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Ortho Multipurpose Rose and Flower Spray. CASWELL#2A (Orfhene)
(Triforine), 93 (Kelthane)

Krysfyﬁa K. Locke LE?

Toxicology Branch (TS-769) (""p& Yo ‘&- Lool'u./
William H. Miller , qQ—-21—"114
Product Manager#16

EPA File No. 239-EUAI

Accassion No. 238698, 238697, 238729

Agglicanl: Chevron Chemical Company

! 8rtho Division
940 Hensley Street
Richmond. California 94804

Action Regquested: Registration of Ortho MulTipurpose Rose and Flower Spray.

Recommendaticns:

Toxicology Zranch has no objections to the registraticn of Ortho
Multipurposse Rose and Flower Spray, to be used outdoors for control cf
diseases, insects and mites on roses, flowers and ornamentals (as lisTed on
the label). The new formulation contains Three alreacy registered acTive
ingredients: acephate systemic insecticide {4.5%), triforine fungicice
(3.25%) anc <elthane miticide (3.0%). This formulatica should not pese any
special heziTnh hazard, provided the label is followed. The proper use of
this producT should not result in residues in human focod or animal feed. The
overall foxicity categoury of this productgl, because of eye effects.
Adequate tcxicity data are available to Suppcri the registration of Tais
formulation *cr the use sgecified. -
‘__-be‘\_ To indverTs - é‘-\_ Qe T et A talm M:.(,.

SUMMARY : v

Chevron has zpplied for the registration of a new formulaticn, Ortho
Muitipurpose Rose and Flower Spray. According To Mariiyn Mautz (Acting PM
16), this foraulation has the following composition (CONFIDENTIAL):
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{2)
Active lngredient Percent oy Weignt
i
Orthene Technical®* £.55
Triforine Technical** : 2,19
Kelthane Technical®*** 7 .86

inert ingredients

*Acepixa*ra ; 0,S-dimethyl acetylphosphoramidothioate.
AN _N?-[ | ,4~piperazirediylbis(2,2,2-trichlcroethylidene) ]bisformamide.
®#%| j-bis{p-chlorophenyl)~2,2,2-trichloroethanol.

Kelthane is 2 registered product of Rohm and Haas Co. Toleramces are
astablished for residues of this insecticige (miticide) in o on many raw
agriculitural commodities (CFR, 40, 180.163}.

Triforine (trademark, Funginex) is'a producT of Cslamerck Gmoxi and Cs. KG,
Fed. Rep. of Germany. This material is registered, bufl'/ no fcierance nas yet
been established for it in the U.S. There Is apparently no undue hazard
i i -hn i i i However, this formulaticn contzins
an inert ingrediemt whica has nov
vet been cleared for use on raw agricultural commodities. (Memo from
Charies Frick, T.B8., to A. Jacoby, Product Manager, dated 7-17-79).

The lacel (copy attached) carries The signai word DANGER, in acdordance with
Tne overall toxicity category { (cecause of eye effects) of T™e formuiation.
The lacel contains adequate precauTionary svatements with recard to nazards
*o humans and domestic animals, as well as other hazards. The label is
acceptable to the Toxicology Branch. '

CHevron's application for the registration of Ortho Multipurgose Rose and
Flower Spray is supported by 5 acure studies, submitted with Tnis
application, and by referaénces toc cther stucies which were us=d in susport of
+he existing registrations of orithene products and of kelthans. The tive
azute studies are summarized below.
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Valid. Categ.:
Animals Loso Toxicity Core-Minimum
No. _ Study used . g9/kg Category Data
1 Oral M and F M- 3.2 il yes
rats F-2.6
2 Dermatl Male rabbits 3.5 111 yes
3 Skin irritation Male rabbits - v yes
4 Eye irritation Male rabbits - 1 yes
! Ll
5; Inhaiation M and F > 60.7 v yes
rats mg/L

All of these studies were conducted by Chevron Standard 0il Company,
Environmental Health and Toxicology Laboratory, San Francisco, California
Studies No. 3 and 4 are dated 7-~14-76; studies No. 1, 2 and 5 are dated
2-12-78. o

Two formulations were used in the acute studies. Formulation CC6219 was usec
in tThe skin and eye irritation studies, whereas formuiation CC8170 was used
in the oral, dermal and inhalation studies. As is shcwn below, these
formulations are very similar in composition (CONFIDENTIAL).

