
ORIGINAL
TSCA NON-CONFIDENTIAL BUSINE-SS INFORMATION

DOCUMENT DESCRIPTION DOCUMENT CONTROL NUMBER DATE RECEIVED

SEHQ- q4; -1oOS3 119110000200

COMMENTS: COMMUN S (DECLASS)

DOIES NOT CONTAIN CBI



C35 IA1kG The Procter & Gamble CompanyNA Regulatory & Technical RelationsP&G One Procter & Gamble Plaza (C-6)Cincinnati, OH 45202www pg corn

U.S. EPA
Office of Pollution Prevention and Toxics ,

Document Control Office (7407M)
1200 Pennsylvania Ave., NW
Washington, DC 20460 7

Attn: TSCA Declassification Coordinator

Re: Declassification Activity-Health and Safety Filing

8EHQ-0892-1 0083 (EPA DON 88920008384)

Dear Sir/Madam:

The Procter & Gamble Company (P&G) provides this submission to amend the Public Display Version
of our submission pursuant to the TSCA Section 8(e) Compliance Audit Program (CAP) under terms of
CAP Agreement # 8ECAP-0003.

This amended submission is composed of the following:

(a) new information provided in this cover letter and its attachment(s); and
(b) the unaltered original submission which directly follows.

Any CBI substantiation which appears in the original submission is no longer applicable as the
information which was originally claimed CBI is disclosed in this revised submission.

Should you have any questions concerning this amended submission, please contact me at (513) 983-
2531 or froelicher.im @ Dq.com.

Sincerely,

THE PROCTER MBLE COMPANY

J~ie~roeliche
NA Regulatory & Technical Relations Manager
The Procter & Gamble Company
One Procter & Gamble Plaza
Cincinnati, OH 45202

froelicher.im @ Dc.com 8 9 1 1 0 0 002 0 0

8EHQ-0892- 10083 Page 1 of 2
EPA DCN 88920008384



Attachment 1

Public Display Version

Chemical Igdtity CAS RN

Dodecanediperoxoic acid 66280-55-5

Benzenesulf onic acid, 0 10- 1 6-alkyl derivatives 68584-22-5

2,6-Pyridinedicarboxylic acid 499-83-2

Magnesium sulfate

Sodium sulfate

Water

8EHQ-0892- 10083 Page 2 of 2
EPA DCN 88920008384
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August 20, 21992

Doculment Procssing Center (TS-790) ? 4q
Of fice of Toxic Substances I$7~.w)3 i r
Mnvironmental Protection AgencyBU ? 00 9
401 M t., S.W. 6 Z 0 17
vashington, D.C. 20460

Attn: Section 8(e) Coordinator (CAP Agreement)

This submission is being made pursuant to the TSCA Section $(e) Compliance Audit
Program and the terms of CAP Agreement # OECAP-00 03. This report discharges our
Company obligation to report the attached data under TSCA Section 8 (e). The tiling of
the*e studies does not indicate that ye agree that "substantial risk" exists. We are
following the agenoy's guidance and the terms of the CAP agreement, but we expressly
disclaim that the filings reflect a decision that these materials pose any significant
human or environmental safety risks.

The material identified in the attached report as P1947 is a confidential mixture. The
composition of the mixture is appended as Attachment 1. The report is titled NAcuts
Oral Corrosivity Study Final Report". Any correspondence relating to this submission
should reference study # 1294-30879.

The attached study report indicates intragastric administration of 5.0 mi/kg of the
test material resulted in pharmacotoxic signs including restless behavior and a
temporary balance deficit, and an extremely slow to delayed onset of single. The acute
LDO was not determined in this study.

We do not believe findings in this report reasonably support a conclusion of
substantial risk to human health or the environment. Nevertheless, we are submitting
this report to discharge any potential 11iAblty- nder TS Section St.*)

To our knowledge, this report has not been the subject of a prior submission to EPA
under the provisions of TSCA.

The specific chemical constituents and percentage composition of this mixture is
claimed as confidential business informtation. A sanitized version of this submission
containing generic chemical name has been included as part of this submission.
Answers to the seven questions required to substantiate this claim of confidentiality
are provided below:

1. Confidentiality of the chemical constituents and their percentages should be
maintained indefinitely. There are no plans for this information to be otherwise
disclosed, and this technology has significant comrcial value.

2. To our knowledge, there have been no government confidentiality determinations
mAde for this mixture.

3. The specific chemical identity and exact proportions of the constituents of this
mixture have not been disclosed outside the Company#. There are no plans to
disclose publicly the exact composition of this mixture at any time in the
future.



Phmat

4. Measures for protection of the compositional information include "need to knowN
internal restriction within the Company. An internal code is used to protect the
identity of the material. Information is maintained in locked files. Employees
leaving the Company are contractually bound not to disclose Company secrets.

5. The exact corposition of this mixture has not appeared in advertising or
promotional literature, MSD sheets, any publications or any other media available
to the general public or competitors.

6. Disclosure of the information claimed as CBI would result in substantial harm to
the Company's competitive position. This formula provides an important
coimmercial opportunity for a competitor. Knowledge of the exact composition of
this mixture could enable a competitor to duplicate the formula without R&D cost,
thus providing an unfair competitive disadvantage to the Procter & Gamble
Company. Development of this formula required many technically trained
personnel, hundreds of hours~ of research and development, and significant capital
investment valued in aggregate at . Any competitor
would normally be required to make a similar investment to duplicate the formula.
Disclosure of this information would allow a competitor to duplicate the formula
without incurring significant R&D costs, thus doing substantial harm to our
competitive position.

7. The information we have identified as confidential is not health or safety data.

Any questions concerning this submission, may be directed to me at (513) 627-5551.

Sincerely,

fHi >ROCTER ANDj GAIqDLE COMPANY

Richard H. Hall, Ph.D.
Manager
Regulatory &Government Affairs
The Procter &Gamble Company



* Attachment I

Public Display Copy

06rivitissod organic acid

Magnesium sulfate

Sodium sulfate

Alkyl benzene sulfonic acid

Organic acid

Water
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ACUTE ORAI CORROSIVITY STUDY FINAL REPORT

Date 4-5-85

Page 1 of 3

Sponsor: The Procter & Gamble Company, Cincinnati, Ohio
Testi Request: STUDY # H85006C

'PSIN IP1947

DRD IBTS-3231

DATE 3-4-85

Test Substance: # P1947. Physical Form Liquid with suspended
so ils

Color -White, Opaque Expiration Date 5-1-85

Refer to Sponsor for further stability and characterization data.

Control Substance: (Distilled water when called for in Protocol)

Study Dates: Initiation 3-21-85 Completion t-4-85

Quality Assurance: Last inspection .2-14-85 -Reported On 3-5-85

Objective and procedures as stated in Grady Investments, Inc.

