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Document Control Officer (7S-790)
Room L-100

Office of Toxic Substances

U.S. Environmental Protection Agency
401 M Street, S.H.

Room 201, East Tower

Washington, D. C. 20460

Attention 8(d) Health and Safety Reporting Rule

The enclosed submission is made in response to final rules published
in the February 28, 1989 Federal Register Volume 54, No. 38, p. B484.
The rule deals with the addition of certain pesticide imert
ingredients to the list requiring reporting under 40 CFR 716, Health
and Safety Data Reporting.

O o

Attacrment 1 lists the chemicals that Monsanto manufactures, imports
or processes, for which our file search identified health and safety
studies subject to submission. The individual studies are indexed by
chemical on the enclosed F/1 forms. Covered studies that are underway
are indexed by chemical on enclosed F/2 forms.

Since these studies may be used for activities regulated under the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), they may
be subject to fimancial compensation provisions of Section 3 of FIFRA.
We do not waive any rights to such compensation with this submission.

Sincerely,

v, R. Condray
Director, Regulatory Managemen




Table 1

Chemicals Included In This Submission

54 FR 8484
Chemical CAS Ho.
Diphenyl Oxide 101-84-8
1-Methoxy-2-Propane 107-98-2
* p-nitrophenol 100-02-7
Dimethylformamide 68-12-2
o-Benzyl-p-chlorophenol 120-32-1

Triethanolamine 102-71-6




IF-78-168
Bl-80-241

AB-80-262
AB-80-263

AB-80-244

PE-86-621

8R-86-422

PE-86-623

ED-88-65

ES83ss023

#Indicetes a study of & miztuse

101-84-8

Acute Orel Temieity
Acute Dermel Temicity
Acute Bye Irritatiecs
Primery 8kia Irritaties

Evelustion of the Poteatisl of 190 te Induce
Unscheduled s syntkssis ia Primery Rat

sosome Abberstioca Amalysis in
ter Ovary (CHD) Cells

?rian:y Dermal 1-ritatiom Study im Babbits
{¢~Hour Exposure/Semi-Occlusive Covering)




iD1-84~-8

“TUTUCAS Wumber

Hopssate Study Husber

6?
BN-79-204%

AB-79-205%

AB-79-206%

SR-86-424*

BD-86-378*

BD-86-379%

ML-84-0196%

__Study Title

Toxicity of Thermimol VPI to the freshwater
alga Selenastrum capricornutum

Acute Toxzicity of Therminol VPI te Raisbow
Trout (Salmo gairdneri)

Acute Toxicity of Thermimol VPI to Dephnia magna

Evaluation of the Poteamtial of Therminol VP-1
to Induce Unscheduled DHA Syathesis in Primery
Rat Hepatocyte Cultures

Range-Finding Study to Evaluate the Tozicity of
Therminol VP-1 Heat Tramsfer Fluid im the
Pregnsat Rat

Developmental Toxicity Study ia Rats with
Therminel VP-1 Heat Transfer Fluid

Three-month Inbslstion Studu of Thermisel VP-1
iz Rats

#Jadicates & study of 8 mizture




107-98~2
CAS Humber

Hoanssate Study Husber

‘ AB-87-9191 Acute Temicity of Dowasel (B) PM Glycel Ether
to Fatheed Klsmow (Pimephal emelss)

#Indicates & study of 2 mizmture




100-02~7
CAS Nusber

Monsanto Study Humber

¥-61-65 Skin Absorption MLD (Rebbits)

¥-56-56 Oral IDgg in Rats
¥inimum Lethal Orel Dese for Radbits
Toxicity by Skia Absorptiem im Rabbits
Skis Irritation in Rabbits
Eve Irritation in Rebbits

BN-77-126 Acute (96-Hour) Toxicity to Bluegill

MI-82-131-A Acute Orsl Tomicity to Rats

hL-82-131-B Acute Dermal Toxzicity to Ra%bits

ML-82-131-C Primery Eve Irritatien to Rabbits

ML-82-131-D Primery Skin Irritatios to Rabbits

HL-82-242 Subacute Dust Inhalatioa Tozicity Study is Rats

ML-83-047 Primery Skin Irritascy sad Depertment of
Trensportation (DOT) Skin Corresivity Test im
Rabbits

