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Date: February 6, 1981

Subject: Z=PA File Symbol: 39398-RN PESGUARD NS 4/1 WB
Caswell #8144,

From: Cheryl A. Peterson
IRB/TSS

To: Mr, Franklin D.R.Gee
Product Manager {17)

Applicant: Sumitomo Chemical America, Ine.
c/0 Dr. Eugene J. Gerberg
1330 Dillon Height Ave.
Baltimore, MD 21228

Active Ingredients: i

Tetrametkrin [(1—cyclohexene-1,2~dicarboximido)methy1 2,
2-dimethyl-3-(2-methylpropenyl)
Cyclopropanecarboxylate].......... coeena 20.00%w/w

d-phenothrin [3-phenoxybenzyl d-ecis & trans,2,2-
dimethyl-3,2(2-methylproperyl) |
Cyclopropanecarboxylate].................4.79%w/w ‘

Other isomers................................ ....... «e0.215W/w

Inert Ingredients.......... tesncece Crersrecencnas ceccenacenn 75.00%w/w

Background:

This product is a conecentrate intended for manufacturing use only. The
company has submitted an application for conditional registration of a new
product.  The "eite-allM method of support is being used, and acute and
Subacute irhalation studies, acute oral, acute dermal, primary skin
irritation and primary eye irritation studies have been submitted in

support of <the application. No authorization letters have been included in

- the file.
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Recopmendations:

1. The acute inhalation LC50 done by the Institute for 2ioclogicai
Science, Hyogo, Japan has been classified Core Supplementary Data.
Particle size measurements were not provided.

2. A letter of validation was not provided for the Induystrial Bio-Test
studies in Ace. No. 243970 and 243971.

3. IRB/TSS would have no objection on the basis of hazard to man or
domestic animals to the conditional registration of the above product
under the "cite-all™ method of support with appropriate authorization
and with the labeling revisions indicated below.

Lavelus. :
1. The appropriate signal word is CAUTION, as indicated by the
applicant.

2. The STATEMENT OF PRACTICAL TREATMENT should be szimilar to the
following:

If Swallowed: Do not iInduce vomiting. Drink glass of
water, and get immediate medical attention.

If in eyes: Flush thorcughly with plenty of water.
Get medical attention.

If contact with skin: Wash thoroughly with socap and wWater.
Get medical attention if irritation persists.

ew:

The following study was conducZed for Sumitomo Chemical Co., L:d.,
.Osaka, Pesticides Division by =the Institute for Biological Science,
Hyogo, Japan on material unclearly ideatified as d-Phenotzrin /S-2539
Forte). It was received by EPA on 12-17-30, and in Acec.No. 243970.

1. Acute Inhalation LC50~Rat. Zated: October 24, 1977. {(Study #ET-70).

Procedure: 3 groups of 20M and 20F Sprague-~Dawley rats szch received 3
br. exposure to deo-base (L. Scnneborn Sons, Inc., USA) z= a =cntrol, and
nominal concentrations of 2960 :g/m3 (d-phenothrin 50%, iz dec-base) and
3760 =mg/m3 (d-phenothrin 75%, iz deo-base). Air flow racs was 50 _/ain.,
injection rate was 0.42 ml/min. Test compound dissolved Ia Dec-base was
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injected at a constant rate into an atomizer and sprayed under ccmpressed
air. Aerial concentration of material was determined by passing the miscs
at rate of 10 1/min. through finely powdered siligel installed for 10 min.
The compound was extracted with acetone and analyzed gaschromatographi-
cally. There was a 14 day observation period with survivor sacrifice and
necropsy. 5 animals from each group were necropsied.

Results:; LC50 is greater than a l4-hr exposure to a nominal concentration
of 3760 mg/m3 (d-phenothrin 75%). No mortalities. No clinical signs.
Necropsy showed nothing remarkable. Very minute swellings of sciatic nerve
axon were sporadically found in some rats of control & d-Phenothrin treated
groups. Neurotic effects of pyrethroidal compounds are found in rats
receiving lethal or near-lethal doses. These test concentrations were far
lower than lethal doses. It was maintained that the compound could not be
sprayed at the higher aerial concentrate than this experimental condition.
Animals gained weight during the observation period.

Study Classificatjon; Core Supplementary Data (Particle size measurements
were not provicded.)

The following study was conducted by Indusrrial Bio-Test Laboratories,
Inc., 1810 Frontage Rd., Northbrook, IL 60062 for Sumitomo Chemical Co.
on material unclearly identified as a water-based aerosol F 26543 {NPY
0.4%/S50M 0.1%).