] - ’
formul. CC8170 Formdl. CC5219
ingredient 2 by wqte. %/bx wgT.
Orthene (98.3%) 4.55 4.15

Tri‘orine (97%) 4.19 3.28%

These formulations are also very similar in composition to Ortho Multipurposs
Rose and Flower Spray.

mmnt PEDTENT TNFORMATTON 1S NOT INCLIDED
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As far as rhe referenced studies with Orthene are concerned, nearly all of
the subacute, chronic and special studies were conducted by IBT. Sixteen of
these studies were validated in 1978. Three of these studies, feratciogy
(rats), 2-year feeding study (dogs) and 90-day chol inesterase study (rats)
were considered valid.

This submission also contains referenced studies on Kelthane, obtained from
Rohm and Haas Company. The following studies are listed:

3 Acute Oral (rats)
| Subacute Oral (rats)
2 Chronic Feeding (rats and dogs)
‘ 2 Metabolism (rats, dogs)
/ 8 Reproduction (rats, mice)
/This submission contains no toxicology data on Triforine. However, Triforime
‘is a registered formulation and such data are available (PP#7F1921,
PP#9F2184, and Registrations#21137-4 and 6).

EVALUATIOM OF ACUTE TOXICITY STUDIES

l. Acute Qral Toxicity (Rats)

—

S-1197; SOCAL 1196/31:126, dated 2-15-78.

Test Material: CC 8170; code SX-964

Experimental|

Animals: Sprague-Dawley rats, 5 males (213-255g) and 5 femalas
(201-222q) per dose levei.

Dose levels: O, 1.5, 2.2, 3.3 and 5.0 g/Kg of body wgt.
Observation: 14 days
Necropsy: vyes

Results
Mortality: No animals died at 0 ana 1.5 g/kg ievels. All of rne male
rats died at 5.0 g/kg level. All of the female rats died at 3.3 and
5.0 3/kg levetls,

Signs of toxicity: depression,lreduced food intake, salivaticn,
ataxia and colilapse.

Necropsy: No gross pathological changes could te attributed to The test
material.,
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ggso (95% Limits) .  Slope (95% Limits)

Male = 3.2 (1.5 - 6.9) g/kg 1.6 (0.69 - 3.9)

Female - 2.6 (1.4 - 5.0) g/kg 1.5 (0.83 ~ 2.7}

Validation Category: Core-Minimum Data

Toxicity Category: 111

2. Acute Dermal Toxicity (Male Rabbits)

S-1198; SOCAL 1197/29:80, dated 2-15-78.,

Test Material:

CC 8170; code SX-964

Experimental

Animals: Male New Zea'and White rabbits, 6 animals per dose level (3
abraded); wgt: 2.9! kg.

Dose levels (g/kg): 0, 2.2, 3.3, 5.0 and 7.5.

Exposure: 24 hours

Observation: 14 days

Necropsy: vyes

Results

Mortality: 2/6, 3/6, /6 and 6/6 at dosages of 2.2, 3;3, 5.0 =nd 7.5

g/kg of body wgt., respectively. Most of the dead rabbits wers those
with abraded skin. - ,

¥

Signs of Toxicity: decression, diarrhea, reduced food inteke, atexia,
bloody urine and collapse.

Necropsy: Enlarged, heavily congested kidneys and no body fat were
observed in one of the survivors of the 3.3 g/kg dose. Only trace
amounts of body fat and about 10 mi of clear, red #luid in +he

abdominal cavity were found in cne of the survivors of the 2.2 3/kg
dose. No other gross pathological changes, exept for dry, flasky skin
in .The freated areas, were observed.

LD50 (95% Limits) Slope (S5% Limits)

3.4 (1.2 - 10.1) g/kg 2.4 (2.27 -~ 21.9:

——
—
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Validation Cafegcryi Coré-Minimum‘DaTa. Reasons for not using the
Core~-Supp lementary Data category, since only male rabbits were used:

l. Considering the oral tfoxicity study (above), there is only
about (9% difference between the LDS50 values for male and
female rats. |f this difference also applied to rabbits
in this dermal toxicity study, the LD50 for female rabbits
would be about 2.8 g/kg and the formulation would still be
in the toxicity category llil.

