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SUBJECT: Dietary Exposure‘Analysis for the Use of Express
(DPX1}5300) on Wheat and Barley, PP#7F3540

. — . 4
FROM: J. Robert Tomerlin, Ph.D 6/&7 1/ //0/3’7
taff

Tolerance Assessment Sys
HED/SACB (E7509C)

THROUGH: Reto Engler, Ph.D.
Chief, Science Analysis d Coordinati Branch
Health Effects Division (H7509C)

S TO: L. Schnaubelt, Acting PM 23
S Fungicide-Herbicide Branch
Registration Division (H7505C)

Action Requested

Provide an estimate of exposure to Express (DPX-L5300)
resulting from the proposed tolerances on wheat and barley.

Discussion

1. Toxicology Endpoint: The routine chronic TAS analysis used a
reference dose (ADI) of 0.008 mg/kg body weight/day, based upon a
NOEL of 0.79 mg/kg body weight/day and an uncertainty factor of 100
from a 1 year dog feeding study. This value has been approved by
HED (9/14/88) and Agency (10/12/88) reference dose committees.

2. Residue Information: There are no published tolerances for
Express. Food uses evaluated were proposed tolerances on wheat and
barley (R. W. Cook memo, 6/29/89). Although wheat and barley are
both major feed commodities, residues in meat and milk are not
expected and ruminant animal feeding and poultry feeding studies
are not required at this time. Such studies may be required if
additional or higher tolerances are sought for animal feed items
(R. W. Cook memo, 5/11/89). A summary of the residue information
used in the analysis is attached as Table 1.

3. Exposure Analysis: The TAS chronic exposure analysis uses
tolerance level residues and#*100 per cent crop treated to estimate
the Theoretical Maximum Residue Contribution (TMRC) for the overall
U.S. population and 22 population subgroups. The estimated TMRC
for the overall U.S. population is 0.000073 mg/kg body weight/day,
which represents 0.9 per cent of the ADI. The two most highly
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exposed TAS population groups, children aged 1 to 6 and children
aged 7 to 12, have estimated TMRCs of 0.000158 mg/kg body
weight/day (2.0% of the ADI) and 0.000116 mg/kg body weight/day
(1.4% of the ADI), respectively.

4. Comments: This analysis was done assuming that 100 per cent
of the wheat and barley consumed would contain tolerance level
residues of Express herbicide. Even under these stringent
assumptions, exposure did not exceed 2 per cent of the ADI for the
most highly exposed TAS population group.

Subsequent analyses may require consideration of residues in
meat and milk, in which case the exposure profiles for the various
TAS population groups may be considerably different.

Attachments

cc: TAS (Tomerlin, SACB), DEB, Caswell #419S, Gardner (TOX-HFASB)
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