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MEMORANDUM

SUBJECT: PP#3F2854. Baytan on Small Grains: TAS Dietary
Exposure Analysis.

FROM: Susan L. Stanton %WW p;//s/n

Tolerance Assessment Staff
HED/SACB (TS-769C)

THRU : Bruce Jaeger Z L/'—7Z 02//[/("
Head, Special Ana1y51§'and Outrea ction
HED/SACB {TS-769C)

TO: Susan Lewis/Mario Fiol, PM 21 -

Herbicide-Fungicide Branch
Registration Division TS-767C

Action Regquested

SACB has been asked to provide a TAS analysis of dietary
exposure from the proposed use of Baytan on small gra1ns
(PP#3F2854).

The Dietary Exposure Branch reviewed the petition and
recommended in January of 1984 that tolerances be established for
residues of Baytan in or on barley, corn, oats, rye, and wheat;
and in or on eggs; milk; and meat, fat, and meat by-products of
cattle, goats, hogs, horses, sheep, and poultry (memo. A. Smith
to H. Jacoby, 01/04/84). Establishment of the tolerances has
been delayed pending resolution of toxicological issues.

Discussion

1. Toxicology Endpoint: A TAS chronic exposure analysis
was conducted using a reference dose (PADI) of 0.038 mg/kg body

wt/day, based on the NOEL of 3.75 mg/kg/day from 6-month and 2-
year dog feeding studies with an uncertainty factor of 100. This
value has been approved by HED (01/06/89) but not verified by the
Agency reference dose committee.

2. Residues Used in the Analysis: No permanent tolerances

have been established for residues of Baytan. The present
analysis estimates exposure from the proposed uses in permanent
petition #3F2854 only (grains), including secondary residues in
meat, milk, poultry, and eggs. The analysis is based on
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tolerance level residues and assumes that 100% of all crops would
be treated. Table 1 contains a complete listing of residues for
all TAS foods evaluated in the analysis.

3. Analysis Summary: The TAS routine chronic exposure
analysis estimates average daily exposure for the overall U.S.
population and each of 22 population subgroups and compares the
exposure estimates to the acceptable daily intake (Provisional
ADI in this case). The Theoretical Maximum Residue Contribution
(TMRC) for the overall U.S. population is estimated to be
0.000446 mg/kg/day which occupies 1.2% of the PADI. The TAS
subgroups with the highest estimated exposures from the proposed
tolerances are non-nursing infants less than 1 year old (TMRC =
0.001051 mg/kg/day or 2.8% of the PADI) and children, 1 to 6
years of age (TMRC = 0.000987 mg/kg/day or 2.6% of the PADI).

A summary of the analysis for these and the remaining subgroups
may be found in the attached Table 2.

The above estimates are based on tolerance level residues
and assume 100% of all crops are treated. Actual exposure would
likely be lower, since tolerances generally overestimate residues
that would be found in foods as eaten. However, since no TAS
subgroups have estimated exposures which exceed the acceptable
daily intake using this conservative approach, a more refined
analysis is not deemed necessary.

CC: Stanton (SACB), Caswell File #074A, TAS File, DEB (Loranger),
Jaeger (SACB), Ghali (TOX).
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