Protocol Number 3. Acute oral Corrosivity Study dated March 1. 1985

Protocol Changes None

methods and descriptions are contained in protocol above and Grady Investments,
Inc. Standard Operating Procedures.

Special Comments None Reviewed and Accepted by PS&DDIP&Rs

Storage Locat iovs: Piaa neta
Test Substances are returned to th~ Procter 4 Gabe Company un
otherwise indicated.

The Final Report and all raw data are sent to the Procter & Gamble Company.

A copy of the Final Report is retained at Grady Investments, Inc.

Personnel involved (GII): D. R. Nelson, D.V.M. Study Director

________________________Technician

3. Blehr Secretary

The Study Director performs the actual dosing and supervises the observations
and recording performed by the technician and the Study Director.



Final Report -Acute Oral Corrosivity Study H85006C Page 2 of 3
Revised Page

Test System:

4 Purebred Beagle Dogs ( 2 M. 2 F), approximately
23-30 months old, weighing between 7.5 and 9.5 kilograms

obtained from HR LRX :~ad identified-by:

tattoo, (coll1ar Stag and cage number.

All *dogs were fasted approximately 16 hou~rs and deprived of water
approximately 3 hours prior to dosing.
Dosing was performed by gavage _using the test material
P1947 (5.0 ml/kg) one dose per dog according to protocol

over a period of 3 minutes 15 seconds

All observations and other data are recorded on A.O.C. Appendix 11.

SUMMARY

Test Total
Substance Onset of Number of

Dose Dog I Wt.(kg) Sex Emesis Emeses Remarks
P1947 8467 7.50 H 00:10-21 3 Shaking head, inspiratory

stridor, restless behavior,
slinging of test substance.

P1947 8494 9.50 F 00:41-42 S Temporary balance deficit,
(5 mi/kg) restless behavior, urina-

tion.

Spare 8437 9.25 M -

Spare 8338 - F -- Had a seizure and was
declared unfit for use in
this study.

Discussion and Analysis:

Beagle dogs, I male and 1 female, were dosed by gavage with test sub-
stance P1947 at a dose rate of 5.0 mlfkg. Dog #8467 had an extremely slow
onset of emnesis (10 minutes, 21 seconds) and a small number of emetic responses
(3 emeses) . Dog #8494 had a delayed onset of emesis, (41 minutes, 42 seconds)
and a small number of emetic responses (5 emeses) . The fecal material and
the dogs were within the limits of normal for the remainder of the study.

On Day 1, gastroscopic findings of both dogs were marginally abnormal.
Dog #8467 had a few scattered petechial hemorrhages in the greater curvature
of the fundus. Dog 18494 had a generalized increase in hyperemia in the
following areas: the greater curvature of the fundus, the lesser curvature
of the fundus, the pyloric antrum, and the pyloric canal. The dog also had
a large volume of white foam and mucus obstructing the view of a large

portion of the fundic mucosa.



Final Report -Acute Oral Corrosivity Study H85006C Page 3 of 3

Discussion and Analysis: (Continued)

On Day 7 and 8, one dog had normal gastroscopic findings and one dog

had marginally abnormal gastroscopic findings. Dog #8467 was not properly

fasted for gastroscopic examination on Day 7, and endoscopy was repeated on

Day 8 to find that the dog was normal. Dog #8494 had a few scattered

petechial hemorrhages in the proximal portion of the greater curvature of

the fundus.

On Day 14, Do g #8494 had normal gastroscopic findings.

Conclusions:

Test substance P1947 as dosed was a mild emetic sublstance. Mild

gastric lesions resolved in 7-14 days.

'Attachments:

Test Request (1)
Protocol (1)
Protocol Deviation (1)
Animal Selection Sheet (1)
AOC App. II Page 1 (1)
AOC App. II Page 2 (1) -

Gastroscopic Examination Report (10)
Raw Data Sheets (13)

~O/ ~ _ ______

D. R. NELSON, D.V.M. PATE

-- 1.- -7 77"M



Retention L jzlt: 3c-dsr.onr
R1MrST FOR ACUTE! ORMl CCpMnN1STT S11.W

Sponsor The Procter Gamible Comany Std 0 H85006C

Testing facility: Grady InvestawitS. Inc. TI 14
9211 Winton Road DRDo 0 TS-3231
Cinciawati. ON 45231

Date 3/4/85

This is to rathorize you to carry out an Acute Oral Cori-ouivity Study according to Grady Investumnts.
In. Protocol 03t Issue Dae Mqarch 1, 1985 .3i letter should be considered a part Of the
protocol for this study and included in 40,;Za r~t

Notice: This study probably - CQ will be submitted to the following regulatory agencylies)_____

Swill not be submtted to. any agency.

Test substance(s): Number Physicl I____--rlo

P1947 liquid v/suspended solids white, opaque

Sample expiration date: 5/1/85 (stability testing will be done by the Sponsor)

Storage Conditions: @Ro o Tamerature (60-8d'r.) QOthar:
r Hazards: Nocne Xnown: Take ordinar precautions in handling.

rSpecial Inztnutons: None QAs folowsj:

CaePeaain (chec appropriate boa)

SDane tkiluted

C] Dose as a ___S(0 wi; C3 w/w) solution/suspension prepared fresh daily. Vehicle ____

C] Solutionl/suspension is Stable tor day's dosing.
SIf dosing of solution/suspension is not coapeted within __hours of preparation. or prpr a
new solutIon./suspensiOn.

oDose per special instructions (above).

Dase Administration:

0 by suth: ud. or M.

SIntj-agastric: (Comlete onlyonspc)
Liid substance: 5.0 el of test solution/kg of body wight.
Solid or Granular substance: ____cc test substance/kg of body weiSit.
(Prepare solutioa/suspension J(Density of test substance Is: _ Woe.]

as described in Dose Prep.) (if kn1own)

go text substance/kg of body wid.

Study Requested by: K. W. Killer 77(iL
(Sponsor' Divisional TosicologiA)

Sponsor's Liaison: J:; 004 rDte: 3/4/85
Proposed Starting Date: _________________

Proposed Completion Date*- ___________ _ (to be completed by time Teat
Date Final Report Available: /.-A kr Facility Ku(Ag" t

Study Director: C. Date: 3 - Ivr 3 A0-

Reie 03/01/M
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GRADY INIVESTMENTS, INC. PROTOCOL NO. 3

ACUTE ORAL CORROSIVITY STUDY

Issue Date: arh1, 1985
Supercedes Issue Dated: July 26, 1984

Sponsor: The Procter & Gam~ble Ccoapany
Cincinnati, OH

Testing Facility: Grady InVeStments, IMc.
9211 Winton !1oad
Cincinnati, CH 45231

Purpose: To determine the oral toxicity and the corrosive
properties of a test substance on the oral cavity,
esophagus and stomach in dogs.

Notice: The stipulations of this protocol are to be
implemented in conformance with Good Laboratory
Practice Regulations (21 CFR, Part 58) for non-
clinical laboratory studies.

