UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460 006741

088eTY

OFFICECFF
PESTICIOES AND TOXDOL SUBSTANC

MEMORANDUM Tib w o

- " SUBJECT: EPA File Symbol 538-EEA
Fertilizer Plus Insecticide/Preemergent

.. . . Weed Control
- : > et
FROM : Deloris F. Grahan/fzfﬁyr j;//sp/gzg 175
Technical Support Section = iy
. . 2

Fungicide~Herbicide Branch
Registration Division (TS-7€7C)

Romert J. Taylor, P4 25
Fungicide—~Herbicide Branch
Ragistrztion Division (TS-757C)

)
O

. ; -
APPLICANT: O.M. Ecott and Sons Company
Marysville, Ohio 43041

BLVE INGREDIENTS:

aﬁﬁ?endlmpthaliﬁ, M—-(l-gthylpropyl}-3,4- i
dimathyi-2, 6—dinitrooenzenam1ne ¢ e ege-s.s s 2.13%
9. hloroyrifos" 0,0-Diethyl-0-(3,5,6~ : -5 T "
trichloro-2-nvridyl)phosphorothicates . . . . . 1.42% w=n- 7
INERT INGREDIZIITS: e e e 4 e e e s s e e e e s s . 9B.25%

ACTIVE INGREDIENTS: -
Pendimeithalin ¢« « « o« o 2+ e o o o o 4 e a4 s e s 0.433
Chlorpyrifos . . « ¢ v ¢ 4 o o & o o o o = o« - 0.23%
INERT INGREDIENTS: e e 4 e e e e e o s e s e e « - B9,29%

BACKGROUND:

Submitzed Acukz2 Oral, Acute Dermal, Eye Irritation,
rimarv Dermal Irritation and Dermal Sensitization studies
h and low active ingredient rance formulations.
cecnducted by Hazleton Laboratcries America, Inc.,
, Wisconsin. Data under ZPA MRID YNos. 4031632-02
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RECOMMENDATIONS :

1. FHB/TSS finds these studies acceptable to support
- the formulation on which tested.

2. The appropriate signal word for both formulations
is CAUTIOHN.

. 3. An Acute Inhalation Study was not submitted and
one must be submitted or data to support waiwer.

LABEL:

The statemsnt "Do not contaminate feed or foodstmff
or water supplies. Do not graze treated area. Do not feed
clippings to livestock.” must be deleted from the heading
"Hazards to Humans and Domestic Animals"™ and placed under
the heading "DirectiQn For Use."” - -

REVIEW:
(1} Acute Oral Toxicity Study on §-1976: Hazleton
Laboratories; Project Lb. =LA 701051385; Hay 12, 31337;

EPA MRID No. 403163-02.
PROCEDURE :

Five groups consisting of five £fewmale rats each
received one of the following doses: 4.0 5.0, 5.0, &.0 anag
6.5 g/kg of the test material. One group consisting of fivs
male rats received a single 5.0 g/kg dose each. ©Observations
made for 14 days postdosing. HNocropsy performed on 211
animals. .

RESULTS: -
At 5.0 g/kg, 2/5 ¥ died; no other deaths reported at

4.0, 5.0, 6.0 and 6.5 g/kg Goses. Clinical signs reported
included tremors, sensitivity to touch, ataxia, miosis, red
stained face, yellow stained genitals, excessive saliwvation
diarrhea, hypoactivity, nypcthermic to touch, prostration,
darkx stained abdomen. Macrcpsy rzport revealed yellow area
in perineal region; submzndibular lymph node =2nlarge; left
side of face and entire nead in one cannibalized in 2/5 at
5.0 g/kg dose; perineum stained brown and tan; stomach and
small intestine very  autolyzed; thymus - red arsas; uterus -
lumen of both uterine horns filled with clear fluid. LCsp
£for males and females reportad to be greater thaa 5.0 g/kg.

STUDY CLASSIFICATION: Core GuidSline bata

TOXICITY CATEGORY: IV — CAUTION
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(2) Acute Dermal Toxicity Studv on S-1976: Hazleton
Laboratories; Project ID.: HLA 70105187; April 17,
1987; EPA MRID No. 403163-03.

