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MEMORANDUM

SUBJECT: Dietary Exposure Analysis of Assure, PP#F3532
and FAP#6H5479
—_—
FROM: J. Robert Tomerlin, Ph.D.
Tolerance Assessment Sysfem Staff
HED/RCB (TS 769C)

THRU : Karl Arne, Ph.D.
Branch Senior Scientist
HED/RCB (TS 769C)

TO: Robert J. Taylor/Vickie Walters, PM 25
Fungicide-Herbicide Branch
Registration Division (TS 767C)

Action Requested .

Provide a dietary exposure analysis for proposed tolerances

on the new herbicide, Assure. .

/s
Discussion
1. A routine chronic TAS analysis was conducted with a

reference dose (PADI) of 0.009 mg/kg body weight/day, based upon
a NOEL of 0.9 mg/kg body weight/day and a safety factor of 100

from a 2 year rat feeding study. This value was approved by TOX
Branch (12/11/87) and Agency (1/21/88) reference dose committees.

2. There are no current published tolerances for Assure. The
TAS analysis was conducted using tolerances which have been
tentatively approved, pending resolution of method validation. A
summary of the tolerance information used in the analysis is
attached as Table 1.

3. The TAS routine chronic analysis estimates the Theoretical
Maximum Residue Contribution (TMRC) for the U.S. population and
22 population sub-groups. The TMRC for the U.S. population is
0.000216 mg/kg body weight/day (2.4 % of the ADI). The most
highly exposed subgroups are non-nursing infants with a TMRC of
0.000922 mg/kg body weight/day (10.2 % of the ADI) and children
aged 1 to 6 with a TMRC of 0.000515 mg/kg body weight/day (5.7 %
of the ADI). The TMRC summary is attached as Table 2.



Y

4, Proposed tolerances included poultry fat. The TAS analysis
assigned the fat tolerance to the food form 'flesh plus skin?’. -
The analysis was conducted assuming that tolerance levels
occurred on 100 per cent of the crop. Therefore, the TMRCs from
this analysis are higher than what would probably occur.

cc: TAS Files TOX (Rathman)
Reading File circ.
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