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in both generations. The NOEL for
reproductive toxicity was 2,500 ppm
(263 mg/kg/day, HDT).

8. A mutagenicity test with
Salmonella Ames assay showed
nonmutagenicity in three strains.
Clethodim imine sulfone was negative
for reverse gene mutation in Salmonella
and E. coli exposed up to 10,000 ug/
plate with or without activation.
Clethodim was negative for
chromosomal damage in bone marrow
cells of rats treated orally up to toxic
dose (1,500 mg/kg).

The Office of Pesticide Programs’
Health Effects Division’s
Carcinogenicity Peer Review Committee
(CPRC) has classified clethodim in
Group E carcinogen (no evidence of
carcinogenicity) under the Agency’s
‘‘Guidelines for Carcinogen Risk
Assessment,’’ published in the Federal
Register of September 24, 1986 (51 FR
33992). In its evaluation, CPRC gave
consideration to the weight change in
the 2-year feeding study in rats and the
18-month feeding study in mice.

The Reference dose (RfD) is
established at 0.01 mg/kg body weight/
day based on a NOEL of 1.0 mg/kg/body
weight/day from the 1-year feeding
study in dogs and an uncertainty factor
of 100. Using anticipated residues and
100 percent crop treated, the
Anticipated Residue Contribution (ARC)
from the current action is estimated at
0.00087 mg/kg/body weight/day for the
general population, or 8.7 percent of the
RfD for the general U.S. population. The
ARC for the most exposed subgroups is
0.002527 mg/kg body weight/day for
nonnursing infants (less than 1 year old)
and 0.001776 mg/kg body weight/day
for children (1 to 6 years old), or 25.27
and 17.76 percent of the RfD,
respectively. Therefore, no appreciable
risk is expected from chronic dietary
intake since the RfD is not exceeded for
either the general population or any
subgroup.

The nature of the residue is
adequately understood for the purposes
of the tolerance.

An adequate analytical method is
available for enforcement purposes. A
common moiety analytical method for
tolerance enforcement (gas
chromatography with a flame
photometric detector in the sulfur
mode) was satisfactorily tested and is
available. This method, however, cannot
distinguish between clethodim and
sethoxydim, a closely related herbicide
with tolerances established under 40
CFR 180.412. A compound-specific
confirmatory method (HPLC with a UV
detector) that can distinguish between
derivatives of clethodim and
sethoxydim was confirmed.

The enforcement methodology has
been submitted to the Food and Drug
Administration for publication in the
Pesticide Analytical Manual, Vol.II
(PAM II). Because of the long lead time
for publication of the method in PAM II,
the analytical methodology is being
made available in the interim to anyone
interested in pesticide enforcement
when requested for: Calvin Furlow,
Public Response and Program Resources
Branch, Field Operations Division
(7506C), Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location and telephone number:
Rm. 1132, CM #2, 1921 Jefferson Davis
Hwy., Arlington, VA 22202, (703)-305-
5232.

The pesticide is considered useful for
the purpose for which the tolerances are
sought, and the tolerances are capable of
achieving the intended physical or
technical effect. There are currently no
actions pending against the registration
of this chemical.

Based on the information and data
considered, the Agency has determined
that the tolerances established by
amending 40 CFR parts 180 and 186
will protect the public health and that
use of the pesticide in accordance with
the terms of the proposed food additive
tolerance will be safe. Therefore, the
tolerances are established as set forth
below.

Any person adversely affected by this
regulation may, within 30 days after
publication of this document in the
Federal Register, file written objections
to the 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 issue(s) on
which a hearing is requested, the
requestor’s contentions on such issues,
and a summary of any evidence relied
upon by the objector (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted show 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(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

A record has been established for this
rulemaking under docket number [PP
4F4340 and FAP 5H5722/R2146]
(including objections and hearing
requests 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 a.m. to 4:30 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 1132 of the Public Response and
Program Resources Branch, Field
Operations Division (7506C), Office of
Pesticide Programs, Environmental
Protection Agency, Crystal Mall #2,
1921 Jefferson Davis Highway,
Arlington, VA.

Written objections and hearing
requests, identified by the document
control number [PP 4F4340 and FAP
5H5722/R2146], may be submitted to
the Hearing Clerk (1900), Environmental
Protection Agency, Rm. 3708, 401 M St.,
SW., Washington, DC 20460.

A copy of electronic objections and
hearing requests filed with the Hearing
Clerk can be sent directly to EPA at:

opp-Docket@epamail.epa.gov

A copy of electronic objections and
hearing requests filed with the Hearing
Clerk 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 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 objections and hearing
requests submitted directly in writing.
The official rulemaking record is the
paper record maintained at the address
in ‘‘ADDRESSES’’ at the beginning of
this document.

Under Executive Order 12866 (58 FR
51735, October 4, 1993), the Agency
must determine whether the regulatory
action is ‘‘significant’’ and therefore
subject to all the requirements of the
Executive Order (i.e., regulatory Impact
Analysis, review by the Office of
Management and Budget (OMB)). Under
section 3(f), the order defines
‘‘significant’’ as those actions likely to
lead to a rule (1) having an annual effect


