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MEMORANDUM

SUBJECT: Dletary Exposure Analysis for the Use of Esfenvalerate
in/on Sugarbeets. PP# 4E3120

FROM: Brian Steinwandf}-
: Dietary Risk Evaluation Section
Science Analysis Branch/HED (7509C)

THROUGH: Elizabeth Doyle, .Section Head é;: C;z
Dietary Risk Evaluation Section ’
SAB/Health Effects Division

TO: ~ G. LaRocca/S. Moats, PM 13 .
Registration Division (7505C)

Action Requested

Provide a dietary exposure ana1y51s for the use of
Esfenvalerate in/on sugarbeets. The petition requests that a
~ tolerance of 0. 50 ppm be establlshed.

4

Discussion

_ For the purposes of this analysis, new tolerances (which

reflect the change from fenvalerate tolerances to esfenvalerate
tolerances) were supplied by CBTS for numerous commodities (See
memo, S. Willett, 2/12/96). 1In addition, anticipated residue
information was supplled for milk and milk fat (See memo, S.
Willett, 2/20/96).

For the purposes of this analysis, the new tolerances on
head lettuce were. upgraded to pending status.

There is an existing food handling*establishment,tolerance

'(3H5383) on sugarbeets at 0.05 ppm. .Thus, for the purposes of
this analysis, a new tolerance of 0.45 was added. ,

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



Toxicological Endpoint:

The DRES chronic exposure analysis used a Reference Dose
(RfD) of 0.025 mg/kg bwt/day based on a no observed effect level
. (NOEL) of 2.5 mg/kg bwt/day and an uncertainty factor of 100 (See

IRIS). The NOEL is based on a thirteen week rat feeding study
which demonstrated neurological dysfunction as endpoint effects.

There is no eviderice of carcinogenicity in rats or mice.
Residue Information

‘"Tolerances for Eafenvalératc are published in 40 CFR
§ 180.379 and 185.1300. . o )

The proposed feed additive tolerance of 2.5 ppm for dried
sugar beet pulp is appropriate, based on the application of a 5X
concentration factor to the proposed 0.5 ppa tolerance for sugar
beet roots (See memo, S. Willett, 2/28/96). ' -

Results

- 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. ; .

- A summary of the commodity contribution analeis'ié attached
‘as Table 4. = o Lo ’ S .

chronjc Expogure Analvsis

Exposure ffdn Existing ARs for Esfenvalerate:

Subgroup . ' Exposure (mg/kg/day) = ARG
U.S. Population - -~ 0.008548 34.2
Non-Nursing Infants (< 1 yr) 0.029115 - 116.4

Proposed new ARs on sugarbeets:

U.S. Population o 0.000149 - . .598
Non-Nursing Infants (< 1 yr) 0.000174 -695

If the new ARs on sugarbeets are approved:

U.S. Population . 0.008697 : 34.8
Non-Nursing Infants (< 1 yr) 0.029288 117.1



Granting the tolerance on sugarbeets would account for less
than 1% of the total RfD for esfenvalerate (See Table 4). This
calculation also assumes that all sugarbeets are treated with
Esfenvalerate, and thus, would overestimate dietary exposure in
the subgroup of concern. However, before other petitions for the
use of esfenvalerate are considered, tolerance refinements such
as percent crop treated data a/o anticipated residues should be

supplied.

ce: DRES; Caswell # 077A; RCAB; CBTS I (S. Willett)
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14RLE 3

TOLERANCE ASSESSMENT SUMMARY FOR Fenvaterate (Pydrin) DATE: 03/07/96
USING ANTICIPATED RESIDUES
CASWELL #077A

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

EXISTING ANTICIPATED RESIDUES (PUBLISHED ONLY)

RESULT IN AN ARC OF: 0.029115
THE EXISTING ARC IS EQUIVALENT TO: - 116.458
PROPOSED NEW ANTICIPATED RESIDUES (CURRENT PETITION ONLY)
RESULT IN AN ARC OF: 0.000174
THESE NEW ANTICIPATED RESIDUES WILL OCCUPY: 0.695

IF THE NEW ANTICIPATED RESIDUES (CURRENT PETITION OWLY)
ARE APPROVED THE RESULTANT ARC WILL BE: 0.029288

THE NEW ARC WILL OCCUPY - 117.153
OTHER PENDING ANTICIPATED RESIDUES EXCLUDING THE .
CURRENT NEW PETITION HAVE AN ARC OF: 0.000030

THIS ARC WILL OCCUPY 0.120

IF ALL PENDING ANTICIPATED RESIDUES (INCLUDING THE
CURRENT NEW PETITION) ARE GRANTED i

. THE RESULTANT ARC WILL BE: ; 0.029318 -
THE TOTAL ARC WILL OCCUPY ) 117.273 .

ANALYSIS FOR POPULATION SUB-GROUP: U.S. 'POPULATION - 48 STATES

EXISTING ANTICIPATED RESIDUES (PUBLISHED ONLY)

RESULT IN AN ARC OF: - 0.008548
THE EXISTING ARC IS EQUIVALENT TO: ’ 34.192°
PROPOSED NEW ANTICIPATED RESIDUES (CURRENT PETITION ONLY)
RESULT IN AN ARC OF: g 0.000149

THESE NEW ANTICIPATED RESIDUES WILL OCCUPY: 0.598

'IF THE NEW ANTICH;'ATED RESIDUES (CURRENT PETITION ONLY)
ARE APPROVED THE RESULTANT ARC WILL BE: 0.008697

THE NEW ARC WILL OCCUPY 34.790
OTHER PENDING ANTICIPATED RESIDUES EXCLUDING THE _
CURRENT NEW PETITION HAVE AN ARC OF: 0.001164

- THIS ARC WILL OCCUPY ' 4.654

IF ALL PENDING ANTICIPATED RESIDUES (INCLUDING THE
CURRENT NEW PETITION) ARE GRANTED
THE RESULTANT ARC WILL BE: . o 0.009861
THE  TOTAL ARC WILL OCCUPY ’ 39.444

MG/KG/DAY
% OF THE ADI.

MG/KG/DAY
X OF THE ADI.

MG/KG/DAY .

X OF THE ADI..

MG/KG/DAY

-X OF THE ADI.

MG/KG/DAY
X OF THE ADI.

-MG/KG/DAY

X OF THE ADI.

MG/KG/DAY
Z OF THE ADI.

MG/KG/DAY
% OF THE ADI.

MG/KG/DAY

X OF THE ADI.

G/KG/DAY
% OF THE ADI.
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