contracting officer may
provide payment distribution
instructions to the paying office with
each progress payment request, or as an
extended schedule for application to
multiple requests on one contract. If
provided as an extended schedule, the
instructions must be furnished before
the first progress payment is to be paid.

(C) For incrementally funded research
and development (R&D) contracts, or
contract line items funded with R&D
appropriations, the contracting officer
may assume contractor work will be
performed for the benefit of ACRNs with
the earliest fiscal year’s funding (i.e.,
using oldest fund first), unless there is
information to the contrary available.

(D) For non-R&D contracts, the
contracting officer should provide
distribution instructions using the best
information available, including
information based upon—

(1) Contract funds status reports
provided under a contract requirement
for contractor cost reporting;

(2) The contract delivery schedule; or

(3) A profile of anticipated contractor
expenditures based on historical
spending patterns, or other knowledge
of contractor performance of similar
efforts.

(E) If the type of information set forth
in paragraph (g)(ii)(D) of this subsection
is not available, or the contracting
officer is not able to develop
distribution instructions based on
available information, the contracting
officer may develop a best estimate of
the contractor’s anticipated work
progress based on a general knowledge
of the contractor or industry practices.
Alternatively, the contracting officer
may require the contractor to furnish
distribution instructions in accordance
with a contract requirement. However, if
such a requirement is included in a
contract, the contracting officer shall—

(1) Require the contractor to provide
its best estimate of work performed by
ACRN, in accordance with the guidance
provided in DFARS 215.406-2(g), and
inform the contactor that this
information is not considered to be an
attachment to the Standard Form 1443,
Contractor’s Request for Progress
Payment.

(2) Provide information to the
contractor on total obligations by ACRN,
including their relationship with each
contract line item/subline item, and
maintain that information as required by
contract changes. A matrix such as the
following may be used for this purposes:

AB

AC
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(3) Not require the contractor to revise
its accounting system to account for or
accumulate costs by ACRN.

(F) The overall limit on progress
payments on a contract, established
through application of the contract
progress payment rate and, if applicable,
a loss ratio, shall continue to govern the
total amount of progress payments that
may be paid on a contract. These limits
should continue to be applied on a total
contract basis. Progress payments will
be liquidated at the ACRN level.

[FR Doc. 97-31111 Filed 11-25-97; 8:45 am]
BILLING CODE 5000-04-M

DEPARTMENT OF DEFENSE

48 CFR Parts 215 and 252
[DFARS Case 97-D018]

Defense Federal Acquisition
Regulation Supplement: Contracting
by Negotiation; Part 215 Rewrite

AGENCY: Department of Defense (DoD).
ACTION: Proposed rule with request for
comments.

SUMMARY: The Director of Defense
Procurement is proposing to amend the
Defense Federal Acquisition Regulation
Supplement (DFARS) to revise
procedures pertaining to contracting by
negotiation. These amendments
conform with amendments made to the
Federal Acquisition Regulation (FAR) in
Federal Acquisition Circular 97-02,
which was published in the Federal
Register on September 30, 1997.

DATES: Comments on the proposed rule
should be submitted in writing to the
address shown below on or before
January 26, 1998 to be considered in the
formulation of the final rule.
ADDRESSES: Interested parties should
submit written comments to: Defense
Acquisition Regulations Council, Attn:
Ms. Melissa Rider, PDUSD (A&T) DP
(DAR), IMD 3D139, 3062 Defense
Pentagon, Washington DC 20301-3062.
Telefax number (703) 602—-0350.

E-mail comments submitted over the
Internet should be addressed to:
dfars@acq.osd.mil

Please cite DFARS Case 97-D018 in
all correspondence related to this issue.
E-mail comments should cite DFARS
Case 97-D018 in the subject line.

FOR FURTHER INFORMATION CONTACT:
Ms. Melissa Rider, (703) 602—0131.

SUPPLEMENTARY INFORMATION:

A. Background

This proposed rule revises DFARS
part 215 to align it with the reorganized
format of FAR part 15 (FAR Case 95—

029, FAR part 15 Rewrite) that was
published as a final rule in the Federal
Register on September 30, 1997 (62 FR
51224). In addition to changes related to
format, the following changes have been
made:

* DFARS guidance on the four-step
source selection process and the
alternate source selection process have
been removed, as the new guidance at
FAR 15.101, best value continuum,
clearly allows such source selection
processes.

* DFARS requirements for obtaining
approvals before requesting second or
subsequent best and final offers have
been removed in view of the new
guidance on proposal revisions at FAR
15.307.

« DFARS guidance on cost realism
analysis has been revised to reflect the
new guidance on cost realism analysis
at FAR 15.404-1(d).

e Thresholds for requesting field
pricing assistance have been added at
DFARS 215.404-2. Similar guidance
was removed from the FAR, but is still
considered to be appropriate for DoD
activities.

* DFARS guidance on field pricing
support has been revised to conform
with the FAR revisions that eliminated
standard content requirements for field
pricing reports.

B. Regulatory Flexibility Act

The proposed rule is not expected to
have a significant economic impact on
a substantial number of small entities
within the meaning of the Regulatory
Flexibility Act, 5 U.S.C. 601, et seq.,
because the rule primarily consists of
conforming DFARS amendments to
reflect existing FAR guidance on
contracting by negotiation. Therefore, an
Initial Regulatory Flexibility Analysis
has not been performed. Comments are
invited from small businesses and other
interested parties. Comments from small
entities concerning the affected DFARS
subparts also will be considered in
accordance with 5 U.S.C. 610. Such
comments should be submitted
separately and should cite DFARS Case
97-D018 in correspondence.

C. Paperwork Reduction Act

The Paperwork Reduction Act does
not apply because the proposed rule
does not impose any information
collection requirements that require
approval by the Office of Management
and Budget under 44 U.S.C. 3501, et
seq.

List of Subjects in 48 CFR Parts 215 and
252

Government procurement.

Michele P. Peterson,

Executive Editor, Defense Acquisition
Regulations Council.

Therefore, 48 CFR Parts 215 and 252
are proposed to be amended as follows:
1. The authority citation for 48 CFR
parts 215 and 252 continues to read as

follows:

Authority: 41 U.S.C. 421 and 48 CFR
Chapter 1.

PART 215—CONTRACTING BY
NEGOTIATION

2. Part 215 is revised to read as
follows:

PART 215—CONTRACTING BY
NEGOTIATION

Sec.
215.000 Scope of part.

Subpart 215.2—Saolicitation and Receipt of
Proposals and Information

215.204-2 Part I—The Schedule.

Subpart 215.3—Source Selection

215.304 Evaluation factors and significant
subfactors.
215.305 Proposal evaluation.

Subpart 215.4—Contract Pricing

215.403 Obtaining cost or pricing data.

215.403-1 Prohibition on obtaining cost or
pricing data.

215.403-1-70 Waivers and exemptions.

215.403-5 Instructions for submission of
cost or pricing data or information other
than cost or pricing data.

215.404 Proposal analysis.

215.404-1 Proposal analysis techniques.

215.404-2 Information to support proposal
analysis.

215.404-3 Subcontract pricing
considerations.

215.404-4 Profit.

215.404-70 DD Form 1547, Record of
Weighted Guidelines Method
Application.

215.404-71 Weighted guidelines method.

215.404-71-1 General.

215.404-71-2 Performance risk.

215.404-71-3 Contract type risk and
working capital adjustment.

215.404-71-4 Facilities capital employed.

215.404-72 Modified weighted guidelines
method for nonprofit organizations.

215.404-73 Alternative structured
approaches.

215.404-74 Fee requirements for cost-plus-
award-fee contracts.

215.404-75 Reporting profit and fee
statistics.

215.406-1 Prenegotiation objectives.

215.406-3 Documenting the negotiation.

215.407-1 Defective cost or pricing data.

215.407-2 Make-or-buy programs.

215.407-3 Forward pricing rate agreements.

215.407-4 Should-cost review.

215.407-4 Estimating systems.
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215.407-5-70 Disclosure, maintenance, and
review requirements.

215.408 Solicitation provisions and
contract clauses.

215.470 Estimated data prices.

215.000 Scope of part.

See 225.872 for additional guidance
on procedures for purchasing from
qualifying countries.

Subpart 215.2—Solicitation and
Receipt of Proposals and Information

215.204-2 Part I—The Schedule.

(9) When a contract contains both
fixed-priced and cost-reimbursement
line items or subline items, the
contracting officer shall provide, in
Section B, Supplies or Services and
Prices/Costs, an identification of
contract type specified for each contract
line item or subline item to facilitate
appropriate payment.

Subpart 215.3—Source Selection

215.304 Evaluation factors and significant
subfactors.

(d)(i) In acquititions that require use
of the clause at FAR 52.219-9, Small,
Small Disadvantaged and Women-
Owned Small Business Subcontracting
Plan, the extent of participation of small
and small disadvantaged businesses in
performance of the contract shall be
addressed in source selection.

(A) For acquititions other than those
based only on cost or price competition,
the contracting officer shall evaluate the
extent which offerors identify and
commit to small business and to small
disadvantaged business, historically
black college and university, or minority
institution performance of the contract,
whether as a joint venture, teaming
arrangements, or subcontractors.

(B) Evaluation factory may include—

(1) The extent of which such firms are
specifically identified in proposals;

(2) The extent to commitment to use
such firms (for example, enforceable
commitments are to be weighted more
heavily than non-enforceable ones);

(3) The complexity and variety of the
work small firms are to perform;

(4) The realism of the proposal;

(5) When not otherwise required by
215.305(a)(2), past performance of the
offerors in complying with requirements
of the clauses at FAR 52.219-8,
Utilization of Small, Small
Disadvantaged and Women-Owned
Small Business Concerns, and 52.219-9,
Small, Small Disadvantaged and
Women-Owned Small Business
Subcontracting Plan; and

(6) The extent of participation of such
firms in terms of the value of the total
acquisition.

(C) Proposals addressing the extent of
small and small disadvantaged business
performance may be separate from
subcontracting plans submitted
pursuant to the clause at FAR 52.219—
9 and should be structured to allow for
consideration of offers from small
businesses.

(D) When an evaluation includes the
factors in paragraph (d)(i)(B)(1) of this
section, the small, small disadvantaged,
or women-owned small businesses
considered in the evaluation shall be
listed in any subcontracting plan
submitted pursuant to FAR 52.219-9 to
facilitate compliance with 252.219—
7003(9).

(ii) The costs or savings related to
contract administration and audit may
be considered when the offeror’s past
performance or performance risk is
likely to result in significant costs or
savings.

(iii) In competitive acquisition of
services—

(A) Evaluation and award should be
based, to the maximum extent
practicable, on best overall value to the
Government in terms of quality and
other factors.

(B) The weighting of costs must be
commensurate with the nature of the
services being acquired.

(2) It may be appropriate to award to
an offeror, based on technical and
quality considerations, at other than the
lowest price when—

(i) The effort being contracted for
departs from clearly defined efforts; or

(ii) Highly skilled personnel are
required.

(2) It may be appropriate to award to
the technically acceptable offeror with
the lowest price when—

(i) Services being acquired are of a
routine or simple nature;

(ii) Highly skilled personnel are not
required; or

(iif) The product to be delivered is
clearly defined at the outset of the
acquisition.

215.305 Proposal evaluation.

(2)(1) Contracting officers shall ensure
that the use of uncompensated overtime
in contracts to acquire services on the
basis of the number of hours provided
(see 237.170) will not degrade the level
of technical expertise required to fulfill
the Government’s requirements. When
acquiring such services, contracting
officers shall conduct a risk assessment,
and evaluate for award on that basis,
any proposals received that reflect
factors such as—

(A) Unrealistically low labor rates or
other costs that may result in quality or
service shortfalls; and

(B) Unbalanced distribution of
uncompensated overtime among skill

levels and its use in key technical
positions.

(2) When a past performance
evaluation is required by FAR 15.304,
and the solicitation includes the clause
at FAR 52.219-8, Utilization of Small,
Small Disadvantaged and Women-
Owned Small Business Concerns, the
evaluation factors shall include the past
performance of offerors in complying
with requirements of that clause. When
a past performance evaluation is
required by FAR 15.304, and the
solicitation includes the clause at FAR
52.219-9, Small, Small Disadvantaged
and Women-Owned Small Business
Subcontracting Plan, the evaluation
factors shall include the past
performance of offerors in complying
with requirements of that clause.

(b) Any determination to reject a
proposal based on a violation or
possible violation of Section 27 of the
OFPP Act shall be made as specified in
FAR 3.104.

Subpart 215.4—Contract Pricing
215.403 Obtaining cost or pricing data.

215.403-1 Prohibition on obtaining cost or
pricing data.

(c) Standards for exceptions from cost
or pricing data requirements.

(1) Adequate price competition.

(A) An example of a price “‘based on”
adequate price competition is a priced
option in a contract where adequate
price competition existed, if the
contracting officer has determined that
the option price is reasonable in
accordance with FAR 17.207(d);

(B) Dual or multiple source programs.

(1) In dual or multiple source
programs, the determination of adequate
price competition must be made on a
case-by-case basis. Even when adequate
price competition exists, in certain cases
it may be appropriate to obtain
additional information to assist in price
analysis.

(2) Adequate price competition
normally exists when—

(i) Prices are solicited across a full
range of step quantities, normally
including a 0-100 percent split, from at
least two offerors that are individually
capable of producing the full quantity;
and

(if) The reasonableness of all prices
awarded is clearly established on the
basis of price analysis (see FAR 15.404—

1(b)).

215.403-1-70 Waivers and exemptions.
(a) The DoD has exempted the

Canadian Commercial Corporation and

its subcontractors from submission and

certification of cost or pricing data on
all acquisitions.
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(b) The DoD has waived certain cost
or pricing data requirements for
nonprofit organizations (including
educational institutions) on cost-
reimbursement-no-fee contracts. The
contracting officer shall require—

(1) Submission of information other
than cost or pricing data to the extent
necessary to determine price
reasonableness and cost realism; and

(2) Cost or pricing data from
subcontractors that are not nonprofit
organizations.

215.403-5 Instructions for submission of
cost or pricing data or information other
than cost or pricing data.

(b)(1)(A) Contracting officers may
develop contract pricing proposal
supporting schedules for use by offerors
in providing supporting data for their
pricing proposals. Schedules should
only request data that are necessary and
reasonable based on industry, company,
or commodity practices.

(B) When the solicitation requires
contractor compliance with the
Contractor Cost Data Reporting (CCDR)
System (Army—AMCP 715-8, Navy—
NAV PUB P-5241, and Air Force—
AFMCP 800-15), require the contractor
to submit DD Form 1921 or 1921-1 with
its pricing proposal.

215.404 Proposal analysis.

215.404-1 Proposal analysis techniques.

(d) Cost realism analysis.

The contracting officer should
determine what information other than
cost or pricing data is necessary for the
cost realism analysis during acquisition
planning and development of the
solicitation. Unless such information is
available from sources other than the
offerors (see FAR 15.402(a)(2)), the
contracting officer will need to request
data from the offerors. The contracting
officer—

(i) Should request only necessary
data; and

(ii) May not request submission of
cost or pricing data.

(f) Unit prices.

For spare parts or support equipment,
perform an analysis of—

(i) Those line items where the
proposed price exceeds by 25 percent or
more the lowest price the Government
has paid within the most recent 12-
month period;

(i) Those line items where a
comparison of the item description and
the proposed price indicates a potential
for overpricing;

(iii) Significant high-dollar-value
items. If there are no obvious high-
dollar-value items, include an analysis
of a random sample of items; and

(iv) A random sample of the
remaining low-dollar value items.
Sample size may be determined by
subjective judgment, e.g., experience
with the offeror and the reliability of its
estimating and accounting systems.