@

#Indicates s study of a2 mizture
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Is the study es 2 mixzture?
Hamo sad address of labesstory

Study Humber:
Dete Study Isitisced:
Data to be Collected:

Estimated Cospletica




Tezstegenic Study with IBF is Albimo Bats

BTL-71-30-1A One-Gensratioa Rep tica sad Terstelegy
Study with IBF is Albise Date

8TL-71-30-13 humic Study with IIF 42 Albise liee
BTL-71-36-1C Mutsgenic Study with IR {s Albime Miece

#Indicates a study of a miztuse




Hionssate Study Nusber

EE-48-0038 Repert ea the Temicity ef e-lensyl
g-Chlercphenel Designeted ae Sast

HD-76-345 Effect of Santephen 1 en Algee

ML-79-023 Acute Tezicity Repest

HL-79~031 Projected Identificeties of Zantophes 1
Hetabelitas

BTL-72-108 Hutagenic Study with Seatophea 1 ia Albise Mice

BIL-72-113 zl-nty Subscute Dermal Temicicty Study with
Santophen 1 in Albise Rabbite

BTL-72-114 Depignentatioa Bicssssy - Experismest IV

BTL-72-115 90-Dey Subscute Orel Texzicity Study with
Sentephen 1 is Albime Rats

BTL-72-1164 Terstegenic Study with Semtopbes 1 is Albime
Rats

BTL-72-1168 Sepreducticn Study with Ssntophen 1 i Albise
Rats

BTL-72-116C Perinatal ead Lsctatien Performemce Study with
Ssatephes 1 iz Albise Rats

BTL-72-117 21-Day Subecute Orel Temicity Study with
Ssatephes 1| in Fevbeza Besgle Pupe

BTL-72-118 S@@M Subacute Oral Temicity Study with
Ssatophen 1 in Beagle Degs

®ladicates a study of a mixture




120-32-1
fumber

Honssato Study Husber
ML-78-336
AB-80-336
AB-80-338
AB-80-339
AB-80-340
AB-80-342

¥-78-276

¥-72-169
¥=72-170

T-74-8

®Indicstes 8 study of & misture

Study of the Matabeliss of 1éC-Gsatophen
Male Sprague-Deviey Rets

bcute Tomicity of CP-1 (Bsmtophes 1) te
Dephais pegna

Acute Tomicity of es-x {(Bsatophen 1) to Reimbew
Trout (Salso g |

Acute Tozicity ef CP-1 (Samte;
Bluegill Sucfish (lepesis me

Acute 'i‘m:ity ef Q-l

2 1) te

2 1) to Fathead

bem 1 (CP-1) ia Bluegill

édcete Orel Temicity
Acute Dermal Texmiecity
Acute Eye Irritaties
Prisary Skis Irzritatien
inhelstica Temicity

Skia Irritstios ia Rabbits after ispplicatiocs of
Santephen 1

Skin Izritatiea ﬁ.a Rabbite after mncasim of
gantophea 1

Acute Dermal Temicity
Acute Hye Irzritstieca
Pricery Skis Irritatiea




120-32-1

Mousaato Study Wusber

¥=-75-46
T=-75-47
¥-75-174
Bi-80-334

BH-80-333

BN-80-333

AB-81-233

BTL-72-14
8H-65-7
¥-71-138

AB-80-337

AB-80-341

#Indicates & study of a minture

- Fetheed [

fAcute Bye Igriteties

Izzitatien

Acute Eye Irzritatiea

bcute Temicity of CP-1 te mysid

Four-Day Ststic Fish Temicity Study is Bluegills
Patch Test Study

Tozicelegical Iavestigstiea
Dynamic Tm:itg ef Q~§ ,‘ (Mtw 1) to

Prelisissry Iavestigeticn ef the Uptake,
Mati@ sad Biocescestratica of “&n@-&
_ l} by Bluegill Sunfish (




120-32-1 _

Hoassato Study Husber

AB~80-343 Investigstion of the Biocconceatration and
U.stribution of %4C-CP-1 (Ssntophen 1) by
Bluesill Sunfish (Lepesi § o

