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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY - ‘ -
WASHINGTON, D.C. 20460

Y agenct’

%,

MAY -9 1996

OFFICE OF .
PREVENTION PESTICIDES, AND
TOXIC SUBSTANCES

MEMORANDUM

SUBJECT: Dletary Exposure Analy51s for Profenofos in Support»of
the Rereglstratlon Ellglblllty De0151on.

’
i

FROM: Brian Stelnwand
. Dietary Risk Evaluation Sectlon
»Sc1ence Ana1y51s Branch/HED (7509C)

Through: Elizabeth Doyle, Sectlon Head
: Dietary Risk Evaluation Sectlon

SAB/Health Effects Division : ﬁéxs
TO: " Mike Metzger, Chief | \

.Risk Characterization Analy51s Branch
Health Effects Dlv1s10n (7509C)

Actlon Requested

Prov1de a dletary exposure analysis to estimate the chronlc
and acute dietary exposure and risk from profenofos for uses .
which are belng supported through rereglstratlon.

Discussion -

The tolerance .expression . .should be revised to reflect _
profenofos per se as the only regulated residue as per the HED
Metabolism Committee decision (See memo, C. Eiden, 11/5/95).
Changes in and revocation of existing tolerances, and the
addition of a new tolerance, are based on a tolerance
reassessment resulting from the changes in the tolerance
expression.

Toxicological Endpoint: .~

The Reference Dose (RfD) used in the analysis is 0. 00005
mg/kg bwt/day, based on a NOEL of 0.005 mg/kg bwt/day and’
uncertalnty factor of 100. The NOEL is based on a six month dog
feeding study which demonstrated the toxic effect of plasma and
red blood cell cholinesterase inhibition (See IRIS). Profenofos
is classified as a Group E, negatlve for carcinogenicity in both
rats and mice.

‘/

Recycled/Recyclable « Printed with Vegetable Ol Based inks on 100% Recycled Paper (40% Postconsumer)



Endpoint Selection Document, 1/26/96).

Residue Informa B

Tolerances for profenofos are published in 40 CFR §180.404
and 186.4975. Tolerances had been established in/on cottonseed
(3.0 ppm), eggs and the fat, meat, and meat byproducts of cattle,

- goats, hogs, horses, and sheep (0.05 ppm) and milk (0.01 ppm) . '
The established tolerances on animal commodities are adequate but -
should be redefined in terms of profenofos per se. =

CBRS 'recommends the revocation of tolerances for poultry .
commodities and a decrease in the existing tolerance for’ i
cottonseed. There are no other suggested revocations or
reassessed,tclerances_(See memo, C. Eiden, 11/5/95). However,
even with these crops included in the chronic risk analysis, and
the tolerance for: cottonseed remainingﬁat'the,higher-tolerance
figure, the $RED was not exceeded in any subgroup. T

'>Anti¢ipated residues were provided by CBRS (See memo; c.
Olinger, 9/12/90) based on cottonseed processing and livestock
feeding studies.  Note that DRES evaluates all livestock

As the annual use of profenofos on ‘cotton varies from year
to year, the percent Crop  treated figure used was 10 per cent.
This may be an underestimation;-but,would be accurate for certain
Years (Personal communication,  A. Grube, 4/29/96). = ‘

Results

A summary of the residue information included 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), and anticipated residues to
estimate the Anticipated Residue Contribution (ARC) for the
general population and 22 subgroups. Summaries of the TMRCs and
ARCs and their representations as percentages of the Reference
Dose (RfD) are included as Tables 2 and 3. The results of the
acute dietary analysis are included in Table 4. o

Existing‘tolerancés'(sée Table 2) result in a TMRC which
represents 7.7% of the RfD for the U.s. general population, 21.0%
for Non-Nursing Infants (< 1 year old) and 18.1% for children (1-
6)p ) .



- The chronic analysis for profenofos is not a. worst case
estimate of dietary exposure, and includes some residues at
anticipated levels and 100 percent of the commodities assumed to
be treated with profenofos. Based on the risk estimates
calculated in this analysis, it appears that chreonic dietary risk
from the uses recommended through reregistration, is not of
concern. . ' R .

Acute Exposure:

The acute analysis (See Table 4) entailed all published uses
of profenofos and includes those commodities which CBRS
recommends to be revoked. Even with these commodities included
- in the acute analysis, it appears that acute dietary risk from
the uses recommended .through reregistration, is not of concern.

The DRES detailed acute analysis estimates the distribution
of single-day exposures for the overall U.S. population and
certain subgroups. The analysis evaluates individual food
consumption as reported by respondents in the USDA 1977-78
Nationwide Food Consumption Survey (NFCS) and accumulates
exposure to the chemical for each commodity. Each analysis

assumes uniform distribution of sulprofos in the commodity
supply. : S

. The Margin of Exposure (MOE) is a measure of how close the
high end exposure comes to the NOEL (the highest dose at which no
- . effects were observed in the laboratory test), and is calculated
as the ratio of the NOEL to the exposure (NOEL/exposure = MOE).
Generally, acute dietary margins of exposure greater than 100
tend to cause no dietary concern when the data are compared to an
endpoint from an animal study. The lowest MOE value of 250 (See
‘Table 4) is above the acceptable level and demonstrates no acute
dietary concern. ‘ . ' Co

~a

Attachments

cc: DRES; Caswell 453AA; CBRS II (C. Eiden), PM-52 K. Davis
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TABLE 3

USING ANTICIPATED RESIDUES

TOLERANCE ASSESSMENT SUMMARY FOR ‘ Profenofos (Curacron) DATE: . 04/29/96
CASHELL #266AA ' .

ANALYSIS FOR POPULATION SUB-GROUP: U.S. POPULATION - 48 STATES

EXISTING ANTICIPATED RESIDUES (PUBLISHEd ONLY)

RESULT IN AN ARC OF: 0.000004

THE EXISTING ARC IS EQUIVALENT TO: 7.7790

NO NEW ANTICIPATED RESIDUES ARE IN THE FILE.

NO OTHER PE“D!NG 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: 0.000011

THE EXISTING ARC IS EQUIVALENT TO: - ~21.020

NO NEW ANTICIPA%ED RESIDUES ARE IN THE FILE.

NO OTHER PENDING ANTICIPATED RESIDUES ARE Iﬁ THE FILE

"MG/KG/DAY

%.0F THE.ADI.

MG/KG/DAY

% OF THE ADI.
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