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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

M s WASHINGTON, D.C. 20460

NOV 131987

OFFICE OF
PESTICIDES AND TOXIC SUBSTANCES

MEMORANDUM

SUBJECT: Chlorothalonil Dietary Exposure and
- Oncogenic Risk Assessment

TO: Lois Rossi (PM #21)
Registration Division (TS-767) :
FROM: . Susan L. Stanton j |
TAS Program . .
RCB/HED  (TS-769C) /}44:4,~/"./*¢42:02$h/_./z/9q/}7
THRU : Karl Arne, Ph.D.'ngﬂM/ )
_ Branch Senior Scientist

RCB/HED (TS=-769C)
Action Requested

The TAS Program was asked by the Registration Division . (memo
Tinsworth to Barton, 10/22/87) to provide a characterization of
dietary risk for chlorothalonil. , . '

Discussion

The Reference Dose (ADI, RFD) used in the analysis
was 0.015 mg/kg/day, based on a NOEL of 1.5 ng/kg/day obtained
in a 2 year feeding study in dogs, with an Uncertainty Factor of
100. This value has been verified by Agency reference dose
committees. 1In addition, this compound has been identified as an
oncogen in rats and mice, and has been classified as a Category B
oncogen by the Toxicology*Branch Peer Review Committee. The upper
bougd potency estimate (Q) obtained in this study was 1.1 x
107¢ (mg/kg/day) " (memo Bernice Fisher, 7/20/87).

) The food uses evaluated were tolerances published in 40 CFR

180.275. Percent of crop treated data, provided by the Benefits

and Use Division (BUD), were also incorporated into the exposure

analysis. See Table 2 for a complete listing of residues used in
the analysis. :
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I. Exposure Analysis based on Published Tole;ancés.and an
Assumption of 100% Crop Treated:

The TAS Routine Chronic Analysis estimates exposure, based on .
per capita consumption, for the U.S. population and each of 22
population subgroups. In this case the Theoretical Maximum
Residue Contribution (TMRC) for the U.S. population was calculated -
to be 0.012609 mg/kg body wt/day, corresponding to 84% of the RfD.
The two most highly exposed subgroups were children (TMRC =
0.022415 mg/kg body wt/day, or 149% of the RfD) and infants (TMRC
= 0.015674 mg/kg body wt/day, or 104% of the RfD).

Oncogenic risk for the overall U.S. population average was
calculated as follows: -

Exposure X Q% = Risk
0.012609 mg/kg/day X 0.011 (mg/kg/day)~l = 0.0001386

Risk = 1.4 X 1074

II. Exposure Analysis based on Tolerances adjusted for Percent of
Crop Treated: ' ‘ ,

When residues were adjusted to account for percent of crop
treated, the exposure for the U.S. population was calculated as
0.005610 mg/kg body wt/day, corresponding to 37% of the RfD. For
children the exposure was reduced to 0.010235 mg/kg body wt/day
(68% of the RfD), and for infants it was reduced to 0.006378 mg/kg
body wt/day (43% of the RfD). Table 3 contains a summary of the
analysis using both published tolerances and published tolerances
adjusted for percent of crop treated. \

Oncogenic risk for the overall U.S. population using percent
of crop treated data was calculated_as follows:

‘ Exposure X Q* = Risk
0.005610 mg/kg/day X 0.011 (mg/kg/day)~l = 0.0000617
Risk = 6.2 X 105

The bulk of the theoretical exposure and oncogenic risk is
from tomatoes and celery, as can be seen in Table 1, which
provides information on the commodity contribution to oncogenic
risk using the percent of crop treated data from BUD. Information -
from BUD indicates that chlorothalonil usage on both tomatoes and
celery is very high, with 97% of the celery crop and 50% of the
tomato crop treated annually.
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It should be noted, however, that several studies have been
submitted by the registrant in response to the chlorothalonil
registration standard. These studies will be reviewed by RCB in
the next few months during completion of the Final Registration
Standard and Tolerance Reassessment (FRSTR) for chlorothalonil,
which is due 2/24/88. ‘

Available data for tomatoes suggest that residues may be
reduced by washing and processing (See L. Cheung memo, 2/2/87).
Therefore, it is possible that upon completion of RCB's review of
the. studies, anticipated residue data may be available that could
significantly reduce the calculated exposure to chlorothalonil and
the resulting oncogenic risk. :

ATTACHMENT -

cc: TAS file
Reading file
Chlorothalonil SF
Toxicology Branch
cire.
PMSD
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Table 1
Commodity Contribution to Chlorothalonil TMRC and Oncogenic Risk

U.S. Population

Oncogenic

_ Commodity (ugzzgﬁgaz) gizgs
Tomatoes? 3.636840 40.0
Celery? 0.886984 9.8
Green BeansP 0.240060 2.6
Cranberries? 0.169005 1.9
Brassica Leafy Vegs.b 0.151134 1.7
Stone Fruits® 0.146208 1.6
Papayas® 0.114704 1.3
Legumes, excl.‘G.Beansb 0.087166 1.0
Root and Tuber Vegs.P 0.084285 0.9

Bulb VegetablesP 0.032687 0.4
Sweet CornP 0.023671 0.3
Cucurbits® 0.014033 0.2
Bananas? 0.011536 0.1
other (Coffee, Cocoa)2 0.011333 0.1
Total 5.609646 62.0
—or-

(6.2 X 1075)

aAnalysis based on tolerance (no percent crop

treated data available).

bAnalysis based on tolerance, adjusted for percent

of crop treated. ..

Cpercent crop treaté&ngata available only for cherries
(analysis for other stone fruits based on tolerances).

.
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