215.404-2
analysis.

(a) Field pricing assistance.

(i) The contracting officer should
consider requesting field pricing
assistance for—

(A) Fixed-price proposals exceeding
the cost or pricing data threshold;

(B) Cost-type proposals exceeding the
cost or pricing data threshold from
offerors with significant estimating
system deficiencies (see 215.407-5-70
(a)(4) and (c)(2)()); or

(C) Cost-type proposals exceeding $10
million from offerors without significant
estimating system deficiencies.

(ii) The contracting officer should not
request field pricing support for
proposed contracts or modifications in
an amount less than that specified in
paragraph (a)(i) of this subsection. An
exception may be made when a
reasonable pricing result cannot be
established, because of—

(A) A lack of knowledge of the
particular offeror;

(B) Sensitive conditions (e.g., a
change in, or unusual problems with, an
offeror’s internal systems); or

(C) An inability to evaluate the price
reasonableness through price analysis or
cost analysis of existing data.

(c) Audit assistance for prime
contracts or subcontracts.

(i) If, in the opinion of the contracting
officer or auditor, the review of a prime
contractor’s proposal requires further
review of subcontractors’ cost estimates
at the subcontractors’ plants (after due
consideration of reviews performed by
the prime contractor), the contracting
officer should inform the administrative
contracting officer (ACO) having
cognizance of the prime contractor
before the review is initiated.

(ii) Notify the appropriate contract
administration activities when
extensive, special, or expedited field
pricing assistance will be needed to
review and evaluate subcontractors’
proposal under a major weapon system
acquisition. Where audit reports are
received on contracting actions that are
subsequently cancelled, notify the
cognizant auditor in writing.

Information to support proposal

215.404-3 Subcontract pricing
considerations.

(a)(i) When obtaining field pricing
assistance on a prime contractor’s
proposal, the contracting officer should
request audit or field pricing assistance

to analyze and evaluate the proposal of
a subcontractor at any tier
(notwithstanding availability of data or
analyses performed by the prime
contractor) if the contracting officer
believes that such assistance is
necessary to ensure the reasonableness
of the total proposed price. Such
assistance may be appropriate when, for
example—

(A) There is a business relationship
between the contractor and
subcontractor not conducive to
independence and objectivity;

(B) The contractor is a sole source
supplier and the subcontract costs
represent a substantial part of the
contract cost;

(C) The contractor has been denied
access to the subcontractor’s records;

(D) The contracting officer determines
that, because of factors such as the size
of the proposed subcontract price, audit
or field pricing assistance for a
subcontract at any tier is critical to a
fully detailed analysis of the prime
contractor’s proposal;

(E) The contractor or higher-tier
subcontractor has been cited for having
significant estimating system
deficiencies in the area of subcontract
pricing, especially the failure to perform
adequate cost analyses of proposed
subcontract costs or to perform
subcontract analyses prior to negotiation
of the Government; or

(F) A lower-tier subcontractor has
been cited as having significant
estimating system deficiencies.

(ii) It may be appropriate for the
contracting officer or the ACO to
provide assistance to a contractor at any
tier where the contractor has been
denied access to a subcontractor’s
records in carrying out the contractor’s
responsibilities under FAR 15.404-3 to
conduct price or cost analysis to
determine subcontractor price
reasonableness. Under these
circumstances, the contracting officer or
the ACO should consider whether
providing audit or field pricing
assistance will serve a valid
Government interest.

(iii) When DoD performs the
subcontract analysis, DoD shall furnish
to the prime contractor or higher-tier
subcontractor, with the consent of the
subcontractor reviewed, a summary of
the analysis performed in determing any
unacceptable costs included in the
subcontract proposal. If the
subcontractor withholds consent, DoD
shall furnish a range of unacceptable
costs for each element in such a way as
to prevent disclosure of subcontractor
proprietary data.

(iv) When possible, the contracting
officer should notify the appropriate
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contract administration activities in
advance when extensive, special, or
expedited field pricing assistance will
be needed to review and evaluate
subcontractor proposals under a major
weapon system acquisition.

(v) Price redeterminable or fixed-price
incentive contracts may include
subcontracts placed on the same basis.
When the contracting officer wants to
reprice the prime contract even though
the contractor has not yet established
final prices for the subcontracts, the
contracting officer may negotiate a firm
contract price—

(A) If cost or pricing data on the
subcontracts show the amounts to be
reasonable and realistic; or

(B) If cost or pricing data on the
subcontracts are too indefinite to
determine whether the amounts are
reasonable and realistic, but—

(1) Circumstances require prompt
negotiation; and

(2) A statement substantially as
follows is included in the repricing
modification of the prime contract:

As soon as the Contractor establishes
firm prices for each subcontract listed
below, the Contractor shall submit (in
the format and with the level of detail
specified by the Contracting Officer) to
the Contracting Officer the
subcontractor’s cost incurred in
performing the subcontract and the final
subcontract price. The Contractor and
Contracting Officer shall negotiate an
equitable adjustment in the total amount
paid or to be paid under this contract to
reflect the final subcontract price.

(vi) If the selection of the
subcontractor is based on a trade-off
among cost or price and other non-cost
factors rather than lowest price, the
analysis supporting subcontractor
selection should include a discussion of
the factors considered in the selection
(see also FAR 15.101 and 15.304 and
215.304). If the contractor’s analysis is
not adequate, return it for correction of
deficiencies.

(vii) The contracting officer shall
make every effort to ensure that fees
negotiated by contractors for cost-plus-
fixed-fee subcontracts do not exceed the
fee limitations in FAR 15.404-4(c)(4)(i).

215.404-4 Profit.

(b) Policy.

(1) Departments and agencies shall
use a structured approach for
developing a prenegotiation profit or fee
objective (profit objective) on any
negotiated contract action that requires
cost analysis, except on cost-plus-
award-fee contracts (but see 215.404—
74). There are three approaches—

(A) The weighted guidelines method,;

(B) The modified weighted guidelines
method; and

(C) An alternate structured approach.

(c) Contracting officer responsibilities.

() Also, do not perform a profit
analysis when assessing cost realism in
competitive acquisitions.

(2) The contracting officer—

(A) Shall use the weighted guidelines
method (see 215.404-71), unless—

(1) The modified weighted guidelines
method applies; or

(2) An alternate approach is justified.

(B) Shall use the modified weighted
guidelines method (see 215.404-72) on
contract actions with nonprofit
organizations.

(C) May use an alternate structured
approach (see 215.404-73) when—

(1) The contract action is—

(i) Under $500,000;

(ii) For architect-engineer or
construction work;

(iii) Primarily for delivery of material
from subcontractors; or

(iv) A termination settlement; or

(2) The weighted guidelines method
does not produce a reasonable overall
profit objective and the head of the
contracting activity approves use of the
alternate approach in writing.

(D) Shall use the weighted guidelines
method to establish a basic profit rate
under a formula-type pricing agreement,
and may then use the basic rate on all
actions under the agreement, provided
that conditions affecting profit do not
change.

(E) Shall document the profit analysis
in the price negotiation memorandum.
(5) Although specific agreement on

the applied weights or values for
individual profit factors shall not be
attempted, the contracting officer may
encourage the contractor to—

(A) Present the details of its proposed
profit amounts in the weighted
guidelines format or similar structured
approach; and

(B) Use the weighted guidelines
method in developing profit objectives
for negotiated subcontracts.

(6) The contracting officer must also
verify that relevant variables have not
materially changed (e.g., performance
risk, interest rates, progress payment
rates, distribution of facilities capital).

(d) Profit-analysis factors.

(1) Common factors. The common
factors are embodied in the DoD
structured approaches and need not be
further considered by the contracting
officer.

215.404-70 DD Form 1547, Record of
Weighted Guidelines Method Application.
(a) The DD Form 1547—
(1) Provides a vehicle for performing
the analysis necessary to develop a
profit objective;

(2) Provides a format for summarizing
profit amounts subsequently negotiated
as part of the contract price; and

(3) Serves as the principal source
document for reporting profit statistics
to DoD’s management information
system.

(b) The military departments are
responsibilities for establishing policies
and procedures for feeding the DoD-
wide management information system
on profit and fee statistics (see 215.404—
75).

(c) The contracting officer shall—

(1) Use and prepare a DD Form 1547
whenever a structured approach to
profit analysis is required by 215.404—
4(b) (see 215.404-71, 215.404-72, and
215.404-73 for guidance on using the
structured approaches). Administrative
instructions for completing the form are
in 253.215-70.

(2) Ensure that the DD Form 1547 is
accurately completed. The contracting
officer is responsible for the correction
of any errors detected by the
management system auditing process.

215.404-71 Weighted guidelines method.

215.404-71-1 General.

(a) The weighted guidelines method
focuses on three profit factors—

(1) Performance risk;

(2) Contract type risk; and

(3) Facilities capital employed.

(b) The contracting officer assigns
values to each profit factor; the value
multiplied by the base results in the
profit objective for that factor. Each
profit factor has a normal value and a
designated range of values. The normal
value is representative of average
conditions on the prospective contract
when compared to all goods and
services acquired by DoD. The
designated range provides values based
on above normal or below normal
conditions. In the price negotiation
memorandum, the contracting officer
need not explain assignment of the
normal value, but should address
conditions that justify assignment of
other than the normal value.

215.404-71-2 Performance risk.

(a) Description.

This profit factor addresses the
contractor’s degree of risk in fulfilling
the contract requirements. The factor
consists of three parts—

(1) Technical—the technical
uncertainties of performance.

(2) Management—the degree of
management effort necessary to ensure
that contract requirements are met.

(3) Cost control—the contractor’s
efforts to reduce and control costs.

(b) Determination.
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The following extract from the DD Form 1547 is annotated to describe the process.

: Assigned Assigned Base (item | Profit objec-
Item Contractor risk factors weighting value 18) tive
TEChNICAl ..ouviiiiiiii 1) (2) N/A N/A
Management .... (2) 2) N/A N/A
Cost Control .......ccceeevcvveeiiineene (2) 2) N/A N/A
Performance Risk Composite N/A 3) 4) (5)

(1) Assign a weight (percentage) to each element according to its input to the total performance risk. The total

of the three weights equals 100%.

(2) Select a value for each element from the list in paragraph (c) of this subsection using the evaluation criteria
in paragraphs (d), (e), and (f) of this subsection.
(3) Compute the composite as shown in the following example—

Assigned Assigned Weighted

weighting value (per- | value (per-

(percent) cent) cent)
=T o o= | SO 30 5.0 15
Management 30 4.0 1.2
Cost Control 40 4.5 1.8
Composite Value 100 4.5

(4) Insert the amount from Block 18 of
the DD Form 1547. Block 18 is total
contract costs, excluding general and
administrative expenses, contractor
independent research and development/
bid and proposal expenses, and
facilities capital cost of money.

(5) Multiply (3) by (4).

(c) Values: Normal and designated
ranges.

Normal Des-
value ignated
(per- range
cent) (percent)
Standard ........ccccoeeeeens 4| 2to 6.
Alternate .........cccceeeeeenn. 6| 4to 8.

(1) Standard.

The standard designated range should
apply to most contracts.

(2) Alternate.

Contracting officers may use the
alternate designated range for research
and development and service
contractors when these contractors
require relatively low capital investment
in buildings and equipment when
compared to the defense industry
overall. If the alternate designated range
is used, do not give any profit for
facilities capital employed (see 215.404—
71-4(c)(3)).

(d) Evaluation criteria for technical.

(1) Review the contract requirements
and focus on the critical performance
elements in the statement of work or
specifications. Factors to consider
include—

(i) Technology being applied or
developed by the contractor;

(ii) Technical complexity;

(iii) Program maturity;

(iv) Performance specifications and
tolerances;

(v) Delivery schedule; and

(vi) Extent of a warranty or guarantee.

(2) Above normal conditions.

(i) The contracting officer may assign
a higher than normal value in those
cases where there is a substantial
technical risk. Indicators are—

(A) The contractor is either
developing or applying advanced
technologies;

(B) Items are being manufactured
using specifications with stringent
tolerance limits;

(C) The efforts require highly skilled
personnel or require the use of state-of-
the-art machinery;

(D) The services and analytical efforts
are extremely important to the
Government and must be performed to
exacting standards;

(E) The contractor’s independent
development and investment has
reduced the Government’s risk or cost;

(F) The contractor has accepted an
accelerated delivery schedule to need
DoD requirements; or

(G) The contractor has assumed
additional risk through warranty
provisions.

(i) Extremely complex, vital efforts to
overcome difficult technical obstacles
that require personnel with exceptional
abilities, experience, and professional
credentials may justify a value
significantly above normal.

(iii) The following may justify a
maximum value—

(A) Development or initial production
of a new item, particularly if
performance or quality specifications
are tight; or

(B) A high degree of development or
production concurrency.

(3) Below normal conditions.

(i) The contracting officer may assign
a lower than normal value in those cases

where the technical risk is low.
Indicators are—

(A) Acquisition is for off-the-shelf
items;

(B) Requirements are relatively
simple;

(C) Technology is not complex;

(D) Efforts do not require highly
skilled personnel;

(E) Efforts are routine;

(F) Programs are mature; or

(G) Acquisition is a follow-on effort or
a repetitive type acquisition.

(ii) The contracting officer may assign
a value significantly below normal for—

(A) Route services;

(B) Production of simple items;

(C) Rote entry or routine integration of
Government-furnished information; or

(D) Simple operations with
Government-furnished property.

(e) Evaluation criteria for
management.

(1) The contracting officer should—

(i) Assess the contractor’s
management and internal control
systems using contracting office
information and reviews made by field
contract administration offices or other
DoD field offices;

(ii) Assess the management
involvement expected on the
prospective contract action;

(iii) Consider the degree of cost mix
as an indication of the types of
resources applied and value added by
the contractor; and

(iv) Consider the contractor’s support
of Federal socioeconomic programs.

(2) Above normal conditions.

(i) The contracting officer may assign
a higher than normal value when the
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management effort is intense. Indicators
of this are—

(A) The contractor’s value added is
both considerable and reasonably
difficult;

(B) The effort involves a high degree
of integration or coordination; or

(C) The contractor has a substantial
record of active participation in Federal
socioeconomic programs.

(ii) The contracting officer may justify
a maximum value when the effort—

(A) Requires large scale integration of
the most complex nature;

(B) Involves major international
activities with significant management
coordination (e.g., offsets with foreign
vendors); or

(C) Has critically important
milestones.

(3) Below normal conditions.

(i) The contracting officer may assign
a lower than normal value when the
management effort is minimal.
Indicators of this are—

(A) The program is mature and many
end item deliveries have been made;

(B) The contractor adds minimum
value to an item;

(C) The efforts are routine and require
minimal supervision;

(D) The contractor provides poor
quality, untimely proposals;

(E) The contractor fails to provide an
adequate analysis of subcontractor costs;
or

(F) The contractor does not cooperate
in the evaluation and negotiation of the
proposal.

(ii) The following may justify a value
significantly below normal—

(A) Reviews performed by the field
contract administration offices disclose
unsatisfactory management and internal
control systems (e.g., quality assurance,
property control, safety, security); or

(B) The effort requires an unusually
low degree of management involvement.

(f) Evaluation criteria for cost control.

(1) The contracting officer should
evaluate—

(i) The expected reliability of the
contractor’s cost estimates (including
the contractor’s cost estimating system);

(i) The contractor’s cost reduction
initiatives (e.g., competition advocacy
programs, dual sourcing, spare parts
pricing reform, value engineering);

(iii) The adequacy of the contractor’s
management approach to controlling
cost and schedule; and

(iv) Any other factors that affect the
contractor’s ability to meet the cost
targets, e.g., foreign currency exchange
rates and inflation rates.

