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e 3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
M; WASHINGTON, D.C. 20460
"¢ proreS . JUL | 5 ‘988
MEMORANDUM PESTICIDES AONFIDF!"COEX?CFSUBSTANCES

SUBJECT: PP#6F3419. Bayleton in or on Rotatlonal Crops TAS
Dletary Exposure Analysis.

FROM:  Susan L. Stanton ' ;/{4242;25 , .
Tolerance Assessment Program‘)aéiawa// - X palok— o é/”f/}f

HED/RCB  (TS-769C)

THRU: "Karl Arne, Ph.D. vy
Branch Senior Sci€htist
HED/RCB (TS-769C)

TO: Lois Rossi, PM 21
SR Herbicide- Funglc1de Branch
Registration Division (TS-767C)

Action Requested

Provide TAS estimates of dietary exposure:'to the fung1c1de
bayleton from establishment of proposed rotational crop
tolerances on the following raw agricultural commodities: Legume
vegetables, corn, cottonseed, lettuce, potatoes, and sorghum.

RCB has reviewed the petition and, TOX and EAB
considerations permitting, recommends that the proposed
tolerances be established (memo. Chin to Rossi, 06/21/88).

- Discussion

1. A routine chronic exposure analysis was conducted using
a Reference Dose (ADI) of 0.025 mg/kg body weight/day based on a
NOEL of 2.5 mg/kg/day from a 2-year rat feeding study with a
safety factor of 100. This value has been approved by the Tox
Branch ADI Committee (02/21/86) and verified by the Agency
reference dose committee (03/11/86)

2. The food uses evaluated were those established under 40
CFR 180.410 and 21 CFR 193.83, the proposed rotational crop
tolerances, and proposed uses on the following commodities:
strawberries (4F3124), mangoes(5E3168), coffee beans(3F2938),
hops (7E3497), tomatoes (4F3148, 4H5443), and sugar (4H5433).
Table 1 provides a complete listing of residues used in the
analysis.
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3. The TAS routine chronic analysis calculates the
Theoretical Maximum Residue Contribution (TMRC) for the U.S.
population and each of 22 population subgroups (see Table 2) and
compares this exposure estlmate to the reference dose (ADI in
this case). , ‘

The TMRC from all established and proposed food uses
(including the current action on rotational crops) for the
overall U.S. Population was calculated to be 0.007390 mg/kg body
weight/day, which occupies approximately 30% of the ADI. The
two most highly exposed population subgroups were non-nursing
infants (TMRC = 0.029946 mg/kg/day or 120% of the ADI) and
children, 1-6 years (TMRC = 0.016507 or 66% of the ADI). The
effect of the current action (PP#6F3419; rotational crop
tolerances) on exposure is shown below:

Current Other

Established Action " Proposed Total
Tolerances (Rot, Crops) Uses Exposure
U.S. Population 0.0065612 0.000133 0.000696 0.007390
| (26.2%)° (0.5%) (2.8%) (29.6%)
Infants . (Non-Nurs) 0.029420 0.000280 0.000245 0702@946
(117.7%) (1.1%) (1.0%) ‘ (119.8%)
Children, 1-6 yrS; 0.015519 0.000267 0.000721 0.016507
(62 1%) (1.1%) (2.9%) (66.0%)

2TMRC expressed as mg/kg body wt/day.
>IMRC as a percent of the ADI.

0

4. These exposure estimates are based on the assumption
that residues would be present at tolerance levels on foods as .
eaten and that 100% of crops would be treated with bayleton, a.
conservative approach that may overestimate exposure
significantly. Actual exposure to bayleton would likely be
somewhat lower. analysis.

CC: Stanton (RCB), Chin (RCB), TAS File, PP#6F3419, Bayleton SF,
TOX, Circulation (7), RF, PMSD.
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