AB-80-345 Early Life Stage Tomicity of CP-1 (Ssatophen
to Fathead Hisnows (Pimephaies promelas) im a
Flow-Through Syste=

AB-78-218 Acute Toxicity of Ssntophen I to Rainbow Trout
BD-78-230 Pilot Study of Semtophen I in Pregnant Rabbits
BD-78-231 Teratology Study with Sszstophen I in Rabbits

#Iadicates & study of & mixture




_ June 9, 1989

102-71-6 %‘riethmalmin@
CAS Husber Chemical &=

Study Title

Monsaate Study Humber

BI650026 Acute Oral LDgy - Male Albime Rats
Acute Dermal LDge - Albime Rabbits
Primery Skia Irritastics - Rabbits
Acute Eye Irritatiom - Rabbits
Subscute Feeding (28 Dsye) -~ Male Albise Rats

#Iadicates & study of a mizture
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SUMMARY

One-half gram of p-nitrophenol was held in continuous
contact with each of two sites on the shaved dorsal
surface of six albino rabbits for four hours under a
semiocclusive wrapping. Prior to application to ome site
on each animal, the test material was moistened with ‘
physioleogical saline; it was applied to the other site as
received. In the sites exposed to the dry material, no
ulceration, necrosis, or scarring were observed, so the
substance was not considered to be a (DOT) corrosive
material. Slight to mild irritation occurred in five of
the sites exposed to the moistened material, but all
erythema and edema in these sites had subsided by the
seventh day after dosing.

EXPERIMENTAL

p-Nitrophenol, lot ADPN (9043, received as a yellow/orange
granular solid, was topically applied to rabbits to assess
potential skin irritation and (DOT) skin corrosion
resulting from dermal contact with the product. Six (6)
young adult New Zealand White rabbits obtained from Lomax
Small Animal Parm, Opdyke, IL, weighing 3.00-3.76
kilograms on the day of exposure were randomly assigned to
this study. Bach animal was identified by ear tag and
corresponding cage card. The skin on the dorsal surface
of each animal was shaved with an electric clipper on the
day prior to the administration of the test material. A
mass of 0.5 + .002 grams of the test material was applied
to each of two sites on each animal under one inch square
gauze patches. Prior to administration to one site on
each animal, the test material was moistened with
physiological saline; it was applied to the other site as
received. The gauze patches were then covered by a
semiocclusive wrap which was secured with elastic tape.
The wrappings and gauze patches were removed after
approximately four hours, and the excess material was
wiped from the treated sites of the animals.

Each animal was individually housed and provided food and
water ad libitum. In the sites exposed to the unmoistened
material, examinations for signs of corrosivity were
conducted at the time of removal of the wrappings and 44
hours later. These sites were washed with tap water after
the initial examination. In the sites exposed to the
moistened material, dermal irritation was scored by the
method of Draize (1944), and results were recorded at -
approximately 1, 24, 48, and 72 hours after removal of the
wrappings., The two animals that had irritation evident
during the 72 hour examination were also observed for
signs of irritationm on the seventh day after axposure.

EHL 830120
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RESULTS AND DISCUSSION

Results of the examinations f£or subepidermal necrosis,
dermal ulceration, and dermal scarring in sites exposed to
unmoistened p-nitrophenol are in Table 1. None of these
effects were observed in any of the rabbits, so the test
substance was not considered to be a (DOT) corrosive
material, Daily individual irritation scores and
additional clinical observations for the six sites exposed
to the moistened material are in Table 2; mean scores for
observations made on the first four days of the study are
in Table 3. During the examination approximately one hour
afcer removal of the wrappings, irritation ranged from
none to mild, and was slight overall. After that time,
improvement steadily occurred, and all erythema and edema
had subsided by the seventh day after exposure. All of
these sites were stained bright yellow throughout the
study. In the sites exposed to the unmoistened test
material, similar, though less intense, staining was
observed in one rabbit during the examination at the time
of removal of the wrappings and in all six animals two
days later. In most instances, this was considered to
result from the rabbit licking his (her) stained site,
followed by licking elsewhere on the dorsum.

REFERENCE

Draize, J. H., Woodard, G., and Calvery, H. 0. (1944).
Methods for the Study of Irritation and Toxicity of
Substances Applied Topically to the Skin and Mucous
Membranes. J. Pharmacol. Bxp. Therap. 82: 377-390.