PROCEDURE :

Five male and five female rabbits with intact skin sites
each received a single 2.0 g/kg dose of test material. The
treated sites were placed under occlusive wrap for 24 hour
exposure period. Observations made for 14 days postdosing.
Necropsy performed on all animals.

RESULTS:

No deaths or clinical sians reported. Slight
erythema and edema reported. HNecropsy report revealed
green—-firm mass on right median lobe of-liver and blood
vessels in normal location of spleen-enlarged and dilated -
in 1/5 F, spleen not identified. LDgg reporfted to be
gceater than 2.0 g/kg for males and females.

STUDY CLASSIFICATION: Core Guideline Data

. -

TOXICITY CATEGORY: III -~ CAUTION = .

(3) Eve Irritation Study on S-1976: Hazleton Laboratories;
Project ID.: ELA 701051838; April 9, 1987; EPA MRID No.
403163-04.

PROCEDURE:

.

Six rabbits received 0.05 g (=0.1 ml) of the test material
in the everted lower 1id of one eye ecach. Observations made
for 72 hours posttreatment.

Results:

At 24 hours posttreatment, 2/6 rabbits had iris irrization
(2/5=6); 5/6 conjunctive redness (3/6=1, 2/6=2). At 72 hours
all irritation had cleared.

STUDY CLASSIFICATICN: Core Guideline Data

TOXICITY CATEGORY: ITI - CAUTION

(4) Primary Dermal Irritation Study ‘on §-1976: Hazleton -
Laboratories; P2roject ID.: HLA 7010513s%; april 5,
1987; EPA MRID No. 403163-05.
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PROCEDURE : ) A

Six rabbits with intact skim sites each received 0.5 g
of test material moistened with @.9% saline. Treated sites
placed under occlusive wrap for four hour exposure period.
Observations made for 72 hours posttreatment.

RESULTS -

At 4 hours posttreatment, 3/% rabbits had slight erythema
(3/6=1) and 2/6 slight edema {2/6=1). At 24 hours, 1/6 had
slight ervthema (1/6=1) and edem@ {1/6=1). At 72 hours, all
irritation had cleared. .

STUDY CLASSIFICATION: Core Guide=l1line Data

OXICITY CATEGORY: IV - CAUTIOE

(5) Dernal Sensitization Studv con $-1976: Hazleton -
Labhoratories; Project IS.: HLA 7010319 ; April 17,
1927; bz MRID No. 408316305,
PROCEDURE: P S et
. = - ." "’c“‘_
Thrze group consisting of =z test qroup of 10 gu‘noa,
pig, naive control droup of 18 znimals anhd postive cent¥ol
group of Ffour animals. Durine Induction phase, the test

aroup received 0.2 g of the tesi material moistened with
0.9% saline applications using the patch method for six
hour exposure. The nositive cortrecl received 0.4 ml of a
0 3% w/v of 2,4-dinitrochlorobaazene (DNCB) 1in 280% ethanol/

eionized weter. Naive contrcl treated in same manner as
previous gkoup except no test swubstance or DNCB was applied.
Each of the treated groups received three applicaticns (one
‘per week) during induction phas=. Two weeks after final
(3rd) induction application chzlil=nge dose was appliedé to
all three groups; test material &oD test group and naive
control group; a 0.1% w/v DNCE in acetone for positive
control group. Observations rmad2 at 24 and 48 hours after
each application.

KL} }ﬂ

RESULTS:

No irritation produced in &test group or naive control
group during induction phase or at challenge dose. DNCB
produced slight to moderate iirritation during Induction

and slight to well define irritation at challenge with a

non—irritating concentration thereby indicating a sensiti-
zation reaction. It is concluded that sdgn the test agroup
produced no irritation that sensitization reaction dié not

oCCcur.



s -

STUDY CLASSIFICATION: Core Guideline Data -~

TOXICITY CATEGORY: Non-sensitizing. L

-~

(6) Acute Oral Toxicity Study on S$-1977: Hazleton .
Laboratories; Project ID.: HLA 70105190; 2April 9,
1987; EPA MRID No. 403163-07.

