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REGISTERED MAIL

Document Control Officer (75-790)
Room L-100

Office of Toxic Substances

U.S. Environmental Protection Agency 56—
401 K 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. 84
The rule deals with the addition of certain pesticide inert
ingredients to the 1ist requiring reporting under 40 CFR 716, MHealth
and Safety Data Reporting.

Attachment 1 Tists 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 financial compensation provisions of Section 3 of FIFRA.
We do not waive any rights to such compeasation with this submission.

Sincerely,

J. R. Condray
Director, Regulatory Manag




Chemical

Diphenyl Oxide
1-Methoxy-2~Propane
p-nitrophenol

Dimethyl formamide
o-Benzyl-p-chlerophenol
Triethanolamine

101-84-8
107-98-2
100-02-7
68-12-2

120-32-1
102-71-6




101-84-8
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. Acute Dermal 1 ity
. Acute Rye Irri&am .

Primery Skia Irritaties
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ED-88-65 Prisary Dermal Irzitatien Study im Rabbits
(4-Hour Ezposure/Sesi-Occlusive Covering)
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101-84~8
CAS Humber

Monssnte ST Nusber

BN-79-204% Toxicity of Therminol VPI to the freshwater
alga Selepastrum capricornutum

AB-79-205% Acute Toxicity of Therminol VPI to Rainbow
Trout (Salso geirdneri)

AB-79-206% Acute Toxicity of Therminol VPI to Daphn

SR-86-624% Evalustion of the Potemtiasl of Thermimel VP-1
to Induce Umscheduled DA Svothesis in Primary
Rat Hepatocyte Cultures

BD-86-378% Range-Finding Study to Evsluste the Tomicity of
Therminol VP-1 Heat Tremsfer Fluid im the
Pregnast Rat

BD-86-379% Developmental Tomicity Study is Rats with

Therminel VP-1 Heat Tramefer Fluid

ML-84-0196% Three-sonth Inbelaticn Studu of Therminel VP-1
in Bats
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BN-77-126
HL-82-131-A
ML-82-131-B
ML-82-131-C
ML-82-131-D
HL-82-242

ML-83-067

#Indicates a2 study of & mixture

Skin Absorpticm MLD (Babbits)

%:ai iDsg in Rats
um Lethsl Oral Dose for Rabbits
Tamici%:y by Skin Abserptien in
§kin Irritatiom im Rabbits
Eve Izritatiocn in Rabbits

hAcute (96-Hour) Texmicity to Bluegill

Acute Oral Tomicity te Rats
fAcute Dermal Toxicity to Rabbits
Primary Eve Irzitation te Rabbits
Primary Skis Irritation to Rabbits

Subacute Dust Inbalation Texicity Study im Rats
Primsry Skin Irzit and Department of

Trassportation (DOT) Skin Correeivity Test in
Rabbits




Is the study ea & mizture? m
Study Number: ML88-0372

Scudy leme: -month oral toxicity in rats

Dace Sctudy Iaicieted: ovember 1988

Puspese: In compliance with Section 4 Test Rule

Date te be Cellectad: -

Estimated Completien: August 1989

Heme and sddress of laboratesy cenducting etudy.

Monsanto Company
Environmental Health Laboratory
645 §. Newstead

St. Louis, MO 63110
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SUMMARY

One-half gram of p-nitrophenol was applied to each of twe
intact and two abraded sites on each of six albino
rabbits. Scarring had occurred on at least one exposed
site of four of these animals by the fourteenth day after
exposure. Some signs of dermal irritation were still
evident in one of the two remaining rabbits on the
twenty-first day after exposure, at which time the study
was terminated. The skin of the sixth animal had regained
a normal appearance by the seventh day after test material
administration.