(2) Above normal conditions.

The contracting officer may assign a
higher than normal value if the
contractor can demonstrate a highly
effective cost control program.
Indicators of this are—

(i) The contractor provides fully
documented and reliable cost estimates;
(i) The contractor has an aggressive
cost reduction program that has

demonstrable benefits;

(iii) The contractor uses a high degree
of subcontract competition (e.g.,
aggressive dual sourcing); or

(iv) The contractor has a proven
record of cost tracking and control.

(3) Below normal conditions.

The contracting officer may assign a
lower than normal value if the
contractor demonstrates minimal
concern for cost control. Indicators
are—

(i) The contractor’s cost estimating
system is marginal;

(ii) The contractor has made minimal
effort to initiate cost reduction
programs;

(iii) The contractor’s cost proposal is
inadequate;

(iv) The contractor has a record of cost
overruns or other indication of
unreliable cost estimates and lack of
cost control.

215.404-71-3 Contract type risk and
working capital adjustment.

(a) Description. The contract type risk
factor focuses on the degree of cost risk
accepted by the contractor under
varying contract types. The working
capital adjustment is an adjustment
added to the profit objective for contract
type risk. It only applies to fixed-price
contracts that provide for progress
payments. Though it uses a formula
approach, it is not intended to be an
exact calculation of the cost of working
capital. Its purpose is to give general
recognition to the contractor’s cost of
working capital under varying contract
circumstances, financing policies, and
the economic environment.

(b) Determination.

The following extract from the DD
1547 is annotated to explain the
process.

Item

Contractor risk factors

Assigned value

Profit objec-

Base (item 18) tive

Contract Type RisK ......ccccevevveviiiiiennen. (2)

Working Capital (4) .....cocoovvvevvenirienien, (5)

Cost Financed

.......................... (6)

.................. @)

.................. @

.......................... 3)

Interest Rate ...

®)

(1) Select a value from the list of
contract types in paragraph (c) of this
subsection using the evaluation criteria
in paragraph (d) of this subsection.

(2) Insert the amount from Block 18,
i.e., the total allowable costs excluding
general and administrative expenses,
independent research and development
and bid and proposal expenses, and
facilities capital cost of money.

(3) Multiply (1) by (2).

(4) Only complete this block when the
prospective contract is a fixed-price
contract containing provisions for
progress payments.

(5) Insert the amount computed per
paragraph (e) of this subsection.

(6) Insert the appropriate figure from
paragraph (f) of this subsection.

(7) Use the interest rate established by
the Secretary of the Treasury (230.7101—
1(a)). Do not use any other interest rate.

(8) Multiply (5) by (6) by (7). This is
the working capital adjustment. It shall
not exceed 4 percent of the contract
costs in Block 20.

(c) Values: Normal and designated
ranges.

Des-
Normal value | ignated
Contract type Notes (percent) grlang A
(percent)
Firm fixed-price, N0 fINANCING ......coouiiiiii et e e e s sbe e e e e e e e nbeeesnreee s (1) 5 4 to 6.
Firm fixed-price, With fINANCING ......c.viiiiiee e e e e e e e e e sne e e et e e e enteeeenneaeeas 2) 3 2t0 4.
Fixed-price-incentive, N0 fINANCING .......coiiiiiiiiiii e 1) 3 2to 4.
Fixed-price with redeterminable ProVISION ............cooiiiiiiiiii e (B) | oo,
Fixed-price-incentive, With fINANCING ........oiiiiiiice e e e et e e et e e et e e e nnaaeean 2) 1 0to 2.
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Des-
Normal value | ignated
Contract type Notes (percent) grange
(percent)
COSt-PIUS-INCENTIVE-TEE ...ttt ettt aeesae et 4) 1 0to 2.
COSE-PIUS-TIXEA-FEE ...ttt et h e e bt e s et e be et e e sbeeenbeesaneetee e 4) 5| 0to 1.
Time and material contracts (including overhaul contracts priced on time and material basis) ............... 5) 5| 0to 1.
[IE= oTo ) ol o To 0L g olo] o1 = Uoy TPV PRTUPUROPI (5) 5| 0to 1.
Firm fixed-price-level-of-effort-term 5) 5] 0to 1.

(1) “No financing”” means that the
contract either does not provide
progress payments, or provides them
only on a limited basis, such as
financing of first articles. Do not
compute a working capital adjustment.

(2) “With financing’” means progress
payments. When progress payments are
present, compute a working capital
adjustment (Block 26).

(3) For the purposes of assigning
profit values, treat a fixed-price contract
with redeterminable provisions as if it
were a fixed-price-incentive contract
with below normal conditions.

(4) Cost-plus contracts shall not
receive the working capital adjustment.

(5) These types of contracts are
considered cost-plus-fixed-fee contracts
for the purposes of assigning profit
values. They shall not receive the
working capital adjustment in Block 26.
However, they may receive higher than
normal values within the designated
range to the extent that portions of cost
are fixed.

(d) Evaluation criteria—(1) General.
The contracting officer should consider
elements that affect contract type risk
such as—

(i) Length of contract;

(ii) Adequacy of cost data for
projections;

(iii) Economic environment;

(iv) Nature and extent of
subcontracted activity;

(v) Protection provided to the
contractor under contract provisions
(e.g., economic price adjustment
clauses);

(vi) The ceilings and share lines
contained in incentive provisions; and

(vii) Risks associated with contracts
for foreign military sales (FMS) that are
not funded by U.S. appropriations.

(2) Mandatory. The contracting officer
shall assess the extent to which costs
have been incurred prior to
definitization of the contract action (see
also 217.7404-6(a)). The assessment
shall include any reduced contractor
risk on both the contract before
definitization and the remaining portion
of the contract. When costs have been
incurred prior to definitization,
generally regard the contract type risk to
be in the low end of the designated

range. If a substantial portion of the
costs have been incurred prior to
definitization, the contracting officer
may assign a value as low as 0%,
regardless of contract type.

(3) Above normal conditions. The
contracting officer may assign a higher
than normal value when there is
substantial contract type risk. Indicators
of this are—

(i) Efforts where there is minimal cost
history;

(i) Long-term contracts without
provisions protecting the contractor,
particularly when there is considerable
economic uncertainty;

(iii) Incentive provisions (e.g., cost
and performance incentives) that place
a high degree of risk on the contractor;
or

(iv) FMS sales (other than those under
DoD cooperative logistics support
arrangements or those made from U.S.
Government inventories or stocks)
where the contractor can demonstrate
that there are substantial risks above
those normally present in DoD contracts
for similar items.

(4) Below normal conditions. The
contracting officer may assign a lower
than normal value when the contract
type risk is low. Indicators of this are—

(i) Very mature product line with
extensive cost history;

(ii) Relatively short-term contracts;

(iii) Contractual provisions that
substantially reduce the contractor’s
risk; or

(iv) Incentive provisions that place a
low degree of risk on the contractor.

(e) Costs financed. (1) Costs financed
equal total costs multiplied by the
portion (percent) of costs financed by
the contractor.

(2) Total costs equal Block 20 (i.e., all
allowable costs, including general and
administrative and independent
research and development and bid and
proposal, but excluding facilities capital
cost of money), reduced as appropriate
when—

(i) The contractor has little cash
investment (e.g., subcontractor progress
payments liquidated late in period of
performance);

(i) Some costs are covered by special
financing provisions, such as advance
payments; or

(iii) The contract is multiyear and
there are special funding arrangements.

(3) The portion financed by the
contractor is generally the portion not
covered by progress payments, i.e.,
100% minus the customary progress
payment rate (FAR 32.501). For
example, if a contractor receives
progress payments at 75%, the portion
financed by the contractor is 25%. On
contracts that provide flexible progress
payments (252.232—7003) or progress
payments to small businesses, use the
customary progress payment rate for
large businesses.

(f) Contract length factor. (1) This is
the period of time that the contractor
has a working capital investment in the
contract. It—

(i) Is based on the time necessary for
the contractor to complete the
substantive portion of the work;

(i) Is not necessarily the period of
time between contract award and final
delivery (or final payment), as periods
of minimal effort should be excluded,;

(iii) Should not include periods of
performance contained in option
provisions; and

(iv) Should not, for multiyear
contracts, include periods of
performance beyond that required to
complete the initial program year’s
requirements.

(2) The contracting officer—

(i) Should use the following table to
select the contract length factor;

(ii) Should develop a weighted
average contract length when the
contract has multiple deliveries; and

(iii) May use sampling techniques,
provided they produce a representative
result.

TABLE
Peirod to perform substantive Contract

portion length factor
21 0r 1SS evieiiiieiieeeeee e .40
22 to 27 .65
2810 33 ... .90
34 to0 39 ... 1.15
40 to 45 ... 1.40
46 to 51 ... 1.65
52 to 57 ... 1.90
58 t0 63 ... 2.15
64 to 69 ... 2.40
70 to 75 2.65
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TABLE—Continued

Contract
length factor

Peirod to perform substantive
portion

76 or more 2.90

(3) Example: A prospective contract
has a performance period of 40 months
with end items being delivered in the

34th, 36th, 38th, and 40th months of the
contract. The average period is 37
months and the contract length factor is
1.15.

215.404-71.4 Facilities capital employed.

(a) Description. This factor focuses on
encouraging and rewarding aggressive
capital investment in facilities that

benefit DoD. It recognizes both the
facilities capital that the contractor will
employ in contract performance and the
contractor’s commitment to improving
productivity.

(b) Determination.

The following extract from the DD
Form 1547 has been annotated to
explain the process.

Contractor facilities capital : Amount Profit
Item employed Assigned employed objective
LANG e N/A 2) N/A
Buildings 1) 2) 3
Equipment (1) 2) ?3)

(1) Select a value from the list in
paragraph (c) of this subsection using
the evaluation criteria in paragraph (d)
of this subsection.

(2) Use the allocated facilities capital
attributable to land, buildings, and
equipment, as derived in DD Form 1861,
“Contract Facilities Capital Cost of
Money”’ (see 230.7001).

(i) In addition to the net book value
of facilities capital employed, consider
facilities capital that is part of a formal

investment plan if the contractor
submits reasonable evidence that—

(A) Achievable benefits to DoD will
result from the investment; and

(B) The benefits of the investment are
included in the forward pricing
structure.

(ii) If the value of intracompany
transfers has been included in Block 18
at cost (i.e., excluding general and
administrative (G&A) expenses and
profit), add to the contractor’s allocated

facilities capital, the allocated facilities
capital attributable to the buildings and
equipment of those corporate divisions
supplying the intracompany transfers.
Do not make this addition if the value
of intracompany transfers has been
included in Block 18 at price (i.e.,
including G&A expenses and profit).

(3) Multiply (1) by (2).
(c) Values: Normal and designated
ranges.

Des-
Normal :
Notes Asset type value (per- |gr]2re11ted
cent) ge
(percent)
LANG e 0| N/A
BUIIJINGS ...t 15| 10 to 20
Equipment 35 | 20 to 50
Land ................. 0| N/A
Buildings ........... 5|0to 10
Equipment 20 | 15t0 25
Land ... 0| N/A
Buildings 0|0
Equipment 0|0

(1) These are the normal values and
ranges. They apply to all situations
except those noted in (2) and (3).

(2) These alternate values and ranges
apply to situations where a highly
facilitized manufacturing firm will be
performing a research and development
or services contract. They balance the
method used to allocate facilities capital
cost of money, which may produce
disproportionate allocation of assets to
these types of efforts.

(3) When using a value from the
alternate designated range for the
performance risk factor (215.404—71—
2(c)(2)), do not allow profit on facilities
capital employed.

(d) Evaluation criteria.

(1) In evaluating facilities capital
employed, the contracting officer—

(i) Should relate the usefulness of the
facilities capital to the goods or services

being acquired under the prospective
contract;

(i) Should analyze the productivity
improvements and other anticipated
industrial base enhancing benefits
resulting from the facilities capital
investment, including—

(A) The economic value of the
facilities capital, such as physical age,
undepreciated value, idleness, and
expected contribution to future defense
needs; and

(B) The contractor’s level of
investment in defense related facilities
as compared with the portion of the
contractor’s total business that is
derived from DoD;

(iii) Should consider any contractual
provisions that reduce the contractor’s
risk of investment recovery, such as
termination protection clause, capital
investment indemnification, and
productivity saving rewards; and

(iv) Shall ensure that increases in
facilities capital investments are not
merely asset revaluations attributable to
mergers, stock transfers, take-overs,
sales of corporate entities, or similar
actions.

(2) Above normal conditions. (i) The
contracting officer may assign a higher
than normal value if the facilities capital
investment has direct, identifiable, and
exceptional benefits. Indicators are—

(A) New investments in state-of-the-
art technology that reduce acquisition
cost or yield other tangible benefits such
as improved product quality or
accelerated deliveries;

(B) Investments in new equipment for
research and development applications;
or

(C) Contractor demonstration that the
investments are over and above the
normal capital investments necessary to
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support anticipated requirements of
DoD programs.

(i) The contracting officer may assign
a value significantly above normal when
there are direct and measurable benefits
in efficiency and significantly reduced
acquisition costs on the effort being
priced. Maximum values apply only to
those cases where the benefits of the
facilities capital investment are
substantially above normal.

(3) Below normal conditions. (i) The
contracting officer may assign a lower
than normal value if the facilities capital
investment has little benefit to DoD.
Indicators are—

(A) Allocations of capital apply
predominantly to commercial item
lines;

(B) Investments are for such things as
furniture and fixtures, home or group
level administrative offices, corporate
aircraft and hangars, gymnasiums; or

(C) Facilities are old or extensively
idle.

(ii) The contracting officer may assign
a value significantly below normal
when a significant portion of defense
manufacturing is done in an
environment characterized by outdated,
inefficient, and labor-intensive capital
equipment.

215.404-72 Modified weighted guidelines
method for nonprofit organizations.

(a) Definition. As used in this subpart,
a nonprofit organization is a business
entity—

(1) That operates exclusively for
charitable, scientific, or educational
purposes;

(2) Whose earnings do not benefit any
private shareholder or individual;

(3) Whose activities do not involve
influencing legislation or political
campaigning for any candidate for
public office; and

(4) That is exempted from Federal
income taxation under section 501 of
the Internal Revenue Code.

(b) For nonprofit organizations that
are Federally Funded Research and
Development Centers (FFRDCs), the
contracting officer—

(1) Should consider whether any fee
is appropriate. Considerations shall
include the FFRDC’s—

(i) Proportion of retained earnings (as
established under generally accepted
accounting methods) that relates to DoD
contracted effort;

(ii) Facilities capital acquisition plans;

(iii) Working capital funding as
assessed on operating cycle cash needs;

(iv) Contingency funding; and

(v) Provision for funding
unreimbursed costs deemed ordinary
and necessary to the FFRDC.

(2) Shall, when a fee is considered
appropriate, compute the fee objective
using the weighted guidelines method
in 215.404-71, with the following
modifications—

(i) Modifications to performance risk
(Blocks 21-24 of the DD Form 1547).

(A) If the contracting officer assigns a
value from the standard designated
range (215.404—-71-2(c)), reduce the fee
objective by an amount equal to 1% of
the costs in Block 18 of the DD Form
1547. Show the net (reduced) amount
on the DD Form 1547.

(B) If the contracting officer assigns a
value from the alternate designated
range, reduce the fee objective by an
amount equal to 2% of the costs in
Block 18 of the DD Form 1547. Show
the net (reduced) amount on the DD
Form 1547.