PROCEDURE::

Five male and five female rats each received a 51ngle
5.0 g/kg dose of the test material orally. “observations
made for 14 days postdosing. Necropsy performed on all
animals.

RESULTS:

Mo deaths reported. <Clinical signs reported included
hvpoactivity, gasping and diarrhea. MNecropsy report revealed
spleen — opaque areas or capsule in one male rat. LDggp
reported to be greater thans 5.0 g/kg for males and females.

STUDY CLASSIFICATION: Core Guideline Data

TOXICITY CATEGORY: IV - CAUTION

(7) Acute Dermal Toxicity Study on S$-1977: Eazleton
Laboratories; Project 1ID.: HLA 70105121; April 17,
1987; EPA MRID No. 403163-08.

PROCEDURE -

Five male and five female rabbits with imtact skin site
each recnlved a 2.0 g/kg dose of test material moistened- w1*ﬁ
N0.9% saline. The treated sites were placed under occlusive
wrap for 24 hour expesure period. Observatioans made for

14 days postdosing. WNecropsy performed on all animals.
RESULTS:: .
No deaths. Clinicel signs rpoorted ko be hvaacb ity,

ini
slight to moderate erythema, slight edema and Hesquamatlon.
Yo abnormalities at necropsy reported. LDgg reported to bhe
greater than 2.0 g/kg for males and females. .o
Y - - .

[ .. . F— - -
TUDY CLASSIFICATIOM: Core Guidel™iné Data -
v - .-
TOXICITY CATEGORY: III - CAUTION « ‘.
. 4
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(8) Eve Irritation Study on §-1977: Hazleton Laboratories:
Project ID.: HLA 70105193: April 21, 1987; EPA MRID
No. 403163-09.

PROCEDURE :

Six rabbits received 0.03 g (~0.1 ml) in the everted
lower 1id of one eve each. Observations made for 72 hours
posttreatment.

RESULTS:: R

At one hour posttreatment §/6 rabbits had iris irritation
(6/6=5); 6/6 conjunctive redness (6/6=2), chemosis (2/6=1,
4/6=2) and discharge {4/6=1, 2/6=2}. At 24 hours, 2/6 iris
irritation {2/5=3); 5/6 redness {6/6=2); 2/6 chemosis {(2/56=1}-
At 72 hours a1l irritation had cleared. :

STUDY CLASSIFICATION: Core Guideline Data

TOXICITY CATEGORY: III - CAUTIOE

{(9) Primarv Dermal irritation Studv on S-1977: Hazleton
Laboratories; pProject ID.: HLA Z0105192; Epril 7,

-

1987; EPA MRIDP No. 403163-10.

PROCEDURE : . B -
& -

Six rabbits with intact skin sites each received 0.5 g
of the test nmaterial moistened with 0.9% saline. Treated
sites placed under occlusive wrap for four hour exposure
period. Obsarvations made at 72 hours posttreatment.

=

SULTE: .

Q]

At 4 hours, 5/6 rabbits had slight erythema {(5/6=1).
At 24 hours, 1/6 had slight eryvthema (1/6=1). At 72
hours, all irritatien had cleared.

5TUDY CLASSIFICATION: Core Guideline Data -

TOXICITY CATEGORY: IIT - CAUTION

L
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Pendimethalin o . Tox review . 00&75‘-/
vPage is not included in this cop&,

.BégesA '7 through 20 are not included.

~The material not- included contains the following type of
information: : : » T

____.Identity of product inert ingrédients.-
____.Idéﬁtity of product impqrities;
__;_:Descripfion.pf:the prodﬁct hanufacfufing process.
____‘Descriﬁtion of‘qualitykcdntrql brocedures. - kf
____»Identity of the‘sou:cé of product ingredients.
‘ _____ Ssales orvother commerciai/financial information.
| X | A draft product label.
'____‘The broduct éonfidéntial‘statement of forfula.
_____ Information about%a pending registration action.
_____ FIFRA registrétion data.b .

The document is a duplicate of page(s)

The document is nqt*responsiveito'the request.

' The information not included is generally considered confidential
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request. - '