EXPERIMENTAL

p-Nitrophenol, lot AC PN 04 093, received as a yellow
granular solid, was topically applied to albino rabbits to
assess potential skin irritation resulting from dermal
contact with the product. 8ix (6) young adult New Zealand
White rabbits (Isf: (N2W), Isaacs' Rabbitry, Litchfield,
Illinois) weighing 2.49-2.95 kilograms on the day of
exposure were randomly assigned to this study. Each
animal was identified by ear tag and bar coded cage card.
The skin on the dorsal surface of each animal was shaved
with an electric clipper prior to the administration of
the test material. A mass of 0.5 + .007 grams of the test
material, moistened with physioclogical saline, was applied
to each of two intact and two abraded sites on each
animal. The abrasions, made with a hypodermic needle,
were sufficiently deep to penetrate the stratum corneum,
but not deep enough to produce bleeding. The test
material was applied to the skin under one inch sguare
gauze patches and held in contact with the skin by means
of an occlusive wrap of latex rubber secured by bandaging
and elastic tape. The occlusive wrap and gauze patches
were removed after approximately 24 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. The initial (day one) observation for
skin iTritation was made approximately one hour after the
removal of the wrappings. Dermal irritation was scored by
the method of Draize (1944), and results were recorded on
the first, third, and seventh days after topical
application., Additional observations for signs of
irritation in individual animals were conducted as
outlined in Table 1,

EHL 820091
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RESULTS AND DISCUSSION

The daily individual Draize scores and additional clinical
observations for the six rabbits are summarized in

Table 1. By the first day after test material
administration, the skin on all four treated sites of all
six animals was stained yellow. In numerous instances,
this staining made assessment of erythema difficult.
Examinations during which such difficulties were
encountered are footnoted in Table 1. By the seventh day
after exposure, scabbing had occurred on at least one
exposed site of each of five rabbits. 1In four of these
animals, scarring had occurred on at least one site by the
fourteenth day after dosing. 1In three of these four
animals, dark brown discoloration of the skin on at least
one site had also occurred prior to observation of scabs
or scars. In the remaining rabbit that had scabs by the
seventh day after exposure, the skin on both affected
sites was thickened by day fourteen. This effect
subsequently subsided, but neither of these two sites had
regained a normal appearance by the termination of the
study.

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. Exp. 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.
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The protocol was signed by ‘the s
August 4, 1982, ‘

The in vivo portion of this stuﬁy was initiateﬂ on
August 17, 1982, and ccmpl@ted on S&pteab$z 7, 1982,

Daily observations for mortality, while not required by
protocol, were conducted and data were recorded on the
fourth, fifth, eleventh, tweifth, eighteenth, nineteeath,
and twentieth days after exposure.

The stated purity of the test‘@ate:ial was 99.5%. It has
also been stated to be stable indefinitely at 80 degrees F.

lc/4805a-3
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p-Nitrophenol:
Individaal Irritation SGQras

Primary Skin Izrita:ion to R&bbits‘

{Table 1 - Cont.)

EHL 820081
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Animal  Period ___ ERYTHEMA

Number (Days) RFI LBI LFA  RBA

01M01 1 2a 2a 2a 2a 4 4 4 4
01M02 1 2a 2a 2a 4a 4 2 4 4
01MO03 1 2a 2a 2a 2a 4 4 4 4
01F01 1 2a 2a 28 2a 4 4 4 4
01F02 1 2a 2a 2a 2a 4 4 4 4
01F03 1 2a 2a 2a 4a 4 4 4 4
01M01 3 2a 2a 4a,b 2a 1 0 4 4
01M02 3 2a 2a 2a 4a,b 2 0 0 3
01M03 3 2a 2a 2a 2a o 0 0 1]
01FO1 3 2a 2a 2a  2a 0 0 o 0
01F02 3 2a 2a 2a 2a 0 0 4 4
01F03 3 4a,b 2a 2a 4a,b 4 0 0 2
01M01 7 4c,d 1a,d 4c,d 2a,d g o 0 0
01402 7 4c 0 2a,d  4c 0 0 1] 0
01M03 7 2a 2a 4c 4c 4] 0 0 0
01FP01 7 0 0 0 0 0 0 0 0
01F02 7 2a 2a 2a 4c 0 0 0 0
01lF03 7 4c 2a 4¢ 4c 0 0 0 0
01MO01 10 4c 1a,d 4c 2a 0 0 o 0
01M02 10 SCARS ON THE RFI, LFA, AND RBA SITE