2. Acute Inhalation LC50-Rat. Dated: April 19, 1978 (Study #8562-41138;.

Procedure: 5M and 5F albino rats (unspecified strain) each received 6 hr.
exposure to a ncminal concentration of 1.83 mg/l test material. 2in aerosc.
of water-based aerosol F 26541 was sprayed from a pressurized contalner
through a hole in the front of the exposure chamber. Total duration of the
spray release was 30 sec. This was followed by a 10 min. exposure period
with chamber sealed, followed by a 20 min. period with cllamber partially
opened, This procedure was repeated at 30 min. intervals for 6 ars (12
aerosol bursts). Average amount of test material released during each 30
sec. burst was 24.75 grams. There was a 1l-day observation period with
survivor sacrifice and necropsy.

Results: No mortalities. LC50 is greater than 5 hr. exposure tc a nominal
cone. of 1.83 mg/l test material. Clinical sigis included squinting,
hypoactivity and red rasal discharge. Necropsy shcwed red foeci znd
consolidation in the lung.

ud ssificztion: This study has not been vaiidated.

L]
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The following studies were performed by Industrial Bio-Test Laboratories,
Inc., Decatur Research, 1800 E. Pershing Rd., Decatur, IL 62526 for
Sumitomo Chemical Co., Ltd. on material unclearly identified as Premix
Concentrate F 26541-6 (NPY 0.4%/SUM 0.1% aerosol.)

3. Acute Oral LDS0-Rat. Dated: Unspecified (Study No.: 8530-1137).
Procedure: 4 groups of 5M, S5F albino, Ckarles River rats each received

oral exposure to 4556 mg/kg, 6838 mg/kg, 10250 mg/kg and 15380 mg/kg test
material. There was a 18-day observation period with survivor sacrifice

‘and necropsy.

Results: No mortalities. Oral LDSC is greater than 15,380 mg/kg test
material., Animals gained weight during the observation period. Clirical
signs included hypoactivity anu diarrhea. Necropsy showed numercus red
foci in lungs, pelvic dilation in kidneys, and horns of uterus enlarged.

Study Classification: This study has not been validated.

4, Acute Dermal LD50-Rabbit. Dated: Unspecified. (Study Noc. 8530-1137)

Procedure: 3M, 3F albino NZ rabbits each received 24-hr occluded skin
exposure to 3,038 mg/k,; test material on abraded and nonabraded skin sites.
There was a 14-day observation period wit:z surviver sacrifice and necropsy.

Results: No mortalities. Dermal LD50 is greater than 3,038 mg/kz test
material., Animals, except 1M & 1F, gained weight during the obsevation
period. Clinical signs included severe 2rythema and moderate edema.
Necropsy showed nothing remarkable.

Study Classification: This study has not been validated.

S. Primary Eye Irriia®ion-Rabbit. Dated: Unspecified (Study No.
8530-1137).

Procedure: g rabbits each received 0.1 =1 test material in the right
eye. 3/9 had eyes washed starting no sooner than 30 sec. with 300 ml tap
water. Observations were made at 24, 48, 72 hrs and 7 days.

desults: 3 washed eyes showed no corneal opacity. 3 washed eyes shcwed
minor conjunctivitis with clearing by 48 =rs. 6 unwashed eyes showed no
corneal opacity. 3 unwashed eyes showed noderate conjunctivitis with
elearing by 48 hrs.

This study has nct zeen validated.

W g e

[,
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6. Primary Dermal Irritation - Rabbit. Dated: Unspecified. (Stucy No;:
8530-1137).

Procedure: 6 albino NZ rabbits (unspecified sex) each received 24-ir,
occluded exposure to 0.5 ml test material on an abraded and 2 nonabraded
skin area. At the end of the 24=hr exposure pericd, residual test material
was removed by rinsing with tap water. Observations were made at 24 and 72
hrs and 7 days.

Results: Primary Irritation Index = 2.8. 6/6 animals showe< mincr edema
with clearing by 72 hrs in 5/6. 6/6 animals showed minor erythema at T2
hrs, ‘

Study Cilassification: This study has not been validated.

The following study was conducted by Industrial Bio-Test Labcratories,
Ine., 1810 Frontage Rd., Northbrook, IL 60062 for Sumitcmo (hemiczl
on material unclearly identified as water-based aerosol 25557 (NPY
0.7%/SUM 0.175%).

T. Acute Inhalation LC50 - Rat. Dated: Unspecified. Study Xo.:
8562-11138.

Procedure: 5M & S5F Sprague-Dawley rats each received 6 hr excosurz o a
nominal concentration of 2.45 mg/l test material, Test material was
sprayed from a pressurized container through a hole in the front of the
exposure chamber. Total duration of spray release was 30 sec. followed by
10 min. with the chamber sealed, followed by 20 min. with the chamber
partially opened. This was repeated at 30 min. intervals for 5 hrzs {a
total of 2 aerosol bursts). Average amount of test material relezsed
during each 30 sec. burst was 23.66 grams. ,

Results:; No mortalities. LCS50 is greater than 6 hr exposure to = aominal
conc. of 2.45 mg/l test material, Clinical signs included sguinti=zg,
hypoactivity and red nasal discharge. Necropsy showed a few =inutz red
foci on lungs.