(i) Modifications to contract type risk
(Block 25 of the DD Form 1547). Use a
designated range of —1% to 8% in lieu
of the values in 215.404-71-3. There is
no normal value.

(c) For nonprofit organizations that
are entities that have been identified by
the Secretary of Defense or a Secretary
of a Department as receiving sustaining
support on a cost-plus-fixed-fee basis
from a particular DoD department or
agency, compute a fee objective for
covered actions using the weighted
guidelines method in 215.404-71,
modified as described in paragraph
(b)(2) of this subsection.

(d) For all other nonprofit
organizations, compute a fee objective
for covered actions using the weighted
guidelines method in 215.404-71,
modified as described in paragraph
(b)(2)(i) of this subsection.

215.404-73 Alternative structured
approaches.

(a) The contracting officer may use an
alternate structured approach under
215.404-4(c).

(b) The contracting officer may design
the structure of the alternate, but it shall
include—

(1) Consideration of the three basic
components of profit—performance risk,
contract type risk (including working
capital), and facilities capital employed.

However, the contracting officer is not
required to complete Blocks 21 through
30 of the DD Form 1547.

(2) Offset for facilities capital cost of
money.

(i) The contracting officer shall reduce
the overall prenegotiation profit
objective by the lesser of 1% of total
cost or the amount of facilities capital
cost of money. The profit amount in the
negotiation summary of the DD Form
1547 must be net of the offset.

(ii) This adjustment is needed for the
following reason: The values of the
profit factors used in the weighted
guidelines method were adjusted to
recognize the shift in facilities capital
cost of money from an element of profit
to an element of contract cost (see FAR
31.205-10) and reductions were made
directly to the profit factors for
performance risk. In order to ensure that
this policy is applied to all DoD
contracts that allow facilities capital
cost of money, similar adjustments shall
be made to contracts that use alternate
structured approaches.

215.404-74 Fee requirements for cost-
plus-award-fee contracts.

In developing a fee objective for cost-
plus-award-fee contracts, the
contracting officer shall—

(a) Follow the guidance in FAR
16.404-2 and 216.404-2;

(b) Not use the weighted guidelines
method or alternate structured
approach;

(c) Apply the offset policy in 215.404—
73(b)(2) for facilities capital cost of
money, i.e., reduce the base fee by the
lesser of 1% of total costs or the amount
of facilities capital cost of money; and

(d) Not complete a DD Form 1547.

215.404-75 Reporting profit and fee
statistics.

(a) Contracting officers in contracting
offices that participate in the
management information system for
profit and fee statistics shall send
completed DD Forms 1547 on actions of
$500,000 or more, where the contracting
officer used either the weighted
guidelines method, an alternate
structured approach, or the modified
weighted guidelines method, to their
designated office within 30 days after
contract award.

(b) Participating contracting offices
and their designated offices are—
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Contracting office

Designated office

Army

Army Procurement Research and Analysis Office, Attn: SFRD—KPR
(WGL), Bldg 12500, C Wing, Ft. Lee, VA 23801-6045.

Navy

*Naval Air Systems Command

*Naval Sea Systems Command

*Space and Naval Warfare Systems Command

*Naval Facilities Engineering Command

*Naval Supply Systems Command

*Office of Naval Research

*Headquarters, United States Marine Corps

*Strategic Systems Programs Office

*Military Sealift Command

*Automatic Data Processing Selection Office

*Navy Regional Data Automation Center

*Naval Research Laboratory

*Navy Commercial Communications Center

*Naval Aviation Depot Operations Center
*Includes all subordinate field offices

20374.

Commander, Fleet and Industrial Supply Center, Norfolk, Washington
Detachment, Code 402, Washington Navy Yard, Washington, DC

Air Force

Air Force Materiel Command, (all field offices)

45433.

Air Force Materiel Command, 645 CCSG/SCOS, Attn: J010 Clerk,
2721 Sacramento Street, Wright-Patterson Air Force Base, OH

(c) When negotiation of a contract
action over $500,000 has been delegated
to another contracting agency (e.g., to an
administrative contracting officer), that
agency shall ensure that a copy of the
DD Form 1547 is provided to the
delegating office for reporting purposes
within 30 days from negotiation of the
contract action.

(d) Contracting offices outside the
United States, its possessions, and
Puerto Rico are exempt from reporting.

(e) Designated offices send a quarterly
(non-cumulative) report of DD Form
1547 data to—

Washington Headquarters Service,
Directorate for Information Operations
and Reports, (WHS/DIOR), 1215
Jefferson Davis Highway, Suite 1204,
Arlington, VA 22202-4302
(f) In preparing and sending the

quarterly report, designated offices—

(1) Perform the necessary audits to
ensure information accuracy;

(2) Do not enter classified
information;

(3) Transmit the report via computer
magnetic tape using the procedures,
format, and editing process issued by
the Director of Defense Procurement;
and

(4) Send the reports not later than the
30th day after the close of the quarterly
reporting periods.

(9) These reporting requirements have
been assigned report control symbol:
P&L(Q)1751.

215.406-1 Prenegotiation objectives.

(a) Also consider—

(i) Data resulting from application of
work measurement systems in
developing prenegotiation objectives;
and

(ii) Field pricing assistance personnel
participation in planned prenegotiation
and negotiation activities.

(b) Prenegotiation objectives,
including objectives related to
disposition of findings and
recommendations contained in
preaward and postaward contract audit
and other advisory reports, shall be
documented and reviewed in
accordance with Departmental
procedures.

215.406-3 Documenting the negotiation.

(a)(7) Include the principal factors
related to the disposition of findings
and recommendations contained in
preaward and postaward contract audit
and other advisory reports.

(10) The documentation—

(A) Must address significant
deviations from the prenegotiation
profit objectives;

(B) Should include the DD Form 1547,
Record of Weighted Guidelines
Application (see 215.404-70), if used,
with supporting rationale; and

(C) Must address the rationale for not
using the weighted guidelines method
when its use would otherwise be
required by 215.404-70.

215.407-1 Defective cost or pricing data.

(b)(2) Unless there is clear evidence to
the contrary, the contracting officer may
presume the defective data were relied
on and resulted in a contract price
increase equal to the amount of the
defect plus related overhead and profit
or fee. The contracting officer is not
expected to reconstruct the negotiation
by speculating as to what would have
been considered by the negotiating
parties if the nondefective data had been
known.

215.407-2 Make-or-buy programs.

(e) Program requirements.—(1) ltems
and work included. The minimum
dollar amount is $1 million.

215.407-3 Forward pricing rate
agreements.

(b)(i) Use forward pricing rate
agreement (FPRA) rates when such rates
are available, unless waived on a case-
by-case basis by the head of the
contracting activity.

(ii) Advise the ACO of each case
waived.

(iii) Contact the ACO for questions on
FPRAS or recommended rates.

215.407-4 Should-cost review.

(b) Program should-cost review. (2)
DoD contracting activities should
consider performing a program should-
cost review before award of a definitive
major systems contract exceeding $100
million.
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(c) Overhead should-cost review. (1)
Contact the DCMC/DLA Overhead
Center, Fort Belvoir, VA 22060-6221, at
(703) 767-3387, for questions on
overhead should-cost analysis.

(2)(A) The Defense Contract
Management Command/Defense
Logistics Agency (DCMC/DLA), or the
military department responsible for
performing contract administration
functions (e.g., Navy SUPSHIP), should
consider, based on risk assessment,
performing an overhead should-cost
review of a contractor business unit (as
defined in FAR 31.001) when all of the
following conditions exist:

(1) Projected annual sales to DoD
exceed $1 billion;

(2) Projected DoD versus total
business exceeds 30 percent;

(3) Level of sole-source DoD contracts
is high;

(4) Significant volume of proposal
activity is anticipated;

(5) Production or development of a
major weapon system or program is
anticipated; and

(6) Contractor cost control/reduction
initiatives appear inadequate.

(B) The head of the contracting
activity may request an overhead
should-cost review for a business unit
that does not meet the criteria in
paragraph (b)(1) of this subsection.

(C) Overhead should-cost reviews are
labor intensive. These reviews generally
involve participation by the contracting,
contract administration, and contract
audit elements. The extent of
availability of military department,
contract administration, and contract
audit resources to support DCMC/DLA-
led teams should be considered when
determining whether a review will be
conducted. Overhead should-cost
reviews generally shall not be
conducted at a contractor business
segment more frequently than every
three years.

215.407-5 Estimating systems.

215.407-5-70 Disclosure, maintenance,
and review requirements.

(a) Definitions.

(1) “Adequate estimating system”
means an estimating system that—

(i) Is established, maintained, reliable,
and consistently applied; and

(ii) Produces verifiable, supportable,
and documented cost estimates.

(2) ““Contractor’” means a business
unit as defined in FAR 31.001.

(3) “Estimating system’’ is as defined
in the clause at 252.215-7002, Cost
Estimating System Requirements.

(4) “*Significant estimating system
deficiency’” means a shortcoming in the
estimating system that is likely to

consistently result in proposal estimates
for total cost or a major cost element(s)
that do not provide an acceptable basis
for negotiation of fair and reasonable
prices.

(b) Applicability.

(1) DoD policy is that all contractors
have estimating systems that—

(i) Are adequate;

(ii) Consistently produce well-
supported proposals that are acceptable
as a basis for negotiation of fair and
reasonable prices;

(iii) Are consistent with and
integrated with the contractor’s related
management systems; and

(iv) Are subject to applicable financial
control systems.

(2) A large business contractor is
subject to estimating system disclosure,
maintenance, and review requirements
if—

(i) In its preceding fiscal year the
contractor received DoD prime contracts
or subcontracts totaling $50 million or
more for which cost or pricing data were
required; or

(ii) In its preceding fiscal year the
contractor received DoD prime contracts
or subcontracts totaling $10 million or
more (but less than $50 million) for
which cost or pricing data were required
and the contracting officer, with
concurrence or at the request of the
administrative contracting officer
(ACO), determines it to be in the best
interest of the Government (e.g.,
significant estimating problems are
believed to exist or the contractor’s sales
are predominantly Government).

(c) Responsibilities.

(1) The contracting officer shall—

(i) Through use of the clause at
252.215-7002, Cost Estimating System
Requirements, apply the disclosure,
maintenance, and review requirements
to large business contractors meeting the
criteria in paragraph (b)(2)(i) of this
subsection;

(i) Consider whether to apply the
disclosure, maintenance, and review
requirements to large business
contractors under paragraph (b)(2)(ii) of
this subsection; and

(iii) Not apply the disclosure,
maintenance, and review requirement to
other than large business contractors.

(2) The cognizant ACO, for
contractors subject to paragraph (b)(2) of
this subsection, shall—

(i) Determine the adequacy of the
disclosure and system; and

(ii) Pursue correction of any
deficiencies.

(3) The cognizant auditor, on behalf of
the ACO, serves as team leader in
conducting estimating system reviews.

(4) A contractor subject to estimating
system disclosure, maintenance, and
review requirements shall—

(i) Maintain an adequate system;

(ii) Describe its system to the ACO;

(iii) Provide timely notice of changes
in the system; and

(iv) Correct system deficiencies
identified by the ACO.

(d) Characteristics of an adequate
estimating system.

(1) General. An adequate system
should provide for the use of
appropriate source data, utilize sound
estimating techniques and good
judgment, maintain a consistent
approach, and adhere to estimated
policies and procedures.

(2) Evaluation. In evaluating the
adequacy of a contractor’s estimating
system, the ACO should consider
whether the contractor’s estimating
system, for example—

(i) Establishes clear responsibility for
preparation, review, and approval of
cost estimates;

(ii) Provides a written description of
the organization and duties of the
personnel responsible for preparing,
reviewing, and approving cost
estimates;

(iii) Assures that relevant personnel
have sufficient training, experience, and
guidance to perform estimating tasks in
accordance with the contractor’s
established procedures;

(iv) Identifies the sources of data and
the estimating methods and rationale
used in developing cost estimates;

(v) Provides for appropriate
supervision throughout the estimating
process;

(vi) Provides for consistent
application of estimating techniques;

(vii) Provides for detection and timely
correction of errors;

(viii) Protects against cost duplication
and omissions;

(ix) Provides for the use of historical
experience, including historical vendor
pricing information, where appropriate;

(x) Requires use of appropriate
analytical methods;

(xi) Integrates information available
from other management systems, where
appropriate;

(xii) Requires management review
including verification that the
company’s estimating policies,
procedures and practices comply with
this regulation;

(xiii) Provides for internal review of
and accountability for the adequacy of
the estimating system, including the
comparison of projected results to actual
results and an analysis of any
differences;

(xiv) Provides procedures to update
cost estimates in a timely manner
throughout the negotiation process; and

(xv) Addresses responsibility for
review and analysis of the
reasonableness of subcontract prices.
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(3) Indicators of potentially significant
estimating deficiencies. The following
examples indicate conditions that may
produce or lead to significant estimating
deficiencies—

(i) Failure to ensure that historical
experience is available to and utilized
by cost estimators, where appropriate;

(ii) Continuing failure to analyze
material costs or failure to perform
subcontractor cost reviews as required;

(iii) Consistent absence of analytical
support for significant proposed cost
amounts;

(iv) Excessive reliance on individual
personal judgment where historical
experience of commonly utilized
standards are available;

(v) Recurring significant defective
pricing findings within the same cost
element(s);

(vi) Failure to integrate relevant parts
of other management systems (e.g.,
production control or cost accounting)
with the estimating system so that the
ability to generate reliable cost estimates
is impaired; and

(vii) Failure to provide established
policies, procedures, and practices to
persons responsible for preparing and
supporting estimates.

(e) Review procedures. Cognizant
audit and contract administration
activities shall—

(1) Establish and manage regular
programs for reviewing selected
contractors’ estimating systems.

(2) Conduct reviews as a team effort.

(i) The contract auditor will be the
team leader.

(ii) The team leader will—

(A) Coordinate with the ACO to
ensure that team membership includes
qualified contract administration
technical specialists.

(B) Advise the ACO and contractor of
significant findings during the conduct
of the review and during the exit
conference.

(C) Prepare a team report.

(1) The ACO or a representative
should—

(i) Coordinate the contract
administration activity’s review;

(ii) Consolidate findings and
recommendations; and

(iii) When appropriate, prepare a
comprehensive written report for
submission to the auditor.

(2) The contract auditor will attach
the ACO'’s report to the team report.

(3) Tailor reviews to take full
advantage of the day-to-day work done
by both organizations.

(4) Conduct a review every three years
of contractors subject to the disclosure
requirements. The ACO and auditor
may lengthen or shorten the three-year
period based on their joint risk

assessment of the contractor’s past
experience and current vulnerability.

(f) Disposition of survey team
findings.

(1) Reporting of survey team findings.
The auditor will document the findings
and recommendations of the survey
team in a report to the ACO. If there are
significant estimating deficiencies, the
auditor will recommend disapproval of
all or portions of the estimating system.

(2) Initial notification to the
contractor. The ACO will provide a
copy of the team report to the contractor
and, unless there are no deficiencies
mentioned in the report, ask the
contractor to submit a written response
in 30 days, or a reasonable extension.

(i) If the contractor agrees with the
report, the contractor has 60 days from
the date of initial notification to correct
any identified deficiencies or submit a
corrective action plan showing
milestones and actions to eliminate the
deficiencies.

(i) If the contractor disagrees, the
contractor should provide rationale in
its written response.