Justification for Dogs are chosen because they are an emetic species
Selection of~ Test System: and their emetic response is similar to huans; dogs

are the ideal size for endoscopy; any gross lesions
at necropsy can bp demonstrated and photograph~ed;
and the range of the weights of the dogs comare to
weights of small children.

Route of~ Administration. The test substance is given by gavage or pe s.
of Test Substance:

Reason for Choice: The test substance is administered orally to
simulate accidental humoan exposure.

Diet Analysis Required: None (no known contaminants expected which would
interfere with this studty).

Water Analysis Required: None (no known contaminants expected which would
interfere with this study).

Records to be Maintained: All records that would be required to reconstruct
the study and demonstrate adherence to Protocol.
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GRADY INVESThME1TS, INC. PROTrOCOL NO. 3 (cont.).

ACUTE ORAL. CORRCSIVITY STUDY

Issue Date: March 1, 1985

Animals: Beagle dogs, two (2) per test group.

Animal Selection: One male a" one female pure-bred beagle dog,
approximately eight months to five years Of aSe,
will be selected from the acute colony as test
animals for each material tested. In addition, one
male and one female dog will be selected to serve S3
replacements for the test animals in cases or
illness of the test dogs on the day of dosing and in
cases of misdosing or inappropriate dosing. Each
animal will be selected for this study according to
the follwing criteria:

a. The animal has not been dosed on any study or
has been scoped and observed normal for at least
two weeks previously.

b. The animal appears and behaves normally.
c. The animal is not a chronic vomiter either

spontaneously or during routine water dosing
(performed approximately every two months Using
20 ml distilled H20 per dog). (Note: Purpose
Of .this procedure is to determine whether
mechanical stimulus induces emesis. 3

d. The pretest (1) blood urea nitrogen (BUN) and
(2) serum glutarnic-pyruvic transferase (SOFT) or
alanine amino-tranisferase (ALT) analyses for
that dog are within the normal limits.

e. The animal has not been previously used for more
than 12 dosings3.

f. Animals are judged to be normal In pre-test
r endoscopic examination conducted 2 to 3 days

prior to dosing.

Animal Care and Diet: Follow the approved Standard Operating Procedures Of
the Test Facility.

Envirornmental Conditions: Follow the approved Standard Operating Procedures Of
the Test Facility.

Animal Identification: Follow the approved Standard Operating Procedures Of
the Test Facility.

77 4
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GRADY INVESIVENTS, INC. PROTO COL NO. 3 (ent.)

ACUTE ORAL CORROSIVITY STUDY

-- Issue Date: March 1, 1985

Dose Preparation: The calculations involved in the preparation of any
solution land to determine dose will be recorded
per-manently on the dose calculation sheet. This is
Included in the final report as Appendix 1. For all
calculations, the weight of dog is the fasted body
weight.

A. Pry Granular Material

1. Preparation of Dose Per Os.

A 5.0 cc volume of test material will be packed tightly Into a
cut-off syringe. The test material will then be dosed to the
dog.

2. Determination of Dose Per Gavage
(Administered as a Slurr-y)
To prepare a slurry of test material, the test material is
analytically weighed and transferred to a graduated cylinder.
Then, sufficient water is added to obtain the dosing
solution/suspension concentration that is specified on the test
request form. The slurry will then be carefully mixed prior to
its Use.

(a) Dose expressed in "cckg4

If the dose of the dry granular material is given in
"cc/kg", the density of the granular material needs to be
determined if not stated on the test request form. The
density, also known as a "g/cc" measurement, is obtained
by analytically weighing a known amount of the test
material (at least 41 g) and transferring this material
into a graduated cylinder. Record the weight Qg1 of test
material. The test material then will be packed tightly
and the volume (cc) of the test material will be
recorded. The density has now been determined.

Equation: "ml", =(dose) x [density of material] x [weight of dog)
LCOnC. Of slurryj

Units: ",l. [cg ~ x [/cc] x (kg)

Example: dose 2.5 cc/kg
conc. of slurry = 40% w/v z 410 g/100 ml 41 g/10 ml
density = 4 g/9 cc O .44J g/c
weight of dog z 10 kg

Thus, (2.5 cc/kgl xO[0.44 g/cc(l x 10 kg) 27.5 al

A 10 kg dog will receive 27.5 ml of a '10% wfv slurry of test material.
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GRAY INVES7MENTS, INC. PROTOCOL NO.'3 (cont.)

ACUTE ORAL CORRSIVTTY SnWD

Issue Date: March 1, 1985

t(b) Dose expressed in 'g/kg"
If the dose of the dry granular material is given in
"gfkg", the following calculation is used to determine how
much test material to administer.

Equation: "ml" -- [os]ry x [weight of dog]

Units: "mY" x Ikg)

Example: dose =1.0 g/kg
conc. of slurry z 40% w/v z 40 g/100 ml

= A g/1O Ml
weight of dog = 10 kg

Thus, 9.~k X 110 kgl z 25.0 al

A 10 kgdog will receive 25.0Oml ofa 40% W/Vslurry of

test material.

B. Liquid Test Material

1. Preparation of Dose Per 0s.

A 15.0 ml volume of undiluted liquid test material will be
measured into a syringe. The test material will then be dosed
to the dog.

2. Determination of Dose Per Gavage

The volume of liquid test material to be used for dosing each
dog will be calculated from the following equation:

Equation: "ml" =(dose] x [weight of dog]

Units: "ml" =(ml/kgJ x (kg)

Exam2ple: dose =1.0 mi/kg
weight of dog 10-~ kg

Thus, [1.0 mi/kg) x [10 kg] = 10.0 al

A 10 kg dog will receive 10.0 ml of the liquid test
mterial.



ItPROCTER£ GA.M&.I COMFhJ.V

Page 5 of 13

GRADY INESIh-NS, INC. PROTOCOL NO. 3 (cont.)

ACUTE ORAL C0RROIIT STUDY

Issue Date: March 1, 1985

Procedures: Administration of Test Material

A. Per O.

The test material (5.0 cc granular material or
5.0 ml of liquid material) will be injected by a
syringe over the base of the tongue into the
posterior portion of the mouth. Then,-the mouth
will be held closed until the material is
swallowed,

B. Gavage

The test material will be administered to the
dogs by a syringe attached to a stomach tube
previously passed into the stomach. The stomach
tube will be flushed itmediately with water from
a second syringe at a volume equivalent to the
volume of the stomach tube to ensure that the
entire dose of test material is delivered. The
stomach tube will then be removed and the dog
will be returned to the cage for observation.

