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MAY 3 ‘ 1991 PESTICIDES AOINI‘:BFIT%EX?CFSUBSTANCES
MEMORANDUM

SUBJECT: Estimate of upper-bound to carcinogenic risk from
metolachlor. (Related to PPOE3854, rotational crop
tomatoes, and associated draft Federal Register notice)

FROM: James P. Kariya
Dietary Exposure Sectij

Science Analysis and Toordination Branc
Health Effects Division

TO: Steve Robinson/Joanne Miller
Registration Division

Due to an oversight in R. Engler's December 5, 1990 "List of
chemicals evaluated for carcinogenic potential” which the Dietary
Exposure Section relies on for values of g*s, metolachlor has not
recently been evaluated for carcinogenic risk. Specifically, with
regard to PPOE3854, rotational crop tomatoes, no estimate of upper-
bound carc1nogen1c1ty appeared to be appropriate at the time of the
last DRES run (S. Schaible memo of 3-4-91 to J. Miller).

However, it has recently been discovered that a memo from G.
Burin to R. Mountfort, dated 1-8-85, recommended a g* of 2 E-3.
This value was approved verbally by R. Engler, Chief of the Science
Analysis and Coordination Branch, on 5-30-91 for use in evaluating
the carcinogenic potential of metolachlor. The attached outputs
from the Dietary Risk Evaluation System document the upper-bound
estimate of carcinogenic risk expected from metolachlor using this
value. The upper-bound estimate is 3 E-6, when tolerance-level
residues are assumed. DRES does not have estimates of percents of
crops treated with metolachlor, nor does it have information on
anticipated residues. :

In light of these developments, I remove my objection to the
draft Federal Register notice for the proposed rule on rotational
crop tomatoes, which I returned to the Registration Division on
April 22, 1991. As noted on the attached sheet, I concur with the
document as it currently is written.

Please be aware that metolachlor underwent Peer Review in
April of 1991, but that the decisions made at that meeting have not
been written up, nor has a new g* been derived. A new value for
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the g* is likely to be derived, but will not be available until
July, according to the executive secretary of the Peer Reviews for
Carcinogenicity.

Finally, please note that it is highly irregular and
undesirable for the Registration Division to incorporate risk
estimates from dietary exposure into draft Federal Register notices
without supporting documentation from the Dietary Exposure Section.
This is the second case in the last few months in which RD has
manufactured a paragraph containing quantitative risk estimates
without DES' knowledge. In the future, please be sure to have
documentation from DES before incorporating statements pertaining
to dietary risk into draft Federal Register notices.

cec: J. Fleuchaus, 0GC
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