(3) Evaluation of contractor’s
response. The ACO, in consultation
with the auditor, will evaluate the
contractor’s response to determine
whether—

(i) The estimating system contains
deficiencies that need correction;

(i) The deficiencies are significant
estimating deficiencies that would
result in disapproval of all or a portion
of the contractor’s estimating system; or

(iii) The contractor’s proposed
corrective actions are adequate to
eliminate the deficiency.

(4) Notification of ACO
determination. The ACO will notify the
contractor and the auditor of the
determination and, if appropriate, of the
Government’s intent to disapprove all or
selected portions of the system. The
notice shall—

(i) List the cost elements covered,;

(i) Identify any deficiencies requiring
correction; and

(iii) Require the contractor to correct
the deficiencies within 45 days or
submit an action plan showing
milestones and actions to eliminate the
deficiencies.

(5) Notice of disapproval. If the
contractor has neither submitted an
acceptable corrective action plan nor
corrected significant deficiencies within
45 days, the ACO shall disapprove all or
selected portions of the contractor’s
estimating system. The notice of
disapproval must—

(i) Identify the cost elements covered;

(i) List the deficiencies that prompted
the disapproval; and

(iii) Be sent to the cognizant auditor,
and each contracting and contract

administration office having substantial
business with the contractor.

(6) Monitoring contractor’s corrective
action. The auditor and ACO will
monitor the contractor’s progress in
correcting deficiencies. If the contractor
fails to make adequate progress, the
ACO shall take whatever action is
necessary to ensure that the contractor
corrects the deficiencies. Examples of
actions the ACO can take are: bringing
the issue to the attention of higher-level
management, reducing or suspending
progress payments (see FAR 32.503-6),
and recommending nonaward of
potential contracts.

(7) Withdrawal of estimating system
disapproval. The ACO will withdraw
the disapproval when the ACO
determines that the contractor has
corrected the significant system
deficiencies. The ACO will notify the
contractor, the auditor, and affected
contracting and contract administration
activities of the withdrawal.

(9) Impact of estimating system
deficiencies on specific proposals.

(1) Field pricing teams will discuss
identified estimating system
deficiencies and their impact in all
reports on contractor proposals until the
deficiencies are resolved.

(2) The contracting officer responsible
for negotiation of a proposal generated
by an estimating system with an
identified deficiency shall evaluate
whether the deficiency impacts the
negotiations. If it does not, the
contracting officer should proceed with
negotiations. If it does, the contracting
officer should consider other
alternatives, e.g.—

(i) Allowing the contractor additional
time to correct the estimating system
deficiency and submit a corrected
proposal;

(ii) Considering another type of
contract, e.g., and FPIF instead of an
FFP;

(iii) Using additional cost analysis
techniques to determine the
reasonableness of the cost elements
affected by the system’s deficiency;

(iv) Segregating the questionable areas
as a cost reimbursable line item;

(v) Reducing the negotiation objective
for profit or fee; or

(vi) Including a contract (reopener)
clause that provides for adjustment of
the contract amount after award.

(3) The contracting officer who
incorporates a reopener clause into the
contract is responsible for negotiating
price adjustments required by the
clause. Any reopener clause
necessitated by an estimating deficiency
should—
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(i) Clearly identify the amounts and
items that are in question at the time of
negotiation;

(ii) Indicate a specific time or
subsequent event by which the
contractor will submit a supplemental
proposal, including cost or pricing data,
identifying the cost impact adjustment
necessitated by the deficient estimating
system;

(iii) Provide for the contracting officer
to unilaterally adjust the contract price
if the contractor fails to submit the
supplemental proposal; and

(iv) Provide that failure of the
Government and the contractor to agree
to the price adjustment shall be a
dispute under the Disputes clause.

215.408 Solicitation provisions and
contract clauses.

(1) Use the clause at 252.215-7000,
Pricing Adjustments, in solicitations
and contracts that contain the clause
at—

(i) FAR 52.215-11, Price Reduction
for Defective Cost or Pricing Data-
Modifications;

(ii) FAR 52.215-12, Subcontractor
Cost or Pricing Data; or

(iii) FAR 52.215-13, Subcontractor
Cost or Pricing Data—Modifications.

(2) Use the clause at 252.215-7002,
Cost Estimating System Requirements,
in all solicitations and contracts to be
awarded on the basis of cost or pricing
data.

215.470 Estimated data prices.

(a) The Department of Defense
requires estimates of the prices of data
in order to evaluate the cost to the
Government of data items in terms of
their management, product, or
engineering value.

(b) When data are required to be
delivered under a contract, the
solicitation will include DD Form 1423,
Contract Data Requirements List. The
form and the provision included in the
solicitation request the offeror to state
what portion of the total price is
estimated to be attributable to the
production or development of the listed
data for the Government (not to the sale
of rights in the data). However, offerors’
estimated prices may not reflect all such
costs; and different offerors may reflect
these costs in a different manner, for the
following reasons:

(1) Differences in business practices
in competitive situations;

(2) Differences in accounting systems
among offerors;

(3) Use of factors or rates on some
portions of the data;

(4) Application of common effort to
two or more data items; and

(5) Differences in data preparation
methods among offerors.

(c) Data price estimates should not be
used for contract pricing purposes
without further analysis.

(d) The contracting officer shall
ensure that the contract does not
include a requirement for data that the
contractor has delivered or is obligated
to deliver to the Government under
another contract or subcontract, and that
the successful offeror identifies any
such data required by the solicitation.
However, where duplicate data are
desired, the contract price shall include
the costs of duplication, but not of
preparation, of such data.

PART 252—SOLICITATION
PROVISIONS AND CONTRACT
CLAUSES

3. Section 252.215-7000 is amended
by revising the introductory text to read
as follows:

252.215-7000 Pricing Adjustments.

As prescribed in 215.408(1), use the
following clause:
* * * * *

4. Section 252.215-7002 is amended
by revising the introductory text to read
as follows:

252.215-7002 Cost Estimating System
Requirements.

As prescribed in 215.408(2), use the

following clause:
* * * * *

5. Section 252.243-7000 is amended
by revising the clause date and
paragraph (c)(1) to read as follows:

252.243-7000 Engineering Change
Proposals.
* * * * *

Engineering Change Proposals (XXX

19XX)
* * * * *

(1) A completed contract pricing
proposal; and
* * * * *
[FR Doc. 97-31109 Filed 11-25-97; 8:45 am]
BILLING CODE 5000-04-M

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 17
RIN 1018-AE47

Endangered and Threatened Wildlife
and Plants; Proposed Rule To
Establish an Additional Manatee
Sanctuary in Kings Bay, Crystal River,
FL

AGENCY: Fish and Wildlife Service,
Interior.
ACTION: Proposed rule.

SUMMARY: The Service proposes to
establish an additional West Indian
manatee (Trichecus manatus) sanctuary
in Citrus County, Florida, adjacent to
Kings Bay/Crystal River at the
confluence of the Three Sisters Spring
run with a residential canal. All
waterborne activities in the sanctuary
would be prohibited from November 15
through March 31 of each year. The
proposed action would help prevent the
taking of manatees by harassment
resulting from waterborne activities
during the winter months. The number
of sanctuaries in Kings Bay would be
increased to seven to accommodate the
increase in the number of manatees
using the area each winter and to offset
harassment from increasing public use.
Due to insufficient time to complete
preparations for establishing a
permanent sanctuary before cold
weather arrives, an emergency rule is
published elsewhere in today’s Federal
Register to provide the manatee with
immediate protection for a period of 120
days. This action is proposed under the
authority of the Endangered Species Act
of 1973, as amended, and the Marine
Mammal Protection Act of 1972, as
amended.

DATES: Comments from all interested
parties must be received by January 26,
1998. If requested, a public hearing will
be held for the purpose of receiving
comments on the permanent
establishment of an additional manatee
sanctuary at Kings Bay, Crystal River,
Florida.

ADDRESSES: Written comments and
materials should be sent to Manatee
Coordinator, U.S. Fish and Wildlife
Service, 6620 Southpoint Drive South,
Suite 310, Jacksonville, Florida 32216—
0912.

FOR FURTHER INFORMATION CONTACT:
Robert O. Turner at the above address,
(904/232-2580 ext.117); or Vance
Eaddy, Senior Resident Agent, U.S. Fish
and Wildlife Service, 9721 Executive
Center Drive, Suite 206, St. Petersburg,
Florida 33702, (813/570-5398)
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SUPPLEMENTARY INFORMATION:
Background

Crystal River is a tidal river on the
west coast of Florida. Forming the
headwaters of Crystal River is Kings
Bay, a lake-like body of water fed by
numerous freshwater springs. The Kings
Bay springs constitute one of the most
important natural warm-water refuges
for manatees, a federally listed
endangered species. More than 250
animals may seek refuge in the bay’s
warm waters during winter cold
periods. With the winter presence of
manatees and its sheltered, warm and
clear waters, Kings Bay also attracts
large numbers of waterborne users
(boaters, recreational divers, snorkelers,
and swimmers) most of whom seek out
manatees for a close viewing
experience. The influx of visitors,
primarily there to see and interact with
manatees, provides a major economic
impact to the Crystal River community.

Large aggregations of manatees
apparently did not exist in Kings Bay
until recent times (Beeler and O’Shea
1988). The first careful counts were
made in the late 1960’s. Since then
manatee numbers have increased
significantly. In 1967-1968 Hartman
(1979) counted 38 animals. By 1981—
1982, the maximum winter count
increased to 114 animals (Powell and
Rathbun 1984), and in December 1994
the count was 271 (U.S. Fish and
Wildlife Service, unpublished data).
Both births and immigration of animals
from other areas have contributed to the
increases in manatee numbers at Crystal
River.

The Second Revision of the Florida
Manatee Recovery Plan (U.S. Fish and
Wildlife Service 1995) identifies the
need to minimize disturbance and
harassment of manatees in the wild.
This concern for the welfare of manatees
in Kings Bay has resulted in the
establishment of a series of sanctuary
areas to protect manatees from any
potential negative impacts of human
activities. The first three sanctuaries
were created in 1980, encompassing a
total of about 10 acres in Kings Bay.
These were closed to all human access
each winter from November 15 to March
31 and provided manatees with areas
where they could retreat from
waterborne users. To better administer
and protect the bay’s manatee habitat,
the Service purchased several islands
associated with the sanctuaries in 1983
and established the Crystal River
National Wildlife Refuge. During the
1980’s, the number of manatees and
divers increased steadily, resulting in
the need for additional manatee
sanctuaries. In 1994, the Service

established three additional sanctuaries
and expanded an existing sanctuary.
The six sanctuaries now encompass
approximately 39 acres within Kings
Bay.

The Kings Bay manatee sanctuary
system provides significant protection
to the more than 250 manatees that use
this area as a winter warm-water refuge.
With the increasing number of manatees
using Kings Bay and an increasing
number of recreational divers and
snorkelers coming to Crystal River to
seek close encounters with manatees,
another problem area outside the
existing sanctuary system has been
identified.

Since the establishment of the three
most recent sanctuaries, reports of
waterborne users harassing manatees
and causing manatees to leave the Three
Sisters Spring run area has been
documented by researchers, refuge staff
and concerned citizens. The Save the
Manatee Club and the Marine Mammal
Commission have urged the Service to
act to protect manatees utilizing the
Three Sisters Spring run area. Dive shop
operators have acknowledged that there
is a manatee harassment problem in the
area of the proposed sanctuary.

Prior to last winter, the Service and
local interest groups met separately with
local dive shop owners to discuss the
harassment issue and the feasibility of
establishing a new sanctuary. There was
a consensus that a sanctuary was
needed and that it would be more
effective if it was developed through a
local city or county ordinance.
Representatives of each of the local dive
shops wrote letters recognizing the need
for a small sanctuary near Three Sisters
Spring and recommended that the
regulations be promulgated locally.
Local efforts have been made to address
the problem and the Service will
continue to encourage local officials to
create a permanent refuge. However, in
conjunction with the emergency rule
published elsewhere in today’s Federal
Register, regulations at 50 CFR 17.106(e)
require the Service to also commence
with the establishment of the sanctuary
through publication of a proposed rule.

The Service funded a manatee and
human interaction study at Three
Sisters Spring (January 23—February 17,
1997) which confirmed that harassment
was occurring and documented
instances in which manatees left the
warm waters at the confluence of the
spring run and the residential canal
when divers, snorkelers and/or
swimmers arrived (Wooding, 1997). The
Service is concerned that these animals
may be leaving earlier than if they were
left undisturbed.

Reasons for Determination

Refer to the emergency rule published
elsewhere in today’s Federal Register.

National Environmental Policy Act

The Service has determined this
action qualifies as a categorical
exclusion in accordance with 516 DM 2,
Appendix 1 and 516 DM 5, Appendix 1.
No further National Environmental
Policy Act documentation will therefore
be made.

Required Determinations

This proposed rule was not subject to
Office of Management and Budget
review under Executive Order 12866.
The rule will not have a significant
economic effect on a substantial number
of small entities under the Regulatory
Flexibility Act (5 U.S.C. 601 et seq.).
The previous establishment of
sanctuaries in Kings Bay, Crystal River,
did not result in a significant economic
impact. Thus it is not expected that any
significant impacts would result from
the establishment of a sanctuary (less
than one quarter acre in size) at the
Three Sisters Spring. Also, no direct
costs, enforcement costs, information
collection, or record-keeping
requirements are imposed on small
entities by this action and the rule
contains no information collection
requirements under the Paperwork
Reduction Act of 1995. This rule does
not require a Federalism assessment
under Executive Order 12612 because it
would not have any significant
federalism effects as described in the
order.

References Cited

Refer to the emergency rule published
elsewhere in today’s Federal Register.

Author: The primary author of this
proposed rule is Robert O. Turner,
Manatee Coordinator (see ADDRESSES
section).

Authority

The authority to establish manatee
protection areas is provided by the
Endangered Species Act of 1973, as
amended (16 U.S.C. 1531 et seq.), and
the Marine Mammal Protection Act of
1972 (16 U.S.C. 1361-1407), as
amended.

List of Subjects in 50 CFR Part 17

Endangered and threatened species,
Exports, Imports, Reporting and
recordkeeping requirements,
Transportation.

Regulation Promulgation

Accordingly, the Service proposes to
amend part 17, subchapter B of chapter
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I, title 50 of the Code of Federal
Regulations, as follows:

PART 17—[AMENDED]

1. The authority citation for part 17
continues to read as follows:

Authority: 16 U.S.C. 1361-1407; 16 U.S.C.
1531-1544; 16 U.S.C. 4201-4245; Pub. L. 99—
625, 100 Stat. 3500; unless otherwise noted.

2. Amend section 17.108 by adding
paragraph (a)(7) to read as follows:

§17.108 List of designated manatee
protection areas.

(7) A tract of submerged land on the west
side of the confluence of Three Sisters Spring
run and the residential canal off the eastern
shore of Kings Bay, Crystal River, lying in the
northeast corner of Section 28, Township 18,
South Range 17 East in Citrus County,
Florida; containing less than one quarter
acre.

* * * * *

Dated: November 20, 1997.
Jamie Rappaport Clark,
Director, Fish and Wildlife Service.
[FR Doc. 97-31108 Filed 11-21-97; 3:41 pm]
BILLING CODE 4310-55-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 648

[Docket No. 971107264-7264-01; 1.D.
102297A]

RIN 0648—-AK47

Fisheries of the Northeastern United
States; Atlantic Mackerel, Squid, and
Butterfish Fisheries; 1998
Specifications

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and

Atmospheric Administration (NOAA),
Commerce.

ACTION: Proposed rule and proposed
1998 initial specifications; request for
comments.