Observations: After dosing, all dogs will be continuously observed
for a period of at least one hour if eMe31s does not
occur, or until 30 minutes have elapsed after the
last emesis. The times of retching, diarrhea and
emesis will be recorded. The animals Will also be
ctserved and recorded for gross behavioral changes
and a bnormal response. Any unusual or unexpected
responses will be reported immiediately by telephone
to the Sponsor Liaison or the Principal Investigator
if the Sponsor Liaison is not available. After the
initial continuous observation period, the cages
housing the dogs will be rinsed completely and
additional observations will be made every 20-30
minutes over a period of 14 hours.- The dogs will be
allowed access to water 14 hours after dosing. In
addition to observations On the first day (defined
as Day 0 of the study), the animals will be observed
at least once daily for evidence of emesis,
diarrhea, gross behavioral changes and signs of
systemic toxicity. These daily observations will be
conducted and recorded until the animal is judged to
be normal by gross observation and endoscopic
examination.
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GRAJDY INVES-IENTS, INC. PRCTOCOL NO. 3 (cont.)

ACUTE ORAL CORRSIVITY STUDY

Issue Date: March 1, 1985

Endogic Examination - Gastroscopic examinations
WIT performe~d onill animals 2 to 3 days prior
to dosing, on the day following dosing, and on days
7, 141, 21, and 28 after dosing until the animal i3
judged to be normal. All animals will be fasted
from food after dosing until the first gastroscopic
examination is com~pleted. In addition, water will
be removed 2-4J hours prior to the gastroscoplo
examination. In ell the other examinations, the
animals will be deprived of food overnight and water
for 2-4 hours.

Prior to endoscoping, the animals will be
anesthetized wi th an intravenous injection of sodium
thianylal (Biotalq-. After the animal is
anesthetized, it will be placed in the left lateral
recumbent position and a visual examination of the
oral cavity will be performed. Then the esophagus
and stomnach of the animal will be endoscoped
(Olympus Model G.I.F. Gastroscope). All
observations will be recorded.

In the event that an animal dies during the study,
the Sponsor's Liaison should be contacted
immiediately by the Study Director. If -the Sponsor's
Liaison cannot be reached, the Divisional
Toxicologist should be contacted. The Sponsor's
Liaison, or the Divisional Toxicologist, will inform
the Study Director what further action is to be
taken.

Protocol Changes: If, after a study is underway, it becomes necessary
to change the approved protocol, verbal agreement to
make this change should be made between the Study
Director end the Sponsor Liaison or Sponsor's
Divisional Toxicologist. As soon as practical, this
change and the reasons for it should be put in
writing and signed by both the Study Director and
the Sponsor's Divisional Toxicologist or Liaison.
This document is then attached to the request
document as an addendu.
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GRALY INVES-hENTS, INC. PROTOCOL NO. 3 (cont.)

ACUTE ORAL CORR~iIVM~ STUDY

Issue Date: March 1, 1985

Reportt 'Report dates of study initiation and termination.
Report all date regarding dose solution and
preparation and individual dose level. The report
should also include a summary of gross observations
and a transcription of the raw data. Report results
of the visual and endoscopic observations including
any unusual or unexpected responses. This report
shall conform to all requirements outlined in
Section 58.185, Subpart J, Good Laboratory Practices

regulations.

Study Director: 4.k Idr~i Date: 3__ ___ ___

Grady Investments, Ind.

Signature: 7 Date:___________
PSUDL) Ljisco

Signature: Date: _________

MAMUD Liaisonn~

/J33- 1e-.r~.- --

~W37-55I
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ACUTE ORAL CORROSIVITY TESTING kcm

CALCULATIONS FOR GRANULAR TEST MATERIAL SLURRY

PROJECT 0_________________ TEST MATERIAL

1. Test Matenial slurry for calcutatkni __________% wfy

A. 'Weight oattest material g(W 1) - -cV1  Volume of te" matenial int graduated cylinder

*Weights for different contcentratin of slurry (wv):1'10% 25% I 40%

W, ig 2.5g9 4 9

8 Sufficient amount of distilled water ______ml added to make 0 ml (V2) 'total volume of slurry in

graduated cylinder

........ ..................... .......................................

It. Test Material Slurry for Dosing A% wN

ATotal volume needed ( - multiples of 10) - IN__________m
B Amount of test material - (same multiple) - -___ (Wj)=___

C. Put test material weihed out in graduated beaker and add distilled water slowly with stirring to total volume

....... ....... ..... ...................................................- ......

IlDo" Raft

A. If stated in cc at test material per kg:

Do"e
Rate of Toot Slurry Slurry

Malerial Concentration Dose ftat

X 10 m! ik
kg cc(V1)

1B If stateding otest material per kg:

Rate of Tea Slurry Slurry
Material Concentration Dose Rat

___0_ml mllig

kg g(W,)

Calculated by Date

Examined by Date_______________
Typed copy examined by Date__ _____________
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ACUTE ORAL CORAOSIVITY DOSING AND MONITORING PXA

STUDY * __ _ _ __ _ _ TEST SUBSTANCE _ _ _ _ _ __WARD - DOSE DATE Page___I

WATER REMOVED______ AND DOGS FASTED______ SYRINGE SIZE.

O"u Raw.
I. Liquid - Use micg or as othervise stated on Teot Reques
11. Granular or Solid Material (1) as a W V Slurry - Use mI/kg from calcutlation 111. A or 8

(2) as othierwise stated on Test Request
ADMINISTRATION: BY GAVAGE ____ _BY MO0UTH ______OTHER

Dogo - Cage# - sex - IDo# C41g9 * SOX ___

WI (kg) Dose Rate' DOSE W1 (kg) Dose Rate' DOSE
Do se"Tire Dose Time._______
DEFECATION OTHER RETCH VOMIT DEFECATIONOGTHER RETCH VOMIT

Oesrlpt" Abbreviationsl will be added beflid V*l timre as icl.
Feme arnd or SS - Blood streaked, small amounts of flecks of blood
vcnrtws of - Blood intermediate increased areas of bloody discooato (up lo ore*iell

BL - Blood Large almost anl blood of bloody discoloraion
Defection: N - Normal F - FluA T Test nmteia Inlc

(0) S - Sot M - Mi

Dosed by Daoe__________ _____

Obsefved by Da ________________

Euamed by Dafte______________

Typed copy examnined by Dame___________________

Rev. 10/4

7 ~ -. - - - - -
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DEFECATION 'OThER AETCH vOMrT DEFECATION OTHER RETCH VOMI
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ACUTE ORAL CORROSIVITY FORM A OC APwdm

CONTINUATION SHEETPs2

PmfOcf Test Miateiial

Date of Dosing

DOG ______Ward- DOG U_____ Ward .