Study Classjfiscztion: This study has not been validated.

SNl
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The following studies were conducted by Industrial Bio-Test Labs, Inec.,
Decatur Research, 1800 E. Pershing Rd., Decatur, IL 62526 for Sumitomo
Chemical Co., Ltd. on material unclearly identified as Premix Concentrate F
26551-6 (For NPY 0.70%/SUM 0.17% aerosol).

8. Acute Oral LDSO - Rat. Dated: May 31, 1978. Study Yo.: 8530-11137.

Procedure; U4 groups of iM, 4F albino Charles River rats each received via
oral syringe exposure to 4,556 mg/kg, 6,834 mg/kg, 10,250 mg/kg and 15,380
mg/kg test material. There was a 14-day observation period, with survivor
_sacrifice and necropsy.

Results; No mortalities. LDS0 is greater than 15,380 mg/kg test male=-
rial. Animals gained weight during the observation period. Clinical signs
included hypoactivity and diarrhea. Necropsy showed dark red foci on
lungs, pelvic dilation of kidneys and horas of uterus enlarged.

Study Classification: This study has not been validated.

9. Acute Dermal LDS0 - Rabbit. Dated: Unspecified. Study No.: 8530-11137.

Procedure: 3M, 3F NZ albino rabbits each received 24~hr occluded exposure
to 3,038 mg/kg test material on abraded and nonabraded skin areas.
Observations were made for 14 days with survivor sacrifice and necropsy.

Results: No mortalities. Dermal LDSO iz greater than 3,038 mg/kg test
material. Clinical signs included severe erythema and moderate edema.
Animals gained weight during the observation period. Necropay showed
yellow focus on one lobe of 1 animal's liver.

Study Classification: This study has not been validated.

i0. Primary Sye Irritation. Rabbit. Dated: Unspecified: Study No.: 8530~
11137.

Procedure: ¢ N¥Z white rabbits each received 0.1 ml test material in the
right eye. 32/% had eyes washed starting 30 seconds after instillatiocn witlk
300 ml tap water. Observations were made at 1,24,48,72 ars and 7 days.

Results: No corneal opacity. All animals showed moderate conjunctivitis
with clearing oy 48 hrs.

lassif: ‘cn: This study has not been vallidated.
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11. Primary Skin Irritation-Rabbit. Dated: Unspecified. Study No.: 8530~
11137.
Procecure; 6 NZ white rabbits (unspecified sex) each received 24-hr,

occluded exposure on an abraded and a nonabraded skin area to 0.5 ml test
material. Observations were made at 24 & 72 hrs & 7 days.

Results: Primary Dermal Irritation Index = 4.1. U/6 animals showed
minor edema at 72 hrs. All animals showed minor erythema at 72 hrs.

Study _Classification: This study has not teen validated.

The ~“oilowing study was conducted by Industrial Bio-Test Laberatories,
Inc., Xorthbreok, IL for Sumitomo Chemical Co. on material identified as =z
water »ased aerosol containing Neopynamin and Sumithrin

It was received by EPA on December 17, 1980,
and is in Acc. No. 243971.

12. Subacute Irhalation {3-week)-Rat. Dated: January, 1980. Study
#8562-11139.

Proceczre; U4 groups of SM & SF Sprague-Dawley aibino rats each received
8 hr exposure per day, 5 days per week for 3 consecutive weeks to F-26542,
F-26552, F-26552-C and untreated control., The aerosol was directly
released into tke test chamber for 15 sec. This was followed by a 20 min.
exposu=e period with chamber sealed followed by a 10-minute period with
chamber partially opened. This process was repeated at 30 min. intervals
for a period of 6§ hrs. (a total of 12 aerosol 3sprays). The tast chamber =7
80 1 w=s made of glass and stainless steel, One day after final =xposure,
all a=imals from each group were sacrificed and were subjected to gross
patholcogic examination. Nominal concentrations are given in the followingz
© table. Blood collections were zmade Day 0 and Day 21. Organs were weighs<
and ccmpared at necropsy.

Resulss; No mortalitiecs. Clinical signs included red nasal discharge, red
ocular discharge, hyperactivity and tremors. Animals on the averzage gairea
weight during the exposure pericd. Results of hematological tec:s of
contrzls were similar to those of test animals. Urinalysis Zindings were
8imil== in both control and test animals. On the average treated animals
nad s :izhtly lishter lungs and Zeavier livers. Necrcpsy showed consolida-
cion Iz lungs and small testis Tor zross observations.

v _Zlassifio=<iong

This study ha3 zot been valilated.
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Page is not included in this copy.
Pages fZ through Z£7 are not included.

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

_____ Identity of product inert ingredients.
Identity of product impurities.
Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.

Sales or other commercial/financial information.

The product confidential statement of formnlaf
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page(s) .

; A draft product label. ’ Vz

The document is not responsive to 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.