SUMMARY: NMFS proposes initial
specifications for the 1998 fishing year
for Atlantic mackerel, Loligo and Illex
squids, and butterfish (MSB). In
addition, NMFS proposes to amend the
minimum net mesh size requirement for
Loligo squid to make it applicable only
to the cod end of the net. The intent of
this change is to reduce the frequency
that nets need to be replaced with a
resultant cost savings to the fishery.
Regulations governing these fisheries
require NMFS to publish specifications
for the upcoming fishing year and
provide an opportunity for the public to
comment.

DATES: Public comments must be
received on or before December 26,
1997.

ADDRESSES: Copies of the Mid-Atlantic
Fishery Management Council’s quota
paper and recommendations, the
Environmental Assessment, and
Regulatory Impact Review, including
analysis of impacts under the
Regulatory Flexibility Act, are available
from David R. Keifer, Executive
Director, Mid-Atlantic Fishery
Management Council, Room 2115,
Federal Building, 300 South New Street,
Dover, DE 19901.

Comments should be sent to Andrew
A. Rosenberg, Ph.D., Regional
Administrator, Northeast Region,
NMFS, 1 Blackburn Drive, Gloucester,
MA 01930. Please mark the envelope

“Comments—1998 MSB specifications.”

FOR FURTHER INFORMATION CONTACT:
Myles Raizin, (978) 281-9104.

SUPPLEMENTARY INFORMATION:
Regulations implementing the Fishery
Management Plan for Atlantic Mackerel,
Squid, and Butterfish Fisheries (FMP)
prepared by the Mid-Atlantic Fishery
Management Council (Council) appear
at 50 CFR part 648. These regulations
require NMFS to publish a proposed
rule specifying the initial annual
amounts of the initial optimum yield
(10Y) as well as the amounts for
allowable biological catch (ABC),
domestic annual harvest (DAH),
domestic annual processing (DAP), joint
venture processing (JVP), and total
allowable levels of foreign fishing
(TALFF) for the species managed under
the FMP. No reserves are permitted
under the FMP for any of these species.
In addition to commercial quotas, the
Council, in consultation with its Squid,
Mackerel, and Butterfish Technical
Monitoring Committee, may recommend
revisions to the amount of Loligo and
Illex squids and butterfish that may be
retained, possessed, and landed by
vessels issued the incidental catch
permit; commercial minimum fish sizes;
commercial trip limits; commercial
seasonal quotas/closures for Loligo or
Illex squid; minimum mesh sizes;
commercial gear restrictions;
recreational harvest limit; recreational
minimum fish size; and recreational
possession limits.

The following table contains the
proposed initial specifications for the
1998 Atlantic mackerel, Loligo and Illex
squids, and butterfish fisheries as
recommended by the Council:

PRELIMINARY INITIAL ANNUAL SPECIFICATIONS FOR ATLANTIC MACKEREL, SQUID, AND BUTTERFISH FOR THE FISHING YEAR

JANUARY 1 THROUGH DECEMBER 31, 1998

[Metric ton (mt)]

Squid
Specifications Atlantic Mackerel Butterfish
Loligo llex
126,000 124,000 2N/A 316,000
21,000 19,000 382,000 7,200
21,000 19,000 480,000 5,900
21,000 19,000 580,000 5,900
21,000 19,000 50,000 5,900
0 0 15,000 0
0 0 0 0

1 Maximum optimum yield (Max OY) corresponds to a level of fishing beyond which overfishing occurs for Loligo and lllex.
2Max QY is not applicable for Atlantic mackerel.

3Max QY is specified as a catch level that would result from Fms, for butterfish.

410Y for Atlantic mackerel may be increased during the year, but the total will not exceed 382,000 mt.

5Includes 15,000 mt of Atlantic mackerel recreational allocation.
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1998 Proposed Specifications

Atlantic Mackerel

The ABC is recommended to be
382,000 mt. This is consistent with the
overfishing definition for Atlantic
mackerel that restricts ABC in U.S. and
Canadian waters to that quantity of
mackerel associated with a fishing
mortality rate of Fo1, estimated by the
most recent stock assessment (1996) at
405,000 mt. In addition, the
recommendation must maintain a
spawning stock size of at least 900,000
mt in the year following the year for
which specifications are being
developed (see §648.21(b)(2)). A harvest
of 405,000 mt is estimated by the
assessment to result in an estimated
spawning stock for 1999 of 1,695,000
mt. Using the projected Canadian catch
of 23,000 mt, the proposed measure
would cap ABC for Atlantic mackerel at
382,000 mt (405,000—23,000 mt).

10Y is a modification of ABC which
reflects social and economic factors (see
§648.21(b)(2)(ii)). IOY is comprised of
two components: DAH and TALFF.
DAH is the sum of a recreational catch
estimate: DAP and JVP. The Council
estimates that the 1998 recreational
catch will be 15,000 mt, and DAP will
be 50,000 mt. The Council also
recommends that IOY be set at a level
that provides for a JVP of 15,000 mt and
TALFF of zero. The resulting I0Y
recommended is 80,000 mt.

DAP has historically been estimated
using the Council’s annual process or
survey, which this year estimated
11,364 mt necessary for 1998. However,
for the 1998 estimates, response was
low and did not contain projections
from the large, known processors. In
addition, inquiries concerning entry of
displaced New England groundfish
trawlers into the Atlantic mackerel
fishery have led the Council to
anticipate increases in harvest.
Therefore, the Council recommends no
change to the DAP for the 1998 fishery
from the 1997 level of 50,000 mt.

The 1998 JVP specification of 15,000
mt was reduced by 10,000 mt from 1997
to reflect the concern the Council has
about the negative effect that joint
ventures (JVs) could have on the further
development of the U.S. export market.
The potential for future North Sea
mackerel total allowable catch (TAC)
reductions may provide an opportunity
for U.S. producers to sell additional
mackerel on the international market.
The reduction is consistent with the
Council’s stated policy to proceed on a
course that recognizes the need for JVs
in the short term to allow U.S.
harvesters to take mackerel at levels in
excess of current U.S. processing

capacity. However, in the longer term,
the Council intends to eliminate JVs as
U.S. processing and export capacity
increases.

An 10Y level that keeps TALFF at
zero is recommended for the 1998
Atlantic mackerel fishery. The Fisheries
Act of 1995 prohibits a specification of
TALFF unless recommended by the
Council. In 1992, the Council used
testimony from both the domestic
fishing and processing industries and
analysis of nine economic factors found
at §648.21(b)(2)(iii) to determine that
mackerel produced from directed
foreign fishing would directly compete
with U.S. processed products, thus
limiting markets available to U.S.
processors. The industry was nearly
unanimous in its assessment that a
specification of TALFF would impede
the growth of the U.S. fishery. The
Council sees no evidence that this
evaluation has changed. Further, the
Council believes that an expanding
mackerel market and uncertainty
regarding world supply, due to recent
declines in the North Sea mackerel
stock, have resulted in increased
opportunities for U.S. producers to
increase sales to new markets abroad.
The U.S. industry has made some
progress in capturing an increased
market share for mackerel in Japan over
the past 2 years, though Canada and
Jamaica remain the most important
export nations. Several factors indicate
that market expansion for U.S. Atlantic
mackerel is likely to continue. In
addition, U.S. Atlantic mackerel stock
abundance remains high. The continued
low abundance of several important
groundfish stocks in the Gulf of Maine,
southern New England, and on Georges
Bank and restrictions on fishing for
those species also increase the
likelihood that harvesters will redirect
their efforts to Atlantic mackerel.
Atlantic mackerel is considered a prime
candidate for innovation in harvesting,
processing, and marketing.

The Council also recommended that
four special conditions imposed in
previous years continue to be imposed
on the 1998 Atlantic mackerel fishery as
follows: (1) Joint ventures be allowed
south of 37°30' N. lat., but river herring
bycatch can not exceed 0.25 percent of
the over-the-side transfers of Atlantic
mackerel; (2) the Administrator,
Northeast Region, NMFS (Regional
Administrator) must ensure that impacts
on marine mammals are reduced in the
prosecution of the Atlantic mackerel
fishery; (3) the mackerel OY may be
increased during the year, but the total
must not exceed ABC; and (4) a joint
venture with a particular nation shall
not be allowed unless the Regional

Administrator determines, based on an
evaluation of performance, that the
nation’s purchase obligations from
previous years have been fulfilled.

Atlantic Squids

The FMP sets the Maximum Optimum
Yield (Max OY) for Loligo squid at
26,000 mt. The recommended ABC for
the 1998 Loligo squid fishery is 21,000
mt, unchanged from the 1997 ABC. This
level represents the harvest level
associated with a fishing mortality rate
of Fso, which was adopted in
Amendment 6 to the FMP as an
appropriate target harvest level for this
species. The Council recommended that
I0Y should equal ABC.

The FMP sets the Max OY for Illex
squid at 24,000 mt. The Council
recommended an ABC of 19,000 mt,
which represents the harvest level
associated with a fishing mortality rate
of Fsp as required in Amendment 6 to
the FMP. As for Loligo squid, the Stock
Assessment Workshop (SAW) 21
recommended that Fso would be an
appropriate target harvest level for this
species. The Council recommended that
the IOY for Illex squid be set equal to
ABC.

Butterfish

The FMP sets the Max QY for
butterfish at 16,000 mt. The most recent
stock assessment was done in 1994
(SAW-17) and advised that the stock
may not be able to sustain landings in
excess of the long-term historical
average (1965-92) of 7,200 mt. Based on
this advice, the Council recommends
maintaining ABC at 7,200 mt
(unchanged from 1997). The Council
also recommended maintaining IOY and
DAH at 1997 levels (5,900 mt) to reflect
the uncertainty that exists regarding the
level of discards in the directed fishery.

As a result of the approval of
Amendment 5, the FMP specifies that
there will be no JVP or TALFF specified
for Loligo squid, Illex squid, or
butterfish, except that a butterfish
bycatch TALFF will be specified if
TALFF is specified for Atlantic
mackerel. Since the Council
recommended no TALFF for Atlantic
mackerel, no bycatch TALFF is required
for butterfish.

Framework Measure for Loligo Squid
Nets

Amendment 5 to the Atlantic
Mackerel, Squid, and Butterfish FMP
established a minimum mesh
requirement of 17s inches (48 mm)
throughout the entire net, for vessels
possessing Loligo squid. Amendment 5
also established a framework procedure
whereby the minimum mesh provision
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for Loligo squid could be reconsidered
by the Council on an annual basis.
Numerous members of the commercial
fishing industry testified before the
Council that the minimum mesh
requirement for Loligo squid established
in Amendment 5, applied throughout
the entire net, was creating a major
compliance problem within the squid
industry. Testimony was given that,
after continuous use, meshes forward of
the codend become distorted and
shrink. Because the body of the net
forward of the codend lasts significantly
longer than the codend, this problem
becomes more acute with time. Industry
is concerned that nets, which were legal
when new, could be in violation of the
minimum mesh provision after
extended use. Since selection occurs in
the codend of the net, they argue that
the requirement for minimum mesh
throughout the entire net is creating an
unnecessary burden on the industry.

In response to these concerns the
Council decided to change the
minimum mesh requirement for Loligo
squid such that it applies to the codend
of the net only. The actual mesh size
requirement of 1%/s inches (48 mm)
remains unchanged. Thus the Council
has chosen to modify the mesh
requirement for Loligo squid for 1998 by
requiring that nets have a minimum
mesh size of 1%s inches (48 mm)
diamond, inside stretch measure,
applied throughout the codend for at
least 150 continuous meshes forward of
the terminus of the net, or, if the net is
not long enough for such a
measurement, the terminal one-third of
the net, measured from the terminus of
the net to the head rope. This should
relieve the industry of major costs
associated with replacing the body of
the net before its useful service life has
been realized. The effects on the fishery
should be minimal since the selection
process, which occurs in the codend,
will be unchanged. The Council
concluded that the benefits to the
industry in terms of cost savings far
outweighed any negative effects of
applying the mesh requirement to the
codend only. Additional savings in
terms of enforcement of the mesh
regulations should be realized since
enforcement officers will only be
required to check mesh sizes in the
codend instead of the entire net, which,

in most cases, is quite large and can
consume a significant amount of time
during the boarding process.

Classification

This proposed rule has been
determined to be not significant for
purposes of E.O. 12866.

The Assistant General Counsel for
Legislation and Regulation of the
Department of Commerce certified to
the Chief Counsel for Advocacy of the
Small Business Administration that this
proposed rule, if adopted, would not
have a significant economic impact on
a substantial number of small entities. It
is assumed that all vessels prosecuting
these fisheries are small entities. For
Loligo and lllex squid and butterfish,
gross revenues are not expected to
decrease as a consequence of the
proposed actions. In 1996, Loligo squid
landings were 12,459 mt. The proposed
10Y specification for Loligo squid in
1998 is 21,000 mt. In 1996, Illex squid
landings were 16,969 mt. The proposed
10Y specification for Illex squid in 1998
is 19,000 mt. In 1996, butterfish
landings were 3,489 mt. The proposed
I0Y specification for butterfish in 1998
is 5,900 mt. In the case of Atlantic
mackerel, the 1998 I0Y was reduced
from 90,000 mt in 1997 to the proposed
level of 80,000 mt in 1998. Both
specifications far exceed recent harvest
in the 1996 fishery of 15,712 mt. In
addition, the reduction in IOY in 1998
was due to a reduction in the JV
specification by 10,000 mt. Since there
has been no JV activity in recent years,
the reduction in the JV specification
should not affect revenues in the
fishery.

Based on this information, the 1998
quotas allow for a further expansion of
domestic fishing effort. Assuming that
prices are constant and 1997 harvest
levels are similar to those in 1996, the
1998 quotas represent no constraint on
the ability of individual vessels to
increase revenues. It was also
determined that restricting the
minimum mesh size to the codend, for
the Loligo squid fishery, would decrease
operating costs for the industry by
reducing the number of times they
would be forced to change the mesh in
the body of the net.

NMES, therefore, concludes that the
proposed 1998 quota specifications for
the squid, mackerel, and butterfish

fisheries would not decrease annual
gross revenues by more than 5 percent
for a substantial number of small
entities. Furthermore, it is not expected
that any vessels would cease operations
if these proposed specifications are
implemented, nor should compliance
costs increase by 10 percent or more for
20 percent of the vessels or processors
in any of these fisheries. As a result, a
regulatory flexibility analysis was not
prepared.

List of Subjects in 50 CFR Part 648

Fisheries, Fishing, Reporting and
recordkeeping requirements.

Dated: November 20, 1997.
David L. Evans,

Deputy Assistant Administrator for Fisheries,
National Marine Fisheries Service.

For the reasons set out in the
preamble, 50 CFR part 648 is proposed
to be amended as follows:

PART 648—FISHERIES OF
NORTHEASTERN UNITED STATES

1. The authority citation for part 648
continues to read as follows:

Authority: 16 U.S.C. 1801 et seq.

2. In §648.23, paragraph (a)
introductory text is revised to read as
follows:

§648.23 Gear restrictions.

(a) Mesh restrictions and exemptions.
Owners or operators of otter trawl
vessels possessing Loligo squid
harvested in or from the EEZ may only
fish with nets having a minimum mesh
size of 17s inches (48 mm) diamond
mesh, inside stretch measure, applied
throughout the codend for at least 150
continuous meshes forward of the
terminus of the net, or for codends with
less than 150 meshes, the minimum
mesh size codend shall be a minimum
of one-third of the net measured from
the terminus of the codend to the head
rope, unless they are fishing during the
months of June, July, August, and
September for Illex squid seaward of the
following coordinates (copies of a map
depicting this area are available from
the Regional Administrator upon
request):

* * * * *
[FR Doc. 97-31065 Filed 11-25-97; 8:45 am]
BILLING CODE 3510-22-P
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DEPARTMENT OF AGRICULTURE

Submission for OMB Review;
Comment Request

November 21, 1997.