N A.N. No Abnormalities Noted

Plev. 108S4
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ANIMAL SELECTION

STUDY~ _______ TEST SUBSTANCE _ _______DOSE DATE________
L

The followng animals appear normal and are selected as test animals for this study:

Fasted Weight Tim., Ago' prete
Do Sex Day of Study Ward Last Uage Used Source (mo. BWood

The following animals appear normal and are selected as spares (in event an animal cannot be used from teabove selection or U
-extra animals are needed on the study):

Faste Weight Times Age Prest
Dg# Sex Day of Study Ward Last Usage Used Sou-.co ("WL Blod

Selection by Do% ______________

*Examined by D at _ _ _ _ __ _ _ _ _

if unable to use selected animals for dosing. reason for using spare(s) is as fo~ows:

Sw" Cla

Typed Copy Examined By

CA 144
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GRADY INVESTMENTS INC,

GASTROSCOPIC EXAMINATION REPORT

Projet
Test Substance __________

Date Dosed
Date Scoped

DogE Study day
Sex ______Ward # _____

Hunmer of
PktumObservations

Ora CAvfr

Esophagus:

Stmc:.

Hf pictures are taken, 2 pictures of the identification black at the top left of this page will be taken after the pictures
of the gastrointestinal tract are completed for each dog.

Transcribed by Date_________

Examined by Dale______ _______

Typed Copy Examirned by Date

Gil 12JI1 (rev.)



PROTOCOL DEVIATION IN

STUDY H85006C

Date: 3-28-85

Gastroscopic examination for dog #8467 was performed

on Day 8, because the dog was not fasted on Day 7.

D. R. NELSON, O.V.M. DATE



a

ANIMAL SELECTION

STD~ H506CTEST SUBSTANCE P97DOSE DATE 3-21-85

The following animals appear normal and are selected as test animals for this study-

Fasted Weight Times Age Pretest
Dogj # Sex Day of Study Word Last Usage Used Source (Mo.) Blood

8467 X4 7. 5 kg 7 -0 N. E.Ph. 23 N ina 1..

8494 F 9. 5 kg 2 - ) N. E.Ph. 24 Normal

The following animals appear normal and are seleced as spares (in event an animal Cannot be used from the above selection or it
extra animals are needed on the study):

Fasted Weight Times A"e Prelesm
Dog # Sex Day of Study Ward Last Usage Used Source (Mo. Blood

8437 14 9.25 kq 2 - N. EP2b 29. Nn .-mL.I

*8338 F -- 2 12-6-83 2 HRA 30 Normnal

Selection by D. R. Nelson, D.V.M. Dat 3-19-85

Examined by D. R. Nelson, D.V.M. Dat 3-19-85

If unable to use selected animals for dosing, reason for using sparefs) is as follows:

*Dog #8338 had a seizure and was declared unfit fnr unte

Signed_ _ _ D at __ _ __ _

Typed Copy Examined By <.1'93G
Gil 14

-7 --- .



ACUTE ORAL CORROSIVITY DOSING AND MONITORING AOC AM
P"g I

ST50DY P14 9______ ______ AD OEDT 3-21-85
STUDY6C TEST SUBSTANCE WAR19DOE47T

WATER REMOVED 0600 ANDODOGS FASTED ORN SYRINGE SIZE 35 cc and 6.0 cc

Do,. Raw
1 . Liquid - Use ml kg or as otherwise stated on Test Request

ADMINISTRATION: BY GAVAGE X BY MOUTH ______OTHER _____

................................................................ .

Dog# s 4.7 Cage # a.. Sex M Dog 0 .8494 Cage # 7 Sex 2.
7.5 x 5. 0 cc/kg 37.5 cc 9.5 X 5.0 cc/ku 475c
WM (kg) Dose Rate* DOSE Wt (kg) Dose Rate* DOSE

Dose Time 1019-09 Dose rime -1015-54
DEFECATION 'OMER RETCH VOMIT DEFECATIONIOTHER RETCH VOMIfT

1029-28 1flA6-nn Rarking ,irit rpnt1png hhmsior

1029-30 pattern

1031-50 1047-00 (D) N

1032-50 1047-09 (D) N

1033-29 1048-42 Urination

1034-30 1057-30

1034-4 8 1057-36__________________

1035-30 Shaking head 1058-03_______________

1037-30 Shakingt head. inspiratory stridor1082

1038-33 Restless behavior Pattern 1058-49

1039-22 Shaking head: slinging test-substance-1090

1041-26 Inspiratory stridor 1101-15 Temporary balance deficit(loss)

1042-15 1130 Stopped continuous observatio

1042-43 1200 N.A.N.

1048-29 Shaking head 1215 N.A.N.

1053 Stopped continuous observation_ 1230 H.A.N.

1100 N.A.N. -1300 N.A.N.

1130 N.A.N._ 1330 N.A.N.

1200 N.A.N. 1400 N.A.N.

1215 NAN. 1430 N.A.N.

Descnrtive Abbreviatons w"l be added behwod the im as wicaled:
Feces and or SS$ Blood streaked- small amioufts or flecksii of blood
vomitus 81 - Blood Inermediate: increased areas of bloody dIscoloratrion (up to~ one.limw)

8SL = Blood Large. almost all blood or bloody discoloraio
Defection: N = Normal F = Fbmd T =Testmatenalin laes
(0) S = Salh M = Mucus N.A.N. = No Abnormalities Noted

..... ... . . ..............Ne s n . .............. D .l 3-21-85. ............

osered by D. R. Nelson, D.V.M. Dae 3-2185

Oserved by D. R. Nelson, D.V.M. Date 3-21-85

Typed copy examined by Date_______________
Rev. 1014

-~~~ 77 77-':-



8467 8494

DEFECATION'OTHER RETCH VOMI DEFECATION OTHER RETCH VOMIT

1230 .A.N.1500 N.A.N.
1300 N.A.N. 1530 N.A.N.
1400 N.A.N._______________ 

_____

1430 N.A.N._______________ 
_____

1500 N.A.N. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

- .--- .- #-* -- ~-.~ - - - - -. -



ACUTE ORAL CORROSIVITY. FORM AOQC Aopwldx I

CONTINUATION SHEETPo2

Poet H85006C Test Material P1947

Date d Dosmrg 3-21-85

DG*8467 Whrdtil OG# 8494 War-Z.

3-22-85 Anesthesia: Biotal 3-22-85 Anesthenia- tRjnt-;%

Endoscopy: Margianily abnormal Endoscopy: Martinally abnormal

No feces No feces N N.A.N.

3-23-85 N.A.N. 3-23-85 W-A-W-

3-24-85 N.A.N. 3-24-85 N.A.N.

3-25-85 N.A.N. 3-25-85 N.A.N.

3-26-85 N.A.N. 3-26-85 N.A.N.

3-27-85 N.A.N. 3-27-85 -N.A.N.

3-28-85 No feces seen - N.A.N. 3-28-85 No feces - X.A.N.

Endoscopys Not properly fasted Endoscopy, Mar-ginally ahnerm.a1

Anesthesia: Biotal Anesthesia: Biotal

3-29-85 Endoscopy: Normal 3-29-85 No observation made

ENo feces seen -N.A.N. 3-30-85 N.A.N.
4-1-85 Formed stool -normal 3-31-85- No feces seen

4-2-85 N.A.N. 4-1-85 Normal-stool - N.A.N.
4-3-85 N...4-2-85 N.A.N.