GENERAL INFORMATION

The testing facility was the Environmental Health
Laboratory, Monsanto Company, 645 South Newstead, St.
Louis, Missouri 63110,

The protocol, raw data, and final report for this study
are located in the archives of the Environmental Health
Laboratory.

The protocol was signed by the study director on
October 12, 1983,

The in vivo portion of this study was initiated on
November 1, 1983 and completed on November 8, 1983.

The stated purity of the test material was 99.53%. It has
been stated to be stable indefinitely at 80 degrees P, :

cmn/6323A~1
BEL 830120
PAGE 3




. Iablel |
Incidence Summary of Corrosive Effacts After

Topical Application of Unmolstenad p-Nitrophesol
‘ to Albino Rabbits

Aoimal Observation Period Subspidermal Dermal — De
Number (Hours after Dosing) Necrosis Ulceration

01101
01402
01M03
01F01
01F02
01F03

01M01
01102
01M03
01F01
01F02
01F03

§8888% roryee

4+ indicates that the effect was observed duriang & given axzamination.
- indicates that the effect was not observed during a given exzamination.

& Yellow staining of skim.




p-uitrophenel. 8
Inﬂivida“

Animal Period ;
Number (Days) Erythema

01M01 ga,b -1 0
01M02 ga,b 1 0
01M03 pa,b 1 o
01F01 ga,b 2 1
01F02 oa,b 0 ]
01F03 pa,b 1 o
01M01 ib 1 0
01M02 ib 1 e
01403 1k 0 0
01PF01 1b i ]
01F02 1b 0 0
01P03 1b 1 1]
01MO01 2b 1 0
01M02 2b 1 0
01M03 2b 0 G
01F01 2b 0 ]
Q01F02 2b 0 0
01F03 2b ) 0
01MO1 3b 1 0
01M02 3b 1 0
01M03 3b 0 0
01FP01 3b 0 ]
01F02 3b 0 ]
01703 3b 0 0
01M01 7b 0 ]
01M02 7b 0 0

apay 0 observations were conducted between 30 and €0
minutes after removal of the wrappings.

beright yellow staining of skin.

-BHL 830120
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p—Nitrophenol- i : tio ‘
Primary skin Irrita on SQe:e Summ&‘

Period
(Days) Erythema

ga 1.0 0.2
1 8.5 0.0
2 0.3 0.0
3 0.3 0.0

@pay 0 observations were conducted between 30 and
minutes after removal of the wrappings.

EHL 830120
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Study Number:

Protocol Amendments:

Study Title:

Communication of
Findings:

Quality Assurance
Review Conducted by:

Results:

830120
ML-83-047

Primary Skin Irritancy and Department of
Iransportation (DOT) Skin Corresivity
Test of p-Nitrophenol in Rabbits

October 20, 1983
November 1, 1983
February 2, 1984

M. G. T. Chatel
C. K. Russell

The Quality Assurance review indicates

the final report accurately presents the
raw data as developed during the study.
There were no significant deviations from
Good Laboratory Practice regulations which
affected study quality or integrity. The
study appears to have been conducted in
general compliance with 21 CFR Part 58,
Monsanto Standard Operating Procedures and
study protocol.

EHL 830120
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MONSANTO COMPANY

St. Lauis,:nissoﬁti"Sllﬁ:

Title: Ewvalustion of Primary Skin Irritatica and (Bﬁ!) 5&13
Corrosivity of p*ﬁicraphansl in Rabbits

Project Number: ML-83-047
EHL Study Humber: 830120

Sponsor: DMomsanito Fibers and Intermedistes Company

Submitted by
Study Director:
D8 10/2[33
Approved by
Product o .
Toxicologist: Eax.;:&h,:f'
Approved by
Laboratory
Director:
Proposed Starting Date: October, 1983
Proposed Completion Date: Octeber, 1983
Proposed Report Completion Date: December, 1983
Record of 4mendmente
NO. DATE TYPE/DESCRIPTION
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1. Iatroduction

1.1 Purpeses:

l.1.1 To determine whether, according to DOT regulations
(49 CFR subpart F, section 173.240), p-nitrophenocl
is corrosive when held in contact with rabbit skin

for four hours.

