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The Agricultural Group of Monsanto 60mpany Lab Study #: 92197
New Products Division Monsanto Study #: ML-92-493
Regulatory Sciences MSL #: 12708

NOTES TO THE REVIEWER

The following is the Monsanto Product Toxicologist’s summary of the attached
Monsanto Company - Environmental Health Laboratory toxicology report. It
is not considered part of the study and is not included in the Study director’s or
submitter’s GLP compliance statements. It has been subjected to Monsanto
Quality Assurance review. It is included solely as an aid to the reviewer.

All comments and questions related to this summary and the report should be
addressed to:

Bruce Hammond, PhD., DABT
Manger of Toxicology
The Agricultural Group
Monsanto Company
(314) 694-2179
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MONSANTO TOXICOLOGY STUDY SUMMARY

TEST SUBSTANCE: Bacillus thuringiensis var. kurstaki
[Cry IA(c)] HD-73 protein

STUDY TITLE: Acute Oral Toxicity of Bacillus
Thuringiensis Var. Kurstaki [Cry IA(c)]
HD-73 Protein in Albino Mice ‘

TESTING LABORATORY: Monsanto Environmental Health
Laboratory, St. Louis, Missouri

LAB STUDY NO: 92197
MONSANTO STUDY NO: ML-92493
FINAL REPORT ISSUED: April 12, 1993
SUMMARY PREPARED: January 10, 1994

INTRODUCTION

Cotton, Gossypium hirsutum, has been genetically engineered to be
resistant to selected insect pests (Lepidoptera). Resistance was |
accomplished by the insertion of a gene from Bacillus thuringiensis var.
kurstaki (B.t.k.) which encodes for the production of a protein insecticidal to
Lepidoptera larvae but safe to mammals, birds, fish and beneficial insects.
A second gene encoding neomycin phosphotransferase II (NPTII) was also
introduced as a marker to enable selection of cells containing the B.t.k.
gene. Larvae of Lepidopteran pests are the most important insect pests
impacting successful cotton production. Cotton typically requires
numerous chemical insecticide treatments for Lepidoptera control. The
cotton varieties containing the B.t.k. gene will significantly reduce
chemical insecticide use in cotton and, therefore, provide a major benefit to
cotton growers and the environment.

Prior to the commercialization of this insect resistant cotton variety, data
and information were produced to demonstrate that this cotton variety is
equivalent to current cotton varieties in composition and agronomic
performance and that the proteins expressed by the inserted genes cause no
adverse effect when consumed by domestic or wild animals and beneficial
insects. Exposure to humans is not expected since protein is not present in
the processed cotton fiber or oil at detectable levels, and cottonseed meal is
not used in human foods. Areas of investigation included: molecular
characterization of the introduced genes; biochemical characterization of
the expressed B.t.k. protein; estimation of the levels of the B.t.k. protein in
cotton products; safety of the B.t.k. protein to mammals and beneficial
insects; and the environmental fate of the B.t.k. protein.
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The Bacillus thuringiensis var. kurstaki (B.t.k.) HD-:78 protein.has been
expressed in cotton plants to confer resistance to Lepidopteran insect .
damage. An acute oral toxicity test was undertaken to assess the potential
mammalian toxicity of B.t.k. HD-73 protein. The experimental design for

this study was adapted from Toxicology Guidelines for Biochemical Pest

Control Agents, Subdivision M, Pesticide Assessment Guidelines, EPA,
1982. o

METHODS

B.t.k HD-73 protein (Lot no. 5025385) was administered by gavage to 3
groups of 10 CD-1 male and female mice. The test material was produced
in E. coli. and purified to 68% of total protein (Volume 5). Characterization
studies demonstrated the test material to be fully active and of suitable
strength, purity and stability for use in studies assessing the safety of the
B.t.k. protein expressed in insect resistant cotton plants (Volume 5). The
B.t.k. protein produced in E. coli. bacteria was also shown to be equivalent
to the B.t.k. protein produced in insect resistant cotton plants (Volume 4).
Mice were selected for dosing instead of rats since there was a limited
amount of test material available from bacterial production. Mice are
considered an acceptable species for assessing mammalian safety since

th_ere is a considerable body of data regarding the toxicity of chemicals in
mice.