4-4-85 N.A.N. 4-3-85 N.A.N.

____________________________ 4-4-85 Anesthesia: Biotal

Observations were made after the Scoped: Normal

study ended for Dog #8467. __________________

NAN. No OAbnormIalities Noled

D. R. Nelson, D.V.X. 4-5-85

77 -7Z- 7



GRADY INVESTMENTS INC. Page 1 of 10

GASTROSCOPIC EXAMINATION REPORT

Project# H85006C
Test Substance P1947
Date Dosed Prestudy
Date Scoped 3-19 -8 5

Dog # 8467 S"yday -2....
Se Ward 7

Picturesblfoto

0 Oral Cavity: NR -Not Remarkable

0 Esophagt: NR

0 Stomach Normal1
Cardia: Moderate dif fuse hyperemia

Fundus: Greater curvature - a large quantity of fecal
material and severe diffuse hypereimia

Lesser curvature - moderate diffuse hyperemia

Pylorus: Pyloric antrum - moderate diffuse hypere mia
Pyloric canal -moderate diffuse hyperemia

If pictures are taken, 2 pictures of the identification block at the top left of this page wift be taken after the pictures

of the gastrotntestinat tract are completed for each dog.

Transcribed by D. R. Nelson, D.V.M. Oats 3-19-85

Examind ty D. R. Nelson, D.V.K. Dale 3-19-85

Typed Copy Examined by D9i i at_______

Gil 12/81 (rev.)



GRADY INVESTMENTS INC. Page 2 of 10

GASTROSCOPIC EXAMINATION REPORT

Poet# H85006C
Test Substance P1947
Date Dosed- 3-21-85
Dale Scoped 3-22-RS

Dog# 8467 Study day 1
Sex M Ward # 7

Number of

0 Oral Cavity: NR -Not Remarkable

0 Esophaigus: NR

0 Stomachi: Marginally abnormal

Cardia: NR

Fundus: Greater curvature -a few scattered petechial
hemorrhages

Lesser curvature -NEt

Pylorus: Pyloric-antrum -NR

Pyloric canal -NR

ff pictures are taken, 2 pictures of the identification block at the top left of this page will be taken after Ote pictures

of the gastrointestinal tract are completed for each dog.

Transcribed by D. R. Nelson. O.V.M. Date 3-22-85

Examined by D. R. Nelson, D. IV.M. Date 3-22-85

Typed Copy Examned by 74/ Date_ ______

Gil 12/81 (rev.)



GRADY INVESTMAENTS INC. Page 3 of 10

GASTROSCOPIC EXAMINATION REPORT

Proec # H83006C
Testsubstance P1947
Date Dosed- 3-21-85
Date Scoped 3-28-85

Dog # 8467 study day 7
Sex M Ward #

Number of
Pictures O

0 Oral Cavity: NR -Nor Remarkable

0 Esophagus: UR

0 Stomach: Not properly fasted.

Repeat on Day 8.

if pictures are taken, 2 pictures of fte identification block at the top left of this page will be taken after thpictures
Of the gastrointestinal tract are completed for each dog.

Transcribed by D. R. Nelson, D.V.M. Dae 3-28-85

Examined by D. R. Nelson, D.V.M. Date 3-28-85

Typed Copy Examined by A Z ' A Date__________

Gil 12/81 (rev.)

-- 07



GRADY INVESTMENTS INC. Page 4 of 10

GASTROSCOPIC EXAMINATION REPORT

Protct H85006C
Test Substance P1947
Date Dosed,~ '-

Date Scoped 3-29-85

Dog# 8467 study day 8
Sex K Ward # 7

Number of
pictum bsrnl&

0 Oral Cavity: NR -Not Remarkable

0 Esophagus: NR

0 Stomach: Normal

Cardia: NR
Fundus: Greater curvature -mild diffuse hyperemia

r Lesser curvature -mild diffuse hyperemia
Pylorus: Pyloric antrum -mild diffuse hyperema

Pyloric canal -NR

If pictures are taken. 2 pictures of the identification block at the top left of this page will be taken after the pictures
of the gastrointestinal tract are completed tor each dog.

Transuibed by D. R. Nelson, D.V.14. Dat 3-29-85

Examned by D. R. Nelson, D.V.M. Die 3-29-85

Typed Copy Examined bry DalA(-'~ _ _ _ __ _ _

Gil 12/81 (rev.)



GRADY INVESTMENTS INC. Page 5 of 10

GASTROSCOPIC EXAMINATION REPORT

Proiedt # H85006C
Test Substance P1947
Date Dosed Pre-*tliy
Date Scoped I *I- 1 .

Dog # 849 Study day -2
Sex j .Ward #

Number of

0 Oral Cavity: NR -Not Remarkable

0 Esophagus: NR

0 Stomachi: Normal

Cardia: NR'

Fundus: Greater curvature -mild diffuse hyperemia
Lesser curvature -mild diffuse hyperemia

Pylorus: Pyloric antrum -mild diffuse hyperemia
Pyloric canal H R

Kf pictures are taken, 2 pictures of the identification block at the top left of this page will be taken after the pictures
of the gastrointestinal tract are completed for each dog.

Transcribed by 0. R. Nelson, D.V.H. Dat 3-19-85

Examined by 0. R. Nelson, D.V.M. Date 3-19-85

Typed Copy Examined by 2~/~ ~ A Date /-S' 8-T

GOl 1281 (rev.)



GRADY INVESTMENTS INC. Page 6 of 10

GASTROSCOPIC EXAMINATION REPORT

Projd# H85006C
Test Substance R 19 47
Date Dosed 3-21-85
Dale Scoped 3-22-85

Dog # 8494A Study day I....
Sex r Ward E 2.....

Nicumr

0 Oral Cavity: NR -Not Remarkable

0 Esophagus NR

0 Stomach: Marginally abnormal

Cardia: NR

Fundus: Greater curvature -a large volume of white
foam and mucus obstructed view of a large
portion of the fundic mucosa. Moderate
diffuse hyperemia was present in the caudal
portion of the fundus.

Lesser curvature - moderate diffuse hyperemaa
Pylorus: Pyloric antrum -moderate diffuse hyperemia

Pyloric canal -moderate diffuse hyperemia,

ff pictures are taken. 2 pictures of the identification block at the top left of this page will be taken after tepictures

of the gastrointestinal tract are completed for each dog.

Trnsrtedby D. R. Nelson, D.V.M. Dae 3-22-85

Eaieby D. R. Nelson, D.V.M. Dat 3-22-85

Typed Copy Exarined by i / D ~ oe ___________

Gil 1281 (rev.)