The Department of Agriculture has
submitted the following information
collection requirement(s) to OMB for
review and clearance under the
Paperwork Reduction Act of 1995,
Public Law 104-13. Comments
regarding (a) whether the collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information will have practical utility;
(b) the accuracy of the agency’s estimate
of burden including the validity of the
methodology and assumptions used; (c)
ways to enhance the quality, utility and
clarity of the information to be
collected; (d) ways to minimize the
burden of the collection of information
on those who are to respond, including
through the use of appropriate
automated, electronic, mechanical, or
other technological collection
techniques or other forms of information
technology should be addressed to: Desk
Officer for Agriculture, Office of
Information and Regulatory Affairs,
Office of Management and Budget
(OMB), Washington, D.C. 20503 and to
Department Clearance Office, USDA,
OCIO, Mail Stop 7602, Washington, D.C.
20250-7602. Comments regarding these
information collections are best assured
of having their full effect if received
within 30 days of this notification.
Copies of the submission(s) May be
obtained by calling (202) 720-6746.

An agency may not conduct or
sponsor a collection of information
unless the collection of information
displays a currently valid OMB control
number and the agency informs
potential persons who are to respond to
the collection of information that such
persons are not required to respond to
the collection of information unless it

displays a currently valid OMB control
number.

¢ Food and Consumer Service

Title: Food Coupon Deposit
Document.

OMB Control Number: 0584-0314.

Summary of Collection: The Food
Coupon Deposit Document is used by
all financial institutions when remitting
food coupons to the Federal Reserve.

Need and Use of the Information: The
information allows financial
institutions, the Federal Reserve and the
Food and Consumer Service to track
food coupon deposits.

Description of Respondents: Business
or other for-profit.

Number of Respondents: 10,000.

Frequency of Responses: Reporting:
On occasion.

Total Burden Hours: 3,675.

¢ Rural Utilities Service

Title: 7 CFR 1794, Environmental
Policies and Procedures.

OMB Control Number: 0572—New.

Summary of Collection: Information
collected includes a proposal for the
project and an environmental analysis.

Need and Use of the Information: The
information will be used to evaluate the
cost and feasibility of the project and
the environmental impact.

Description of Respondents: Not-for-
profit institutions; Business or other for-
profit.

Number of Respondents: 600.

Frequency of Responses: Reporting:
On occasion.

Total Burden Hours: 415,000.

¢ Food and Consumer Service

Title: FSP Store Application.

OMB Control Number: 0584—0008.

Summary of Collection: The Food
Stamp Act of 1977, as amended,
requires that the Agency determine the
eligibility of firms and specified
programs to accept and redeem food
stamp benefits and to monitor them for
compliance and continued eligibility.

Need and Use of the Information:
This information is used for
determining a firm’s eligibility for
participation in the program, program
administration, compliance monitoring
and investigations, and for sanctioning
stores found to be violating the program.

Description of Respondents: Business
or other for-profit.

Number of Respondents: 80,613.

Frequency of Responses: Reporting:
On occasion.

Total Burden Hours: 18,396.
« Foreign Agricultural Service

Title: Regulations Covering CCC’s
Facility Guarantee Program (FGP).

OMB Control Number: 0551-0032.

Summary of Collection: The
Commodity Credit Corporation (CCC)
requires that an application be
submitted to participate in the Facility
Guarantee Program (FGP). A request to
become an eligible participant in the
FGP is included in the application. This
information ensures CCC that all
participants have a business office in
the United States.

Need and Use of the Information: The
information is necessary in order to
determine eligibility for participation in
the Facility Guarantee Program.

Description of Respondents: Business
or other for-profit.

Number of Respondents: 25.

Frequency of Responses:
Recordkeeping; Reporting: On occasion.

Total Burden Hours: 647.

* Natural Resources Conservation
Service

Title: Rural Abandoned Mine
Program.

OMB Control Number: 0578—-0019.

Summary of Collection: Information is
collected regarding progress in applying
the conservation plan and a contract to
receive Federal cost-share assistance is
completed.

Need and Use of the Information: The
information is used to ensure proper
utilization of program funds.

Description of Respondents: Farms;
Individuals or households; State, Local
or Tribal Government.

Number of Respondents: 400.

Frequency of Responses: Reporting:
On occasion.

Total Burden Hours: 223.

Emergency processing of this
submission has been requested by
December 12, 1997.

» Rural Business—Cooperative Service

Title: 7 CFR Part 4284—G, Rural
Business Opportunity Grants.

OMB Control Number: 0570—New.

Summary of Collection: Information
collected includes a scope of work,
organizational documents, a narrative
description of the project, financial
statements, and an evaluation method of
the project’s success.

Need and Use of the Information: The
information is used to make decisions
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regarding eligibility of applicants and
selection priority, to ensure compliance
with applicable laws and regulations,
and to evaluate the program.
Description of Respondents: Not for-
profit institutions; State, Local or Tribal
Government.
Number of Respondents: 100.
Frequency of Responses:
Recordkeeping; Reporting: On occasion;
Monthly; Quarterly.
Total Burden Hours: 8704.
Donald Hulcher,
Departmental Clearance Officer.
[FR Doc. 97-31015 Filed 11-25-97; 8:45 am)]
BILLING CODE 3410-01-M

DEPARTMENT OF AGRICULTURE
Economic Research Service

Notice of Intent To Seek Approval to
Collect Information

AGENCY: Economic Research Service,
USDA.

ACTION: Notice and request for
comments.

SUMMARY: In accordance with the
Paperwork Reduction Act of 1995
(Pub.L. No. 104-13) and Office of
Management and Budget (OMB)
regulations at 5 CFR part 1320 (60 FR
44978, August 29, 1995), this notice
announces the Economic Research
Service’s (ERS) intention to request
approval for a new information
collection on the demographic and
economic characteristics of participants
in USDA’s Single Family Direct Loan
Rural Housing Program in order to
better understand how this program
helps provide adequate and affordable
housing for rural residents.

DATES: Comments on this notice must be
received by January 30, 1998 to be
assured of consideration.

ADDITIONAL INFORMATION OR COMMENTS:
Contact Linda Ghelfi or Leslie Whitener,
Food Assistance, Poverty, and Well-
Being Branch, Food and Rural
Economics Division, Economic Research
Service, U.S. Department of Agriculture,
1800 M. St., NW, Washington, D.C.
20036-5801, 202-694-5420.

SUPPLEMENTARY INFORMATION:

Title: Application for ERS collection
of information on participants in
USDA'’s Single Family Direct Loan Rural
Housing Program.

Type of Request: Approval to collect
information on participants in USDA'’s
Single Family Direct Loan Rural
Housing Program.

Abstract: The Economic Research
Service has the responsibility to provide

social and economic intelligence on
changing rural housing needs in the
United States to help assess the
relationship between Federal housing
assistance policies and rural
development. Research activities focus
on three major objectives: (1)
Identification of trends in rural housing
availability, affordability, and adequacy
which underlie an understanding of
rural housing needs; (2) assessment of
the use and effectiveness of Federal
housing assistance programs in rural
areas; and (3) investigation of the
potential effects of Federal policy
changes on rural housing programs and
the residents they serve. Housing has an
enormous influence on the quality of
life of rural residents, and rural housing
is an important focus of the
Department’s rural development efforts.
Research findings are provided to public
and private decision-makers for use in
developing and evaluating policies and
programs to insure that adequate and
affordable housing is available to rural
residents.

The USDA, through its Rural
Development Single Family Direct Loan
Housing Program, has provided billions
of dollars to over 600,000 low-income
rural borrowers nationwide. The
Department has only sporadic and
incomplete information on the residents
that benefit from these program outlays
and what this program means for the
stock of available, affordable, and
adequate single family housing in rural
areas. The data collection effort
proposed here will provide a unique
and detailed information base on the
characteristics of USDA’s Section 502
Direct Loan Program participants to
help (1) assess the impact of this
housing-assistance program on rural
residents and their communities and (2)
provide a better understanding of the
effects of changing Federal policies,
such as welfare reform, on rural
borrowers’s participation in the direct
loan program. The survey will collect
information from USDA-assisted
borrowers to determine their
demographic, employment, income, and
housing characteristics; reliance on
other public assistance programs; and
dependence on rural housing program
funds. This information will help to fill
a serious gap in our understanding of
the nature of housing needs in rural
areas and will provide USDA and other
policy makers with sound information
to help evaluate current programs and
develop more effective rural housing
policies. ERS, working with Washington
State University’s Social and Economic
Sciences Research Center, will conduct
a telephone survey of borrowers

participating in USDA'’s Section 502
Single Family Direct Loan Housing
Program. Borrowers to be interviewed
will be selected from a simple random
national sample of recent borrowers
who obtained loans during 1995, 1996,
or 1997, taken from USDA'’s Rural
Development administrative records.
Survey data will be collected using
Computer-Assisted Telephone
Interviewing (CATI) techniques, which
are more efficient and less time
consuming than traditional written
interview techniques. Responses are
voluntary and confidential. Survey data
will be used with other data for
statistical purposes and reported only in
aggregate or statistical form.

Information to be obtained from
borrowers includes: characteristics of
current and past housing; housing
problems; satisfaction with current
residence, neighborhood, and the USDA
financing experience; demographic
characteristics of household members;
education and employment
characteristics of borrowers; public
assistance program participation; and
sources and amounts of household
income. No existing data sources,
including USDA administrative data or
the biennial American Housing Survey,
are sufficiently detailed to allow an in-
depth analysis of the relationships
among these variables for participants in
the Section 502 program. These data
and the research they will support are
vital to the Department’s ability to
assess the impact of its rural housing
programs on rural residents and rural
community development.

Estimate of Burden: Public reporting
burden for this data collection is
estimated to average 20 minutes per
completed interview, including time for
listening to instructions, gathering data
needed, and responding to
questionnaire items.

Respondents: Homeowners who
obtained a loan during 1995, 1996, and
1997 through USDA'’s Section 502
Single Family Direct Loan Program.

Estimated Number of Respondents:
3,000.

Estimated Total Annual Burden on
Respondents: 1,000 hours. Copies of
information concerning the data
collection can be obtained from Linda
Ghelfi or Leslie Whitener, Food
Assistance, Poverty and Well-Being
Branch, Food and Rural Economics
Division, Economic Research Service,
U.S. Department of Agriculture, 1800 M.
St., NW, Washington, D.C. 20036-5801,
202-694-5420.

Comments: Comments are invited on:
(a) Whether the proposed collection of
information is necessary for the proper
functions of the agency, including
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whether the information will have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information
including the validity of the
methodology and assumptions used; (c)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (d) ways to minimize the
burden on those who are to respond,
such as through the use of appropriate
automated, electronic, mechanical, or
other technological collection
techniques. Comments may be sent to
Linda Ghelfi, Food Assistance, Poverty
and Well-Being Branch, Food and Rural
Economics Division, Economic Research
Service, U.S. Department of Agriculture,
1800 M. St., NW, Washington, D.C.
20036-5801. All responses to this notice
will be summarized and included in the
request for OMB approval. All
comments will also become a matter of
public record.

Signed at Washington, D.C.
Thomas A. Carlin,
Deputy Director, Food and Rural Economics
Division.
[FR Doc. 97-31079 Filed 11-25-97; 8:45 am)]
BILLING CODE 3410-18-P

DEPARTMENT OF COMMERCE
International Trade Administration

Initiation of Antidumping and
Countervailing Duty Administrative
Reviews and Request for Revocation
in Part

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

ACTION: Notice of initiation of
antidumping and countervailing duty
administrative reviews and request for
revocation in part.

SUMMARY: The Department of Commerce
has received requests to conduct
administrative reviews of various
antidumping and countervailing duty
orders and findings with October
anniversary dates. In accordance with
the Department’s regulations, we are
initiating those administrative reviews.
The Department also received a request
to revoke one countervailing duty order
in part.

EFFECTIVE DATE: November 26, 1997.
FOR FURTHER INFORMATION CONTACT:
Holly A. Kuga, Office of AD/CVD

Enforcement, Import Administration,
International Trade Administration,
U.S. Department of Commerce, 14th
Street and Constitution Avenue, N.W.,
Washington, D.C. 20230, telephone:
(202) 482-4737.

SUPPLEMENTARY INFORMATION:
Background

The Department has received timely
requests, in accordance with 19 CFR
351.213(b) (1997), for administrative
reviews of various antidumping and
countervailing duty orders and findings
with October anniversary dates. The
Department also received a request to
revoke in part the countervailing duty
order on certain agricultural tillage tools
from Brazil.

Initiation of Reviews

In accordance with section 19 CFR
351.221(c)(1)(i), we are initiating
administrative reviews of the following
antidumping and countervailing duty
orders and findings. We intend to issue
the final results of these reviews not
later than October 31, 1998.

Antidumping duty proceedings

Period to be
reviewed

Italy: Pressure Sensitive Tape
A-475-059
N.A.R.S.p.A.

Japan: Tapered Roller Bearings, Under 4 Inches

A-588-054
Koyo Seiko Co., Ltd.
NSK, Ltd.

Fuji Heavy Industries, Ltd.

Japan: Tapered Roller Bearings, Over 4 Inches

A-588-604
NSK Ltd.
NTN
Fuji Heavy Industries, Ltd.
Malaysia: Extruded Rubber Thread
A-557-805
Filati Lastex Sdn. Bhd.
Filmax Sdn. Bhd.
Heveafil Sdn. Bhd.
Rubberflex Sdn. Bhd.
Rubfil Sdn. Bhd.

The People’s Republic of China: Helical Spring Lock Washers*

A-570-822
Hangzhou Spring Washer Plant
Zejiang Wanxin Group Co., Ltd.

*If one of the above named companies does not qualify for a separate rate, all other exporters of helical spring lock
washers from the People’s Republic of China who have not qualified for a separate rate are deemed to be cov-
ered by this review as part of the single PRC entity of which the named exporters are a part.

The People’s Republic of China: Chrome-Plate Lug Nuts*/**

A-570-808

China National Automotive Industry I/E Corp.
China National Machinery & Equipment I/E Corp.
Shanghai Automobile Import & Export Co.

Tianjin Automobile Import & Export Co.

Ningbo Knives & Scissors Factory

China National Automotive Import & Export Corp./Yangzhou Branch

Jiangsu Rudong Grease Gun Factory

China National Automotive Industry I/E Corp./Nantong Branch

10/1/96-9/30/97

10/1/96-9/30/97

10/1/96-9/30/97

10/1/96-9/30/97

10/1/96-9/30/97

9/1/96-8/31/97

* Inadvertently omitted from previous initiation notice.
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**|f one of the above named companies does not qualify for a separate rate, all other exporters of chrome-plated lug nuts from the People’s
Republic of China who have not qualified for a separate rate are deemed to be covered by this review as part of the single PRC entity of which

the named exporters are a part.

Countervailing duty proceedings

Period to be
reviewed

Brazil: Certain Agricultural Tillage Tools
C-351-406

Marchesan Implementos e Maquinas Argicolas “TATU” S.A.*

*Marchesan has submitted a request for partial revocation of the order under 19 CFR 351.222(c)(3). The Depart-
ment will examine the request for revocation to determine whether Marchesan meets the threshold requirements

for revocation under 19 CFR 351.222(e)(2)(iii).