01MO03 10 2a 2a 4¢c 4c 0 0 0 0
01P02 10 2a 2a 2a 4¢c 0 ) 0 0
01F03 10 4¢ 2a 4c 4¢ 0 0 0 0
01M01 14 SCARS ON THE RFI AND LPFA SITES

01M03 14 2a 2a 2a,e 2a,e @ 0 0 0
01F02 14 SCAR ON THE RBA SITE

01F03 14 SCARS ON THE RFI, RBA, AND LFA SITES




pnuittephenglF ?:<mary s&ia‘xrrita, on to R ‘bits
Iaéivldual Irritatien seozes

Period ER?T&EHA

Animal 7
Number  (Days) RFI LBI  LFA __ RBA

01M03 17 2a 2a 28a,e 2a,e

01MO3 21 oa ga la la 0
RFL - Right Front Intact Site LFA - Lelt Front Abraded Site
LBI - Left Back Intact Site RBA -~ Right Back Abraded Site

agskin stained yellow; degree of erythema difficult to assess,
bpark brown discoloration of the skin.
Cscab(s) evident.

dgpidermal desquamation.

€Thickened skin,

EHL 820091
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DMEH QUALITY

Study Number: 820091
ML-82-131

Protocol Amendments: None

Study Title: Primary Skin Irritation of p-¥itrophenol
to Rabbits

Communication of August 16, 19, 1982
Firndings: December 1, 1982
Quality Assurance S. M. Haag
Review Conducted by: C. K. Russell
Results: The Quality Assurance review indicates

the final revport accurately presents
the raw data as developed during the
study. There were no significant de-~
viations 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 Operat-
ing Procedures and study protocol.

Da
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PRODUCT NAME(S)

Para Nitrophenol
CP NO. TCHEM. Ansfmnn G, NO.
5442 ‘ IGQ«GZ-—?
SAMPLE SIZE PURITY _ ik - P Qm -
250 g 99.5 , E mscmm .o amau ‘ BEFORE mscaam

Ii. CHEMICAL ANﬁ FHY&CAL PRQPER?!ES

STRUCTURAL FORMULA (COMPOS!TION OF MIXTURE)

E EMPIRICAL FORMULA MOLECULAR WEIGHT ] % ?mwg; L STATE 1
CgHsNO3 138 slichtly yellow grarules
MELTING INT BOWL.ING POINT VASDR PRESSUSS SRECIFIC CRAWTY
112-27¢C - - =
SOLUBILITY: WATER ORGANIC SQLVENTS (SPECIFY) OTHER
moderately soluble aleohol, chloroform
PHYSICAL/CHEMICAL HAZARDS
O FLamMmaBLE £ UNSTABLE TO LIGKT O roLvymeErizES READILY 1 no spEcIAL PRECAUTIONS
O expLosive 0O unstasie To near O mvaroscosic O omuen (seeciFv;
O oxipizen 0 unsTasLE TO waTEs 0O reacTs Wit

OTHER PROPERTIES, SPECIAL REQU! REMENTE (SPECIFY})

Stable indefinitely at 80°F. Store in & cool, dry ares 60-80°F,
{8l TOXICITY INFORMATION

ORAL LDgg — 2 25 md&._g
DERMAL LDgp L1SCQ o

e O INFORMATION AVAILARLE

) ("C%@%"‘ SEE ATTACHMENT

EVE IRRITATION .aﬁa...m.nx atelno e DTHER {SPECIFY)
SKIN IRRITATION _ 8% mexs 16120
SINGLE VAPOR INHALATION =

¥-56-5¢6 Nt =65
V. DOCUMENTATION

COMPOSITION & PURITY METHOD OF SYNTHERS
O sratep asove [ sez aTvacsmenT
O seg aATTACHMENT B ervase roxicorcav rue
CksTaFF TOXICOLOGY FILE ﬁ OPERATING CO. FILE

SUBMITTED BY:
{Nams, L.ocation, Phons No., Date)

azﬁ%i&;,

Lyffia A. Suba - C2SL - 4-3095

STUDY NUMBER(S)

WHITE COPY—LABORATORY COPY; VELLOW COPY—DMEN F
G-3078 (REV. 1/80) :