GRADY INVESTMiENTS INC. Page 7 of 10

GASTROSCOPIC EXAMINATION REPORT

0lt Stomach Mari7ll8Ano85

Sex Cardia:# 2

Piductreteucrvtues O ma fw etcha

- hemorrhages in'the proximal portion
Lesser curvature - KR

Pylorus-, Pyloric antrum -mild diffuse hyperemia
Pyloric canal N R

IF pictures are taken. 2 pictures of the ientffication block at the top left of this page will be taken after the picture

of the gastrointestinal tract are completed tor each dog.

Transcribed by D. R. Nelson, D.V.M. Date 3-28-85

D. R. Nelson, D.V.M. 3-28-85
Examined by ,A Date

Typed Copy Exmnd by ~~Date______

Gil 12/81 (rev.).



GRADY INVESTMENTS INC. -Page 8 of 10

GASTROSCOPIC EXAMINATION REPORT

ProjectE H85006C
Test Substanice P1947
Date Dosed 3-21-85
Date Scoped 4-4-85

Dog # 8494 Study day 14.
Sex F Ward # 2 .

0 Oral Cavity: NR -Not Remarkable

Esophagus: NR

0 Stomach: Normal

Cardia: Mild diffuse hyperemia

Fundus: Greater curvature - mild diffuse hyperemia
with a moderate quantity of mucus

Lesser curvature - mild diffuse hyperemia-
Pylorus. Pyloric antrum -mild diffuse hyperemia

Pyloric canal -mild diffuse hyperemia

If pictures are taken. 2 pictures of fte identification block~ at the top left of this page winl be taken after the pictures
of the gastrointestinal tract are completed for each dog.

Transcribed by 0. R. Nelson, D.V.M. Dat 4-4-85

Examined by D. R. Nelson, D.V.M. Dae 4-4-85

Typed Copy Examined by /1. ~ A~~' Date ___________

Gil 12/81 (rev.)

7~~---w---



GRADY INVESTMENTS INC. Page 9 of 10

GASTROSCOPIC EXAMINATION REPORT

Project # H85005C/H85006C
TestSubstance P1946,/P1947
Date Dosed Prestudy

Date Scoped 3-19-85
Dog # 8338 Study day -2...
Sex F Ward # 2

Nut 6r of Q j

0 Oral Cavity: NR -Not Remarkable

o Esophagus: M4R

0 Stomach: Normal1

Cardiai Moderate diffuse hyperemia

Fundus: Greater vurvature - R1
Lesser curvature -moderate diffuse hyperemia

Pylorus: Pyloric antrum -moderate diffuse hyperemia
Pyloric canal -moderate diffuse hyperemia

f pictures are taken. 2 pictures of the identification block at the top left of this page will be taken after the pictures

of the gastrointestinal tract are completed for each dog.

Transcribed by D. R. NelsonI, D.V.M. Dat 3-19-85

Examined by D. R. Nelson, D.V.14. Dat 3-19-85

Typed Copy Examined by A2/ 6-4~/ Date__________

Gil I181 (rev.)



GRADY INVESTMENTS INC. Page 10oaf 10

GASTROSCOPIC EXAMINATION REPORT

H85005C/H85006C Spare

TestSubstance_ P19461PI947
z ~ Date Dosed Prestudy

Dale Scope 3-19-85

Dog # 8437 Study day -. 2..
Sex M Ward 2

Nunme of

- Oral Cavity: NR -Not Remarkable

0 Esophagus: NR

0 Stomach~: Normal

Cardia: NRI;Fundus: Greater curvature N R
Lesser curvature N R

Pylorus: Pyloric antrum -NR

Pyloric canal - R

IA

If pictures are taken. 2 pictures of the identification block at the top left of this page will be taken after the pictures
of the gastrointestinal tract are completed for each dog.

D. R. Nelson, D.V.M. 3-19-85
Transcribed by Dt

Examined by D. R. Velson, D.V.M. Dat 3-19-85

Typed Copy Examined by-,& K6o~ J4~ Dae_ _______

GOl 12181 (rev.)

F-



ANIMAL SELECTION ~~% '

STUDY E _______TEST SUBSTANCE PI~7DOSE DATE _________

The following animals appear normal and are selected as test animals for this study:

Fasted Weight fes Age Pvtes
Dog #J Sex Day of Study Ward Last Usage Used Source (MO. Blood

'jq-7 A)-C 2 ___

The following animals appear normal and are selected as spares (in event an animal cannot be used from the above selection or I
extra animals are needed on the study):

Fasted Weight Times Age Pretes
DogA # sex Day of Study Ward Last Usage Used Source (M. Blood

9. ': 0 IA'r%. ..25 Al

42_F-'~(-' al 4'l4 30 AV

Selection by______ _____ onto ~ / .j~

Examined by DateA2 Zv

If unable to use selected animals for dosing, reason for using spare(s) is as follows:

Signed Dat__________________

Typed Copy Examined By -Df

Go 144



ACUTE ORAL CORROSIVITY DOSING AND MONITORING AOC AP

b. STUDYE # 'c~ TEST SUBSTANCE ___________ WARD 9 DOSEDATE

WATER REMOVED cSco AND DOGS FASTED ______SYRINGE StZE 3)~ef
00"e Rate
1 . Liquid - Use ml'kg or as otherwise stated on Test Request

(2) ;~ ~~~~ nTest %~ii~
ADMINISTRATION: BY GAVAGE X By MOUTH ______OTHER _____
................................................................................

Dog #i -9& Cage d __ sex f" #L '~o i.~lq* Cage #i Sex
75 X _________ %),4___Y,_S-__