1.1.2 To assess primary skin irritation resulting from
dermal contact with the material.

1.2 Reason for Route of Administration: This study is desiguned
to determine the dermal irritation/(DOT) corrosion
potential of the test compound; as such the dermal route

was chosene
1.3 Justification of Test System: The albino rabbit is the
species specified for this test. )
2. Materials and Methods:

2.1 Test Material: p~Nitrophemol. Informationm om the
physicochemical characteristics of this material and/or the
location of this information will be maintained in the
study records.

2.2 Aniwmals:

2.2.1 Strain and Species: New Zealand White rabbit.

2.2.2 Source: Lomaex Small Animal Farm, Opdyke, IL.

sge and Weight on the Day of Exposure: Adult

2.2.3 Age and Weight on the Uay
animals; at least 2.0 kg.

2.2.4 Number Required: Six animals.

EHL 830120
PAGE 2



2.3 Animal Husba

2.3.1 Identifi
and corres

Housing: Ome a#imal per stainless steel cage.

Pretest Ex<mination snd Acclimaetion: Animals will
be quarantined Tor at least seven days. Only
animals considered healthy by a staff veterimarian
will be releassed for testing. Any or all animals
may be rejectaed by the Study Director 1f considered
unsuitable for testing.

2.3.4 Food and Water: Ad libitum.

2.3.5 Dietary Control: Purina Certified (5322) Laboratory
Rablit Chowe (Registered Trademark of the
Ralston~Purina Company, St. Louils, Missourl) will be
used. This diet has been determined to be
nutritionally acceptable for the maintenance of
laboratory rabbits and has been tested by the
manufacturer for contaminants likely to interfere
with the study. No food will be used that has been
reported to contain unacceptable levels of such ]
contaminents. All weter will be furnished by the
City of St. Louls, Missouri. This water meets human
drinking water standards.

2.4 Bias Control: Animals will be assigned to test groups by
random numbers generated by computer. In instances where
computer facilities are unavailable, animals will be
assigned to the study manually and the method of
randomization will be documented in the study records.

2.5 Exposure: The skin will be exposed to the test material
under & semi-occlusive wrepplng for four hours.

2.6

Measurement of Absorption Into the Bedy: Determination of
the degree of absorption of the test article is not
necessary to achieve the objectives of the study and will
not be performed.

EHL 830120
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2.7 Treatnguti

2.7.1 Preparation of Test Animals: Onm the day pr
exposure, the fur on the dorsal surface of each
rabbit will be shaved with an electric clipper.

Only animels with healthy, intact skin will be used.

Application of Test Material: The test material
will be applied under each of two gauze patches
approximately one square inch in area. A mass of
0.5 g of the material, which will be powdered if
practical, will be applied to each site. On ouns
site, the materisl will be applied without the
addition of a solvent; on the other site, it will be
soistened with physiological saline. The gause
patches will be held in place with non—irritating
tape and covered with a suitable semi-occlusive
material. The patches and covering will be secured
with bandaging and elastic tape to prevent
ingestion. The test material will be kept in
contact with the skin for four hours.

2.8 Post Exposure Observation Period: Sites exposed to the dry
test material will be observed for 48 hours ot until
~riteria in section 2.9.3 are met, whichever occurs firast.
Sites exposed to the saline moistened material will be
observed for 14 days or until criteria in sections 2.9.2 or
2.9.3 are met, whichever occurs first.

2.9 Scoring of Besults and Observations:

2.9.1 At the end of the exposure, the wrappings and gauze
patches will be removed and the resulting skin
reactions on the sites exposed to the dry test
material will be evaluated for corrosiom as
specified in section 2.9.3. After these
examinstions, each treated site will be washed with
an appropriate solvent in an attempt to remove the
residusl test material and thus preveat further
exposure. On the sites exposed to the :
saline-moistened test material, sigms of irritatiom
will be recorded between 30 and 60 minutes and
approximately 24, 48, and 72 hours after removel of
the wrappings; these signs of irritatiom will be

scored by the procedure of Draize™. :

EHL 830120
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3.

to the salipe moistened ma erfal that have

{irritation evident on the third day after exzposure
will be obeerved for signs of irritation on the
seventh and (if irritation is still present)
fourteenth days after dosing or until conditions in
section 2.9.3 are met. The observation period for
these sites may be extended {f the presence of a
scab precludes determination of whether scarring has
occurred.

