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Action Requested: 1. The registrant has provided the information requested

EPA Reg. No. 279-EUP~REO. A herbicide for use on soybeans.
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2.

Conclusion:
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SUBJECT: 2~(2,4-dichloro-5-methylsulfonylamidophenyl)~-4-
difluorolmethy)-2,4-dihydro~5-met hyl=3H-1, 2, 4-triazol=3-one
FMC 97285
Tox. Chem No.: 951 '
Chem. No.: 129081
Py Submission No. $419570
FROM: Ray Landolt X.%//éé Pz
Review Sectiori I
Toxicology Branch II
Health Effects Division (H7509C)
TO: Joanne Miller, PM 23 .
Fungicide~Herbicide Branch y/4
Registration Division (H7505C) , é g /75 71
nis ot A “AOT
THRU: Mike Ioannou, Section Head /Mg, ALl
Review Section I ‘
Toxicology Branch II -
Health Effects Division (H7509C)
and
Marcia van Gemert, Branch Chief /& /a
Toxicology Branch II /72 W &7 7=,
Health Effects Division (H7509C)
Registrant: FMC Corporaticn, letter of April 10, 1992

in toxicology review (DER 009263) of February 18, 1992,

Request for a waiver of an acute inhalation toxicity study cn
the use formulation of FMC 97285 based on the minimal exposure
of researchers investigating the efficacy of this herbicide.

The acute toxicity studies submitted on the technical and
use formulation are acceptable and support the experimental
use of FMC 97285,

An acute inhalation toxicity study is not required in support
of this experimental use; however, the registrant is committed
to provide an acute inhalation study in support of the
registration of this 39.6% use formulation.
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INERT INGREDIENT INFORMATION IS NOT INCLUDED

Consideration Given this Request

1,

Z.

Toxicology review (DER 009263) of February 18, 1992 questioned the use of
a different batch of the technical material in the dermal toxicity, eye and
dermal irritation, and sensitization studies than used in the acute oral
toxicity studies. The registrant was also requested to declare the purity
of batch No. 31-89-0478.

EMC Response:

The acute oral toxicity studies in the rat and mouse were conducted
during the development of FMC 97285 when a limited supply was available.
Acute dermal, eye and dermal irritation, and sensitization studies were
conducted with a material that "more closely emulates the potential
manufacturing process® of FMC 97285. Batch No 31-89-0478 is 92.5% pure.

With this deficiency satisfied, the acute dermal, eye and dermal irritation,
and dermal sensitization studies are acceptable and upgraded from
Supplementary to Core-Guideline Classification.

Toxicology review of February 18, 1992 acknowledged the data waiver for an
acute inhalation toxicity study for the experimental use of the 39.6% use
formulation. An acute inhalation toxicity study was requested in support of
the registration of the 39.6% use formulation.

FMC Responses
The registrant is committed to provide an acute inhalation toxicity
study in support of the registration of the 39.6% use formulation.

The Confidential Statement of Formula for the use formulation (39.6%) was
not available with the toxicology review of February 18, 1992. The question
was raised as to whether the formulation contained inert ingredients that
would require additional precautionary labeling.

FMC Response:

S not contain inerts that
would require additional percautionary labeling".

Positive control data was not included in the guinea pig sensitization
studies conducted with the technical or use formulation.

FMC Response:

The registrant has provided positive control data (MRID 422864-01)
for the dermal sensitization study conducted with the technical
(MRID 413116-10) and the positive control data (MRID 422864-02)
for the 39.6% formulation (MRID 419116-16).

With this deficiency satisfied, these dermal sensitization studies are
acceptable and upgraded from Supplementary to Core-Guideline Classification.
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