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" OFFICE OF
PREVENTION, PESTICIDES, AND
TOXIC SUBSTANCES

MEMORANDUM

SUBJECT: Dietary Exposure Analysis for Cyhalothrin in/on Leaf
Lettuce and Brassica Crops. PP# 5F04588. ' :
FROM: Brian Steinwand p)

Dietary Risk Evaludtion Section

Science Analysis Branch/HED (7509<C)

Through: Elizabeth Doyle, Section Head Ez/ Cz ‘
_ Dietary Risk Evaluation Section
. SAB/Health Effects Division

TO: Mike Metzger, Chief blj{)

RCAB 7509C

Action Requested

Provide a dietary exposure analysis for the use of :
cvyhalothrin in/on leaf lettuce and the brassica crop group. The
petition requests, and CBTS recommends that a tolerance of 2.0
ppm be established on leaf lettuce and 0.4 ppm on brassica crops.

Provide a dietary exposure analysis for the use of
cyhalothrin in/on alfalfa forage and hay,

and poultry fat.
Discussion:

CBTS recommends against the establishment of a tolerance on
alfalfa forage and hay (See memo, L. Kutney, 8/27/96).

As such,
the proposed increase in the food additive tolerance (FAT) on
poultry fat is not included in this analysis.

There is an existing food handling establishment tolerance
(See PP# 9H5577) of 0.01 ppm on the brassica crop group. Thus,
for the purposes of this analysis, the petition number and

tolerance value were changed to reflect the recommendations made
by CBTS. '

Recycled/Recyclable « Printed with Vegetable Oil Based Inks on 100% Recycled Paper (40% Postconsumer)

2%



Toxicological Endpoint:

The Reference Dose (RfD) used in the analysis is 0.001 mg/kg
bwt/day, based on a NOEL of 0.1 mg/kg bwt/day (LEL of 0.5 mg/kg)
-from a one year dog feeding study with an uncertainty factor of
100 that demonstrated clinical signs of neurotoxicity (See IRIS).
The RfD has been approved by the HED RfD committee (6/16/94).
There is no evidence of carcinogenicity in rats and is
inconclusive in mice; cyhalothrin is listed as a Group D
carcinogen (RfD Peer Review).

' Residue Information

Tolerances for cyhalothrln are published in 40 CFR §
180.438. , ‘

hesults

A summary of the residue information considered in this
analysis is attached as Table 1. A DRES chronic exposure
analysis was performed using anticipated residues and percent
crop treated information (where available) to estimate the
Theoretical Maximum Residue Contribution (TMRC) and the
Anticipated Residue Contribution (ARC) for the general population
and 22 subgroups. Summaries of the ARCs and their
representations as percentages of the Reference Dose (RfD) are
included as Table 2 and 3.

Chronic Exposure Analysis

Exposure from Existing ARs for cyhalothrin:

Subgroup Exposure (mg/kg/dayv) %RfD
U.S. Population ' 0.000299 29.8
Non-Nursing Infants (< 1 yr. old) . 0.000680 68.0

Proposed new Tolerances'on the proposed commodities:

U.S. Population 0.000085 8.5

Non-Nursing Infants (< 1 yr. old) 0.000031 3.0 -
If the new tolerances are approved:

U.S. Population 0.000384 38.3

Non-Nursing Infants (< 1 yr. old) 0.000711 71.0



Conclusions

The chronic analysis for cyhalothrin is not a worst case
estimate of dietary exposure with some refined residues and
- correction for percent of the commodities assumed to be treated
with cyhalothrin. With refinements, the chronic dietary risk
exposure to cyhalothrin does not appear to exceed the Agency's
level of concern for any sub-groups (See Table 2). '

Attachments

cc: DRES; Caswell 271F; PM Team G. LaRocca; CBTS (L. Kutney)
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TABLE 3

TOLERANCE ASSESSMENT SUMMARY FOR Cyhalothrin/Karate DATE: 09/03/96
USING ANTICIPATED RESIDUES

CASWELL #271F

ANALYSIS FOR POPULATION SUB-GROUP: U.S. POPULATION - 4B STATES

EXISTING ANTICIPATED RESIDUES (PUBLISHED ONLY)

RESULT IN AN ARC OF: 0.000299
THE EXISTING ARC 1S EQUIVALENT TO: : 29.862
PROPOSED NEW ANTICIPATED RESIDUES (CURRENT PETITION ONLY)
RESULT IN AN ARC OF: 0.000085
THESE NEW ANTICIPATED RESIDUES WILL OCCUPY: 8.513
IF THE NEW ANTICIPATED RESIDUES (CURRENT PETITION ONLY)
ARE APPROVED "THE RESULTANT ARC WILL BE: 0.000384
THE NEW ARC WILL OCCUPY : 38.375
OTHER PENDING ANTICIPATED RESIDUES EXCLUDING THE
CURRENT NEW PETITION HAVE AN ARC OF: _0.000013
* THIS ‘ARC WILL OCCUPY - . 1.317

IF ALL PENDING ANTICIPATED RESIDUES (INCLUDING THE
CURRENT NEW PETITION) ARE GRANTED
THE RESULTANT ARC WILL BE: : 0.000397
THE TOTAL ARC WILL OCCUPY 39.692

ANALYSIS FOR POPULATION SUB-GROUP: NON-NURSING INFANTS (< 1 YEAR OLD)

EXISTING ANTICIPATED RESIDUES (PUBLISHED ONLY)

RESULT IN AN ARC OF: 0.000680
THE EXISTING ARC IS EQUIVALENT TO: 68.020
PROPOSED NEW ANTICIPATED RESIDUES (CURRENT PETITION ONLY)

RESULT IN AN ARC OF: 0.000031
THESE NEW ANTICIPATED RESIDUES WILL OCCUPY: 3.065
IF THE NEW ANTICIPATED RESIDUES (CURRENT PETITION ONLY)

ARE APPROVED THE RESULTANT ARC WILL BE: £.000711
THE NEW ARC WILL OCCUPY . 71.085
OTHER PENDING ANTICIPATED RESIDUES EXCLUDING THE

CURRENT NEW PETITION HAVE AN ARC OF: 0.000017
THIS ARC WILL OCCUPY ' 1.743

IF ALL PENDING ANTICIPATED RESIDUES (INCLUDING THE
CURRENT NEW PETITION) ARE GRANTED
THE RESULTANT ARC WILL BE: 0.000728
THE TOTAL ARC WILL OCCUPY . 72.827
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