2.9.3 Exposure to the test materisl resultiang in
ulceration, scarring, OF subepidermal necrosis will
be considered evidence of corrosion. If amy of
these effects are observed on & site, the material
will be considered corrosive to that site and no
further observations will be conducted ou that
site. If such effects cccur in at least three dry
sites, the test material will be.considered a {(DOT}
corrosive material and no further observations will
be conducted on those sites. 1f such effects occcur
in st least three soistened sites, the material will
be considered corrosive under moistened conditions
and no further observations will be conducted on
those sites.

2.9.4 Signs of systemic intoxication will be recorded if
noted.

Report: The report will include: Species and strain of animals

used, body weight range on the day of exposure, dose and
condition of the test material, methodology, a description of
corrosive resctions or a statement that such reactions were not
observed in the sites exposed to the dry material, irritation
scores and (if any) other dermal reactions recorded in the sites
exposed to the moistened test material, and 1f noted, signs of
systemic intoxication. :




Records: The p
study will be maint

Referengéz 1praize eﬁ il,!fk 44)  
82: 377-390. ‘ -

General Information: The testiﬁslﬁaciliéykid t§g1533ireﬁﬁghzﬁi
Health Laboratory, Momsanto Company, 645 South Newstead, St.
Louis, Missouri 63110. . -
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PRODUCT NAME(S]
 Paranitrophenol (PHP) ~ -
CP NO. m Aﬁmm nm. NO,
5442 , ma»&z-? .
SAMPLE SIZE - PUMITY

500 g - 9&.53: . K oiscanc O return

e L. CHEH%CAL AND PHYSICAL PROPERTIES |

STRUCTURAL FORMULA {COMPOSITION OF MIXTURE)

- B
o
NO,,
EMPIRICAL FORMULA MOLECULAR WEIGHT COLORPHYSICAL STATE.
CeHsNO3 - ' 139 slightly vellow granules
MELTING POINT SOILING POINT VAPOR PRESSURE SPECIFIC GRAVITY
113-29¢ ) -- t
SOLUBILITY: WATER ORGANIC SOLVENTS (SPECIFY) OTHER
Moderately soluble alcohol, chloroform
PHYSICAL/CHEMICAL HAZARDS R
- O FLAMMASLE o uns?am.e TO LIGHT 0 roLvmERIZES READILY [ N0 SPECIAL PRECAUTIONS
0 expLosive 0 unsTasLE TO HEAT { wveroscosic . O ovrer (seeciFy)
#D OXiDlZiR ) 'i [ unsTABLE TO wA'rsaf 3 reacTs wiTe '

OTHER PRREDIE indetinitely at B0°F. 'Store in a cool, dry area 60-80°F.

o fii. TOXICITY INFORMATION

ORAL L.Dgg
DERMAL LDgG e

E% ——n0 QNFOMATI“DN Avmu\m.s

e . Lo seE ATTachment
D COvVRSINE oTHER mmw,

EVE IRRITATION 5 . o . -
SKIN IRRITATION _CoYypsLue (24 howun &fzﬁb« >
SINGLE VAPOR INHALATION e
ML-82- 131
V. DOCUMENTATION

COMPOSITION & PURITY e ! ; METHOD OF SYNTHESIS

Bl stateo asove e f : [ seE ATTACHMENT #
[ seE ATTACHMENT R STAFF TQXICOLOGY FILE
B srarr ToxicoLoay FILE "y BN B oremaTing cO. FiLE

e

SUBMITTED BY: Mﬂ CONTACT:
(MName, Loggtion, Phons Mo, D‘ta) : Qm tocstion; Fane Ne.. Datay
' a?h o
-Ed Suba - C2SL - 4-3095 9/29/83 | Rashai Mair -

| V. EHL USE

STUDY NUMBER(S)

WHITE COPY~LABORATORY COPY| YELLOW
Q-J0T7R(AEY. 1/80 . . o





