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SUBJECT: Dletary Exposure Analysis for Phorate in Support of the
: Rereglstratlon Eligibility Dec151on.

FROM: ‘Brian Steinwand
Dietary Risk Evaluation Section
Science Analysis Branch/HED (7509C)

Through: Elizabeth Doyle, Section Head ZE‘ Cx
Dietary Risk Evaluation Section
‘SAB/Health Effects Division

TO: Mike Metzger, Chlef Lezévp\//
Risk Characterization Analysis Branch

Health Effects Division (7509C) - _ -

Action Roqﬁcstcd

Provide a dietary exposure analysis to estimate the chronlc

. dietary exposure and risk from phorate for uses. which are being

supported through rereglstratlon.

Discussion
Toxicologiga1 Endpoint:

The Reference Dose (RfD) used in the analysis is 0.0005
mg/kg bwt/day, based onh a NOEL of 0.05 mg/kg bwt/day from a one -
year dog feeding study that demonstrated brain cholinesterase
inhibition, sllght tremors in both sexes and marginal inhibition
of body weight gain in males as an endpoint (See IRIS). - An
uncertainty factor of 100 was applied. The RfD value has been
approved by the HED (5/5/88) and EPA (9/23/93) RfD committees.
Phorate is classified as a’ Group E carcinogen by the
Carcinogenicity Peér Review Committee.

No endp01nt was identified that indicated any acute dletary
concern (See LTL meeting mlnutes, 1/31/96)
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Residue Information

Tolerances. for phorate residues in/on raw agricultural and
animal commodities are expressed in terms of phorate and its
cholinesterase-inhibiting metabolites and are published in 40 CFR
§180.206 and in feed at 186.4750. The available data support the
established tolerances on coffee, cottonseed, peanuts, sugar
beets, and wheat. For the purposes of this analysis, the
tolerances for beans (succulent and dried) was reassessed from
0.1 ppm to 0.05 ppm, corn grain and sweet corn from 0.1 ppm to
0.05 ppm, hops from 0.5 ppm to 2.0 ppm, potatoes from 0.5 ppm to
0.2 ppm, sorghum from 0.1 ppm to 0.05 ppm, soybeans from 0.01 ppm
to 0.05 ppm, and sugarcane from 0.1l ppm to 0.05 ppm.

" The established tolerances for milk, eggs, and the fat,
meat, and meat byproducts of cattle, goats, hogs, horses, poultry
should be revoked as CBRS has determined that these represent a
180.6(a) (3) situation and the tolerances need not be established.
CBRS also recommends to revoke the established tolerances on
barley, lettuce, rice and tomatoes as there are currently no
registered uses of phorate on these commodltles (See memo, D.
Miller, 1/17/96).

Results

A summary of the residue 1nformat10n considered in this -

analysis is attached as Table 1. A DRES chronic exposure
analysis was performed using tolerance level residues and 100
percent crop treated information to estimate the Theoretical
Maximum Residue Contribution (TMRC) for the general population
and 22 subgroups. Percent crop treated and anticipated residue
data were used to calculate the Anticipated Residue Concentratlon
(ARC) for those same population subgroups for certain -
commodities. Summaries of the TMRCs, ARCs and their
representations as percentages of the Reference Dose (RfD) are

. included as Table 2 and 3. A summary of the residue information
and the associated ARCs using the recommended tolerance incréases
and or decreases and RAC revocations are attached as Table 4, 5
and 6.

. .Existing tolerances (See table. 3) result in an ARC whlch
represents 115% of the RfD for the U.S. general populatlon. The -
highest subgroup, non-nursing infants (<1 year old) occupies 349%
of the RfD. Incorporating the recommendations of CBRS (See memo,
D. Miller, 1/17/96) results in an ARC of 15.5% for the U.S.
general population, while the highest subgroup non—nur51ng
infants changes to children (1-6 years old) and occupies 31.3% of
the RED. ~.



The chronic analysis for phorate is not a worst case
estimate of dietary exposure with all residues at tolerance level
and 100 percent of the commodities assumed to be treated with
phorate. This analysis has been refined, using percent crop
treated and anticipated residue information for some commodities,
to give a more accurate estimate of the dietary risk from
phorate. Based on the risk estimates calculated in this
analysis, it appears that chronic dietary risk from the uses
recommended through reregistration, is not of serious concern.

Attachments : ¢

cc: DRES; Caswell 660; RCAB; CBRS II (D. Miller)
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TOLERANCE ASSESSMENT SUMMARY FOR Phorate (Thimet) DATE: 02/05/96
USING ANTICIPATED RESIDUES
CASWELL #660
ANALYSIS FOR POPULATION SUB-GROUP: U.S. POPULATION - 48 STATES
EXISTING ANTICIPATED RESIDUES (PUBLISHED ONLY)
RESULT IN AN ARC OF: 0.000577  MG/KG/DAY
THE EXISTING ‘ARC IS EQUIVALENT TO: _ 115.453 % OF THE ADI.
NO NEW ANTICIPATED RESIDUES ARE IN THE FILE.
NO OTHER PENDING ANTICIPATED RESIDUES ARE IN THE FILE
ANALYSIS FOR POPULATION SUB-GROUP: NON-NURSING INFANTS (< 1 YEAR OLD)
EXISTING ANTICIPATED RESIDUES (PUBLISHED ONLY)
~ RESULT IN AN ARC OF: : 0.001746  MG/KG/DAY
THE EXISTING ARC IS EQUIVALENT TO: 349.215 % OF THE ADI,
NO NEW ANTICIPATED RESIDUES ARE IN THE FILE. ‘

NO OTHER PENDING ANTICIPATED RESIDUES ARE IN THE FILE
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TOLERANCE ASSESSMENT SUMMARY FOR Phorate (Thimet)  DATE: 02/05/96
USING ANTICIPATED RESIDUES
CASWELL #660
ANALYSIS FOR POPULATION SUB-GROUP: U.S. POPULATION - 48 STATES
EXISTING ANTICIPATED RESIDUES (PUBLISHED ONLY)
_RESULT IN AN ARC OF: 0.000078
THE EXISTING ARC IS EQUIVALENT TO; 15.518
NO NEW ANTICIPATED RESIDUES ARE IN THE FILE.
NO OTHER PENDING ANTICIPATED RESIDUES ARE IN THE FILE
ANALYSIS FOR POPULATION SUB-GROUP: CHILDREN (1-6 YEARS OLD)
EXISTING ANTICIPATED RESIDUES: (PUBLISHED ONLY) :
RESULT IN AN ARC OF: 0.000157
THE EXISTING ARC IS EQUIVALENT TO: - 31,355
NO NEW ANTICIPATED RESIDUES ARE IN THE FILE. '

‘ NO OTHER PENDING ANTICIPATED RESIDUES ARE IN THE FILE

MG/KG/DAY
% OF THE ADI.,

MG/KG/DAY
X OF THE ADI.