2. Four dose levels, or more than is generally being used, were
tested in this dermal toxicity study.

] Toxicity Category: 111, based on the LDS50 value for male rabbits.

/ 3. Skin Irritation Potential (Male Rabbits)

$S-994, SOCAL 914/27:45, dated 7-14-76.

Test Material: CC 6219; code SX-807

Experimental

Animals: 6 male rabbits

002371

Dose level: 0.5 mi, applied Yo 2n intact and abraded area an the back

! of each rabbit.

Exposure: 24 hours

Scering: Cone at 1, 2, 3 and 7 days, following tfreatment.

Resuits

There was no edema. Very slight erythema was observed in all of the
rabbits for 48 hours, and in 3 rabbits for 72 hours, on both intact and
abraded skin. The irritation score was 0.8/8.0 (sligh*ly irritating).

Yalidation Category: Core-Minimum Data

Toxicity Category: 1V
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Eye Irritation Potential (Male rabbits) 002371
$-993; SOCAL 913/27:45, dated 7-14-76

Test Material: CC 6219; code SX-807

Experimental
Animals: 12 male rabbits, 6 per group.

Dose: 0.1 mi, placed in the conjunctival sac of one eye of each
rabbit, in two separate groups.

Grading: AT | hour, and at |, 2, 3, 7, 10 and 14 days, following
treatment. .

Results

Group 1. Slight corneal opacity, mild iritis, moderate t© severe
conjunctival redness and slight to moderate chemosis were observed in

the eyes of some rabbits during the first 72 hours after ftreatment. At
seven days, slight corneal opacity and severe pannus were observed in one
eye. All eyes appeared normal by |4 days.

Group 2. Slight to moderate cormeal opacity, mild iritis, moderate to
severe conjunctivai redness, and slight fto moderate chemasis were
observed in the eyes of some rabbits during the first 72 hours after
treatment. At 7 days, slignt to dense corneal opacity, mild iritis and
pannus were observed in scme eyes. At !4 days, moderate or comolete
corneal opacity was present in 3 eyes. Mild iritis ang pgannus were also
observed at this time.

Validation Category: Core-Minimum Data

Toxicity Category: | -

Acute Inhalation Toxicity (Rats).

S-1201; SCCAL 1200/28:146, dated 2-15-78

Test Material: CC 8i70; ccce SX-364

Experimental

Arimals: Sprague-Dawley rats, 5 males (235-260g) ana 5 females
(224-236g) per axposure.
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Dose levels: Vapor exposurs: 18.2 g/300 L = 6C.7 mg/L of air
(indirect determination).

Aerosol exposure: 0.93 mg/L of air (see calculations
below).

Exposure: | hour

Observation: |4 days

Necropsy: y=es

Results

Mortality: None

Toxicity Symptoms: rales and gasping in 2 male rats and rales in 2
female rats. All animals appeared normal the day following exposure,
and for the duration of the study.

Body Weights: Loss of weight (insignificant) in the aerosol exposure
group. Significant loss of weight in the vapor exposure group: males
{(p = 0.01) and females (p = < 0.05).

Necropsy: No gross pathological changes attributable fo the test
material were observed.

Calculations: Aerosol exposure level.

According to Chevron's reporT, 25g of the diiuted fesv material were
aerosolized in 420 !iters of air. Dilution rate: 2 oz of the test material
(undiluted) per gallon of distilled water.

Dilution factor = 64,15

2 0oz: | gallon

| oz = 29.5 ml

{ gallon = 3785 ml
2 X 29.5 = 59 mi

3785/59 = 64,15
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ZSQ of the diluted material !s equivalent to 390 mg of the undiluted test
material.

25q/64.15 = 0.39g = 390 mg
390 mg/420 liters of air = 0.93 mg/L

LC50: > 60.7 mg/L {(vapor exposure).

Val idation Category: Core-Minimum Data

Toxicity Category: IV |

~
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