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M 3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

%, _\5 ’ WASHINGTON, D.C. 20460
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. OFFICE OF
. PESTICIDES AND TOXIC SUBSTANCES
S
JIN 15 /987
k)
MEMORANDUM

Subject: Tolerance Assessment Analysis on the Chemical
Bifenthrin. (New Chemical). Temporary Tolerances
Proposals for Strawberries (5G3289), Pecans (6G3313),
Pears (6G3314), Peaches (6G3315), Corn, Meat, and
" Milk (5G3235) and Walnuts (5G3238).

To: - George LaRocca PM# 15
Registration Division

i G /ufs3
From: *Charles Frick c-?ﬂi‘—k 61"1/87 >S}> / /

Tolerance Assessment Program
Hazard Evaluation Division

Thru: Charles L. Trichilo, Ph.D.
Chief, Residue Chemistry Branch
Hazard Evaluation Division

Please find attached the Tolerance Assessment System (TAS)
tolerance assessment for Bifenthrin, which was conducted

on request from Dr. Reto Engler, Toxicology Branch, HED,

to evaluate the dietary risk for proposed tolerances on
strawberries, pecans, walnuts, corn, meat and milk

This is in compliance with the recent policy established

in HED that TAS will be used for all Registration Standards,
Special Reviews, and tolerances on new chemicals.

The product manager should inform the registrant that processing

and/or cooking studies will be required for consideration of
permanent tolerances at the same levels on these crops.
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PAGE 2

TOLERANCE ASSESSMENT

CHEMICAL: BIFENTHRIN

1.~ The Reference Dose (RFD) for this chemital is 0.0075
mg/kg/day (PADI). This value has not been approved by the
Toxicology Branch or Agency Reference Dose Committees.

>

This chemical has been classified as a C(q) oncogen
by the Toxicology Branch Peer Review Committee. The potenc
es*imate Q_ has bBeen calculated as 5.4 x 10-2 (mg/kg/day)-1.
Tt . calculation is based on male mouse urinary bladder tumors
(Leiomyosarcomas)

2. The food uses evaluated by the Tolerance Assessment
system (TAS) are proposed temporary tolerances; no permanent
tolerances have been established for this chemical. (A list
>f these tolerances is appended).

e A comparison of these proposed tolerances to the PADI
tas conducted using the TAS Routine Chronic Analysis. The
'AS analysis estimates the potential dietary exposures for
he U.S. population average and for 22 subgroups. (A summary
able is appended). The Theoretical Maximum Residue Contribution
TMRC) for the U.S. population is 0.0013 mg/kg/day, which is
q ' to 17.7% of the PADI.

4. The subgroup with the pighest calculated exposure—. COp. é
as non-nursing infants (0.0079 mg/kg/day, 98% of the PADI). R &S, i
he majority of exposure to this subgroup came from peaches Yo, 0 !
0.0042 mg/kg/day, 55.6% of the PADI) and milk (0.0019
g/kg/day, 26.2% of the PADI).

Q/(g/g;

5. An assessment of the oncogenic risk follows on the
ext page, -
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