India: Certain Iron-Metal Castings.
C-533-063
Calcutta Ferrous Ltd.
Carnation Enterprise Pvt. Ltd.
Carnation Industries
Commex Corporation
Crescent Foundry Co. Pvt. Ltd.
Delta Enterprises
Dinesh Brothers (P) Ltd.
Kajaria Iron Castings Ltd.
Kejriwal Iron & Steel Works
Metflow
Nandikeshwari Iron Foundry Pvt. Ltd.
Orissa Metal Industries
Overseas Iron Foundry
R.B. Agarwalla & Company
R.B. Agarwalla & Co. Pvt. Ltd.
RSI Limited
Serampore Industries Pvt. Ltd.
Shree Rama Enterprise
Shree Uma Foundries
Siko Exports
SSL Exports
Super Iron Foundry
Uma Iron & Steel
Victory Castings Ltd.

1/1/96-12/31/96

1/1/96-12/31/96

During any administrative review
covering all or part of a period falling
between the first and second or third
and fourth anniversary of the
publication of an antidumping duty
order under section 351.211 or a
determination under section 351.218(d)
(sunset review), the Secretary, if
requested by a domestic interested party
within 30 days of the date of publication
of the notice of initiation of the review,
will determine whether antidumping
duties have been absorbed by an
exporter or producer subject to the
review if the subject merchandise is
sold in the United States through an
importer that is affiliated with such
exporter or producer. The request must
include the name(s) of the exporter or
producer for which the inquiry is
requested.

For transition orders defined in
section 751(c)(6) of the Act, the
Secretary will apply paragraph (j)(1) of
this section to any administrative
review initiated in 1996 or 1998 (19 CFR
351.213(j)(1-2)).

Interested parties must submit
applications for disclosure under
administrative protective orders in

accordance with 19 CFR 353.34(b) and
355.34(b).

These initiations and this notice are
in accordance with section 751(a) of the
Tariff Act of 1930, as amended (19
U.S.C. 1675(a)), and 19 CFR
351.221(c)(2)(i).

Dated: November 21, 1997.

Louis Apple,

Acting Deputy Assistant Secretary, Group |l
Import Administration.

[FR Doc. 97-31133 Filed 11-25-97; 8:45 am]
BILLING CODE 3510-DS-M

DEPARTMENT OF COMMERCE

International Trade Administration

[A-533-502]

Certain Welded Carbon Standard Steel
Pipes and Tubes From India;
Amendment of Final Results of New
Shippers Antidumping Duty
Administrative Review

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

ACTION: Notice of amendment of final
results of new shippers antidumping
duty administrative review.

SUMMARY: On September 10, 1997, the
Department of Commerce published the
final results of its new shippers
antidumping duty administrative review
on certain welded carbon standard steel
pipes and tubes from India. The review
covered two manufacturers/exporters of
the subject merchandise to the United
States and the period May 1, 1995
through April 30, 1996. Because of
ministerial errors made with respect to
one manufacturer/exporter, we are
publishing an amendment to the final
results in accordance with 19 CFR
353.28(c).

EFFECTIVE DATE: November 25, 1997.

FOR FURTHER INFORMATION CONTACT:
Kristie Strecker or Greg Thompson, AD/
CVD Enforcement Group |, Import
Administration, International Trade
Administration, U.S. Department of
Commerce, 14th Street and Constitution
Avenue, NW, Washington, DC 20230,
telephone: (202) 482-3174 or (202) 482—
0410, respectively.
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SUPPLEMENTARY INFORMATION:
Applicable Statute and Regulations

Unless otherwise indicated, all
citations to the statute are references to
the provisions effective January 1, 1995,
the effective date of the amendments
made to the Tariff Act of 1930 (the Tariff
Act) by the Uruguay Round Agreements
Act (URAA).

Background

On September 10, 1997 (62 FR 47632),
the Department of Commerce (the
Department) published the final results
of the new shipper review of the
antidumping duty order on certain
welded carbon standard steel pipes and
tubes from India (51 FR 9089, March 17,
1989). On September 23, 1997, we
received a timely allegation from
Rajinder Pipes Ltd. (Rajinder), pursuant
to § 353.28 of the regulations, that we
made ministerial errors in the final
results.

Rajinder contended that in the margin
calculations for the final results we
incorrectly deducted inventory carrying
costs incurred in India from U.S. price
and failed to deduct advertising
expenses from normal value. See
Memorandum to the File from Kristie
Strecker to Robin Gray (October 21,
1997). We agree with Rajinder that these
were ministerial errors, and we have
corrected these ministerial errors in
these amended results in order to reflect
our intent and our practice pursuant to
§353.28.

Amended Final Results of Review

As a result of our correction of the
ministerial errors, we have determined
the margin for the period May 1, 1995
through April 30, 1996 to be:

Margin

Company (percent)

Rajinder .......cccocovieiiiiiiiiiccs 18.25

The Customs Service shall assess
antidumping duties on all appropriate
entries. Individual differences between
U.S. price and normal value may vary
from the percentage stated above. The
Department will issue appraisement
instructions concerning the respondent
directly to the U.S. Customs Service.
Furthermore, the following deposit
requirements will be effective for all
shipments of the subject merchandise,
entered, or withdrawn from warehouse,
for consumption on or after the
publication date of these amended final
results of administrative review, as
provided for by section 751(a)(1) of the
Tariff Act: (1) The cash deposit rate for
Rajinder will be the rate indicated
above; (2) for previously reviewed or

investigated companies not listed above,
the cash deposit rate will continue to be
the company-specific rate published for
the most recent period; (3) if the
exporter is not a firm covered in this
review, a prior review, or in the original
less-than-fair-value (LTFV)
investigation, but the manufacturer is,
the cash deposit rate will be the rate
established for the most recent period
for the manufacturer of the
merchandise; and (4) if neither the
exporter nor the manufacturer is a firm
covered in this or any previous review
conducted by the Department, the cash
deposit rate will be 7.08 percent, the all-
others rate established in the LTFV
investigation.

These deposit requirements shall
remain in effect until publication of the
final results of the next administrative
review.

This notice serves as the final
reminder to importers of their
responsibility under 19 CFR 353.26 to
file a certificate regarding the
reimbursement of antidumping duties
prior to liquidation of the relevant
entries during these review periods.
Failure to comply with this requirement
could result in the Secretary’s
presumption that reimbursement of
antidumping duties occurred and the
subsequent assessment of double
antidumping duties.

This notice also serves as a reminder
to parties subject to administrative
protective order (APO) of their
responsibility concerning the
disposition of proprietary information
disclosed under APO in accordance
with 19 CFR 353.34(d). Timely written
notification or conversion to judicial
protective order is hereby requested.
Failure to comply with the regulations
and the terms of the APO is a
sanctionable violation.

These amended final results of
administrative review and notice are in
accordance with section 751(a)(1) of the
Tariff Act (19 U.S.C. 1675(a)(1)) and 19
CFR 353.28(c).

Dated: November 19, 1997.

Robert S. LaRussa,

Assistant Secretary for Import
Administration.

[FR Doc. 97-31134 Filed 11-25-97; 8:45 am]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE

International Trade Administration
[C-549-401]

Certain Apparel From Thailand; Final
Results of Countervailing Duty
Administrative Review

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

ACTION: Notice of final results of
countervailing duty administrative
review.

SUMMARY: On September 3, 1997, the
Department of Commerce published in
the Federal Register its preliminary
results of administrative review of the
countervailing duty order on Certain
Apparel from Thailand for 1991. The
Department of Commerce has nhow
completed this review in accordance
with section 751(a) of the Tariff Act of
1930, as amended. For information on
the net bounty or grant, please see the
“Final Results of Review’ section. We
will instruct the U.S. Customs Service to
assess countervailing duties as indicated
in that section.

EFFECTIVE DATE: November 26, 1997.

FOR FURTHER INFORMATION CONTACT:
Robert Copyak or Constance
Cunningham, Office of CVD/AD
Enforcement VI, Import Administration,
International Trade Administration,
U.S. Department of Commerce, 14th
Street and Constitution Avenue, N.W.,
Washington, D.C. 20230; telephone:
(202) 482-2786.

SUPPLEMENTARY INFORMATION:
Applicable Statute and Regulations

The Department of Commerce (the
Department) is conducting this
administrative review in accordance
with section 751(a) of the Tariff Act of
1930, as amended (the Act). Unless
otherwise indicated, all citations to the
statute and to the Department’s
regulations are in reference to the
provisions as they existed on December
31, 1994.

Background

On September 3, 1997, the
Department published in the Federal
Register (62 FR 46475) the preliminary
results of its administrative review of
the countervailing duty order on Certain
Apparel from Thailand. Since the
publication of the preliminary results,
the following events have occurred. We
invited interested parties to comment on
the preliminary results. On September
23, 1997, we received one comment
from UNITE, formerly known as the
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Amalgamated Clothing and Textile
Workers Union, indicating support for
the preliminary results.

This review covers the period January
1, 1991, through December 31, 1991,
and involves 19 companies and 4
programs.

Scope of Review

Imports covered by this review are
certain apparel from Thailand. Such
merchandise is described in detail in
the Appendix to this notice.

Calculation Methodology for
Assessment Purposes

The country-wide rate we calculated
for this administrative review was above
de minimis, as defined by 19 CFR
§355.7 (1994). We examined the net rate
calculated for each company to
determine whether individual company
rates differed significantly from the
weighted-average country-wide rate,
pursuant to 19 CFR § 355.22(d)(3). Four
companies had significantly different
net rates during the review period.
These companies are treated separately
for assessment purposes. All other
companies are assigned the country-
wide rate. See ““Final Results of Review”
section, below.

Analysis of Programs

I. Programs Conferring Subsidies

In the preliminary results we found
that these programs conferred
countervailable benefits on the subject
merchandise. Our review of the record
has not led us to change our findings
from the preliminary results. On this
basis, the weighted-average bounty or
grant for these programs are as follows:

Program
Program name rate (per-
cent)
Investment Promotion Act
(IPA)—Sections 28 and 36(4) .07

1. Programs Found Not to be used

We determine that the producers and/
or exporters of the subject merchandise
did not apply for or receive benefits
under the following programs:

A. Rediscount of Industrial Bills

B. Assistance for Trading Companies

C. IPA (Sections 29, 30, 31, 33, 36(1—
3))

D. Export Processing Zones

E. Financing from the Industrial
Finance Corporation of Thailand

Final Results of Review

For the period January 1, 1991
through December 31, 1991, we
determine the net bounty or grant to be
1.13 percent ad valorem for all
companies except Thai Garment Export
Co., Ltd., Fairtex Garment Co., Ltd.,
Fang Brothers Holding (Thailand) Co.,
Ltd., and East Asia Textile Ind. Co., Ltd.,
which have de minimis rates. In
accordance with 19 CFR 355.7, any rate
less than 0.5 percent ad valorem is de
minimis.

The Department will instruct the U.S.
Customs Service to assess
countervailing duties of 1.13 percent ad
valorem for all shipments of the subject
merchandise exported on or after
January 1, 1991, and on or before
December 31, 1991, for all producers
and exporters except Thai Garment
Export Co., Ltd., Fairtex Garment Co.,
Ltd., Fang Brothers Holding (Thailand)
Co., Ltd., and East Asia Textile Co., Ltd.
For these companies, the Department

Countervailing Duty Order; Opportunity
to Request a Section 753 Injury
Investigation (60 FR 27,693, May 26,
1995). Because no domestic interested
parties exercised their right under
section 753(a) of the Act to request an
injury investigation, the International
Trade Commission made a negative
injury determination with respect to this
order, pursuant to section 753(b)(4) of
the Act. As a result, the Department
revoked this countervailing duty order,
effective January 1, 1995, pursuant to
section 753(b)(3)(B) of the Act. See
Revocation of Countervailing Duty
Order (60 FR 40568, August 9, 1995)
and Notice of Determination to Amend
Revocation, in Part, of Countervailing
Duty Order (62 FR 392, January 3, 1997).
Accordingly the Department will not
issue further instructions with respect to
cash deposits of estimated
countervailing duties.

This notice serves as a reminder to
parties subject to administrative
protective order (APO) of their
responsibility concerning the
disposition of proprietary information
disclosed under APO in accordance
with 19 CFR 355.34(d). Timely written
notification of return/destruction of
APO materials or conversion to judicial
protective order is hereby requested.
Failure to comply with the regulations
and the terms of an APO is a
sanctionable violation.

This administrative review and notice
are in accordance with section 751(a)(1)
of the Act (19 U.S.C. 1675(a)(1)) and 19
CFR 355.22.

Dated: November 19, 1997.
Robert S. LaRussa,
Assistant Secretary for Import

Program  will instruct the U.S. Customs Service to Administration.
Program name ratceegrtl)er- liquidate all shipments of the subject Appendix
merchandise without regard to
Export Packaging Credits ........... 0.55 countervailing duties. . [C-549-401]
Tax Certificates for Exports ........ .31 As noted above, this countervailing Countervailing Duty Order on Certain
Electricity Discounts for Export- duty order was subject to section 753 of  Apparel From Thailand; Harmonized Tariff
EIS it .20 the Act, as amended by the URAA. See Schedule Numbers
HTS No. Annotation
6101.2000 .... | Coverage excludes garments having embroidery or permanently affixed applique work on the outer surface.
6101.3020
6102.1000
6103.1920 .... | Coverage limited to garments that would be covered if separately entered.
6103.2200 .... | Coverage limited to garments that would be covered if separately entered.
6103.2300 .... | Coverage limited to garments that would be covered if separately entered.
6103.2910 .... | Coverage limited to garments that would be covered if separately entered.
6103.4210 .... | Coverage excludes garments having embroidery or permanently affixed applique work on the outer surface.
6103.4315 .... | Coverage excludes garments having embroidery or permanently affixed applique work on the outer surface.
6103.4910 .... | Coverage excludes garments having embroidery or permanently affixed applique work on the outer surface.
6104.1320
6104.1915
6104.2100.10
6104.2100.30
6104.2100.40
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HTS No.

Annotation

6104.2100.60
6104.2100.80
6104.2200.10
6104.2200.60
6104.2200.80
6104.2200.90
6104.2300.22
6104.2910.60

6104.5100 ....
6104.5310 ....
6104.5910 ....

6104.6920 ....

6105.1000
6105.2020
6106.1000
6109.1000
6109.9010.07
6109.9010.09
6109.9010.13
6109.9010.25
6109.9010.47
6109.9010.49

6110.2020 ....

6110.3030.05
6110.3030.10
6110.3030.15
6110.3030.20
6110.3030.25
6110.3030.40
6110.3030.50

6111.3040 ....

6111.3050
6111.9040
6111.9050
6112.1200.10
6112.1200.30
6112.1200.50
6112.1910.10
6112.1910.30
6112.1910.50
6112.2010.10
6112.2010.30
6112.2010.50
6112.2010.60
6112.2010.80
6114.2000
6114.3010.10
6114.3030
6201.1220
6201.1340
6201.9220

6203.1910 ....
6203.2230 ....
6203.2300 ....
6203.2920 ...

6203.4240
6203.4340
6203.4920
6204.2300

6204.2920.1-6-

6204.2920.30
6204.2920.40
6204.2920.50
6205.2020
6208.2200
6208.9200.30
6208.9200.40
6209.2050

Coverage excludes garments having embroidery or permanently affixed appliqgue work on the outer surface.

Coverage limited to wool skirts.

Coverage limited to wool skirts; coverage excludes girls’ skirts or divided skirts not having embroidery or permanently affixed ap-
plique work on the outer surface.

Coverage limited to wool trousers.

Coverage excludes garments having embroidery or permanently affixed appligue work on the outer surface.
Coverage excludes men’s or boys’ garments having embroidery or permanently affixed appliqgue wo