W1t(kg) DoeDOSE W1 (kg) DOR Ra1e DOSE
~~~~Dose Time 101iDose_________5 y

DEFECATIONIOThER RETCH VOMIT DEFECATION/OTHER RETCH VOMIT

____ ____ ____ ____ _____/0 ( .- j'4

__ __ _ __ __ _ __ __ _ __ __ _ -is -

103)-33_ _ __ _ _ __ _ __ _ __ _ __ _ _

L63.~ o~74 ~A
,~'f 0 __ __ __ __ __ __ __ __113c__ __

/0 ~ __ __ __ __ __ __ __ __ __ __1_ __

/)to __ _ _ _ __ _ _ __ _ _ _ __ _ _ _ 41 5f-d

444...tp /45eiaioi vnlb delehrdIi i*sa xcl
Feces andoSS______treakd:_sall________or_____dbloo

Vomitus~ 81 Blo nemdae nrae ra f loydsooain(pt n-
SL 1/oo Lage alotal kodo lod i-oo

Defection: __N ________ F________-_Tom ,/c'ena in Iscm

(D)3 AJ* soft

Dosed__ _ __ __ _ __ _ by3 Date

Obsered byD1e.

Exmiedb

Typed ~ ~ ~ ~ ~ &~ coyeamr y ae-

Rev.nti 1014 ain wl eaddbeidtetmea ~ald
Feces ~~ ~ f-74FI aTd or 65 717 Blood stekd Kml mut r lcslo

~ioritu Ot Blod Itermdiae icre~edarea ofblody i~lrafin (~ ~one# 7-



GRADY INVESTMENTS INC.

* GASTROSCOPIC EXAMINATION REPORT

Protect#
Test Substance P)' 44
Date Dosed e.!

7 ~ Date Scoped 3-19I- s'A

Dog # - VO' studyda
Se ward#_____

r - Nu.mer of

0 Oral Cavity: , e-A6

r _________Esophagus: J

0 Stomach: " 0

l~~~~S~~tv~ re.-~e - v'-c- 4*f

Nt piclues are taken. 2 picures of teidentfication block at fte top left of this page will be taken after the pictures
of the gastrointestinal t rte completed for each dog.

Transcribed b~-- '-7t-'-- *" Date ___________

Eaminey Date_____

- *Typed Copy Examined by Date

Gil1 12/81 (rev.)



GRADY INVESTMENTS INC.

GASTROSCOPIC EXAMINATION REPORT

Test Substance P44'7
Dale Oosed3-aw
Dale Scoped e

Dog# 110f- Stuctyday
Se Ward #

ou.A OOlfvty

o Esoohaps: fIVI

o Stomach: ~ 4~~

tf pictures are taken, 2 pictures of the identification block at the top left of this page will be taken after te pictures

of the gastrointestinal tract are completed for each dg

Transcribed by e-________

Examined by , '' Date

Typed Copy Examined by Date __________

Gil 12/81 (rev.)



A5

GRADY INVESTMENTS INC.

GASTROSCOPIC EXAMINATION REPORT

Protect #
Test Substance DS9'

Date Dosed
Date Scoped

Dog # 1 L.Study day
Sex j Wards

Nunme of

oiu Oralravitons

o Esophagus: ~

0 Stomach: V9 t

If pictures are taken, 2 pictures of the identification block at the top left of this page will be taken after Owe pictures
of the gastrointestinal tract are completed for each dog.

Transcribed by A Date 3

Examined by 1 '0 ' Date__________

Typed Copy Examined by Date_ ________

Gil 12f81 (rev.)



GRADY INVESTMENTS INC.

GASTROSCOPIC EXAMINATION REPORT

Test Sustanoe -
Date oseda 4-
Date Scoped

Dog# Study day -
Sex f Ward if 12

Hurmber of

On Oraaity: t V/A IA

Esophequis lpf AAIlA,-"

C4.'dacL A 1I'

-.c .- 4 - 42W
Ht pictures are taken, 2 pictures of the identrfication block at the top left of ts page will be taken after the picture
ot the gastrointestinal tract are completed for each dog.,

Transcdoed by ,L / 9 7 Date3

Examined by eo~k4 ~ m Date3 ~f

Typed Copy Examined by Da*e____________

Gil 12,81 (rev.)



GRADY INVESTMENTS INC. -
GASTROSCOPIC EXAMINATION REPORT

Protect jFso
Test Substance */
Date Dosed
Date Scoped3 -9Y

Dog #I L Study day
Sex ' ~ Ward #

Number cof

d OraliCavty- g.O

Esophagus: Ail

Stomach:A-k

It pictures are taken, 2 pictures of the identffication block at the top left of this page will be taken after the pictures
of the gastrointestnal tract are completed forh dog.

Transcribed by A Date_ ________

Exained by Date

Typed Copy Examined by Date __________

G1l 12,131 (rev.)

7 77- - .W' 4:



GRADY INVESTMENTS INC.

GASTROSCOPIC EXAMINATION REPORT

Proect# Is 0C
Test Substance PA-471
Date Dosed _ _ _ _ _ _ _ _ _

Date Scoped

Dog # t td
SxWard .

NI~um Oevto

---i-- aoral cavfty: ~AA

O Esophagu: P

.4 L- 
AL

If pictures are taken. 2 pictures of t identification block at the top left of this, page will be taken after~ the pictures
of the gastrointestinal tract are competed or

Transcvibed by A/14'at

Examined by ADat.~~
Typed Copy Examined by Dale_____________

GOl 12/81 (rev.)

-~~~~~~ -. ;-- ----- N



GRADY INVESTMENTS INCL

GASTROSCOPIC EXAMINATION REPORT ,A -'

Proqict# '411s'.00 cc *4T

Test substance i/fv7

Dale Dosed 3 F
Date Scoped -3.-Ag

Dog tud day
Se F Ward o

Ncum eqerIf

Oral Cavity: i--j+4

0 Esophagus: '04

Stomach:

Lq- 4 (-

Transcribed by A) Da._________

Examnoed by A Date) 3--w~ -Sir___

Typed Copy Examined by Date ____________

Gil 1Z151 (rev.)



GRADY INVESTMENTS INC.

GASTROSCOPIC EXAMINATION REPORT

PAmi4±#
T e s t s u b s t a n c e _ _ _ _ _ _ _ _ _ _ _

Date Dosed 0
Date Soe vi

Dog F Study__ day ___

sex g Warde #

Numbeii of

o Oral Cavfty: ",0 - A14#0rLJ4

0 Stomach:

a. c ~ ~ -/K/A~ ~ -~ ' .1'-

If pictures are taken, 2 pictures of the identification block at tetop left of this page wilbe taken after te picture
of the gastrointestinal tract are completed for ec)-tg

Transcribed by Date_______

Examined by ~) 6~ A~~Dae___________
Typed Copy Exanmned by Dat __________

Gl 1211 (rev.)



GRADY INVESTMENTS INC.

GASTROSCOPIC EXAMINATION REPORT.42 4P.Q

Test Subsane %R Y
DateDoe
Date Scoped

Dogs 0 S I Study day
Sex F.. Ward 0

Number of

Oral Cavity: Pf -AdA~flJ-

0 Esophagu: jlIe

______Stomach:

Li's~g It- - 0 d<~e

If pictures are taken, 2 pictures of the identification block, at the top left of this page will be taken after the picturus
of the gastrointestinal tract are corn eted for ah dg.

Transcribed by -K'Z1 M/"% _________

Examined by Date__________

Typed Copy Examined by Date ___________

Gil 1211 (rv.)



GRADY INVESTMENTS INC.

GASTROSCOPIC EXAMINATION REPORT

Project# H s..u
Test Substance V7..
Date Dosed - Pos--
Date Scoped -s C

DogE 0 Study day
Sex . . Ward

Picturel obsorvations

______Oral Cavity: A,

___ Esophag: us

_____ Stmadv Ab

G 1s4~ %b

It pictures are taken, 2 pictures of the identification block at the top left of this page wilt be taken after the pictures
of the gastrointestinal tract are complete, for eah~ dog.)

Transcnibed by___________ Date

Eanndby Date___________

G1l 1211 (rov.)
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