The doses of B.t.k. HD-73 protein administered to mice were 0, 500, 1000 and
4200 mg/kg.1 The highest dose given to mice was selected based on the
maximum hazard dose concept as outlined in Subdivision M, Guidelines for
biochemical pesticides. Another group of mice was gavaged with 6340
mg/kg bovine serum albumin (BSA) (Lot # 5192751, > 93% purity) and
served as a protein control group. Since the B.t.k. HD-73 test material was
68% pure, it was considered necessary to dose mice with a higher dose of
BSA to make the total mass of material given to mice equivalent for the BSA
(protein) control and test group. The concentration of total mass in the
dosing vehicle for the B.t.k. HD-73 test group was 94.6 mg/ml and for the
BSA control group, 94.9 mg/ml (the value 94.9 mg/ml was corrected for %
purity of protein in BSA, eg. 102 mg/ml X 93% (total protein) = 94.9 mg/ml).
Thus, the total mass of material given to both groups of mice were similar.
The dosing vehicle for B.2.k. HD-73 protein and BSA was 1 mM ammonium
bicarbonate/10 mM cysteine pH 9.0 buffer. Controls were administered the
same volume (66.66 ml/kg body weight or 2 ml/30 gram mouse) of dosing
vehicle given to high dosage mice. The B.t.k. HD-73 protein dosing solution

1 Thq final report states that the highest dosage tested was 4300 mg/kg.
Examination of the dose confirmation data found a small calculation error

after the final report (M1.-92-493) was issued. The corrected high dosage
administered was 4200 mg/kg.
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was made up to the maximum concentration which could be achieved (94.6
mg/ml) based on solubility and remain a free flowing solution which could
be injected through a gavage needle. Due to the solubility limit of B.t.k HD-
73 protein in the vehicle, it was not possible to solubilize enough test
material to administer 4200 mg/kg in one dose (Volume 14). Therefore, the
total dose administered was subdivided into two equal doses which were
given within approximately 3 hrs apart on day 1 of the study. Dosing was
subdivided for both control groups in the same manner.

The dosing solutions were prepared on the same day of dosing to mice.
Samples of the B.t.k. HD-73 dosing solutions were collected shortly before
and after dosing and frozen for subsequent dose confirmation analysis
(Volume 14).

Mice were observed twice daily for signs of toxicity and food consumption
was recorded daily. Food and water were provided ad libitum during the
study. Body weights were recorded pre-test and on post-dosing day 7. All
animals were sacrificed on post-dosing day 7 and 8 and subjected.to a gross
necropsy. Approximately 40 tissues were collected and saved for each
animal on test.

RESULTS

No treatment related adverse effects were observed in animals dosed with
B.t.k. HD-73 protein or the control materials. There were no observations of
abnormal clinical signs in any of the groups during the study.’

There were no statistically significant differences in body weight,
cumulative body weight or food consumption between the vehicle or protein
control groups and B.t.k. HD-73 protein treated groups.

Several incidental pathologic changes were observed at necropsy which
were randomly distributed among all groups and are commonly seen for

the strain of mice used by the testing laboratory. None of these findings
were considered related to treatment.

Results of the dose confirmation analysis (Volume 14) confirmed that the
test material was stable in dosing solutions based on measurement of
biological activity (insect bioassay) of dosing solutions after they were given
to mice. The concentrations of the test material in dosing solutions were in
good agreement with nominal concentrations based on insect bioassays and
ELISA determinations. The appearance of the test material on SDS-PAGE
gels was identical based on side-by-side comparisons of samples of dosing
solutions collected before and after dosing of mice.
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CONCLUSION
There were no treatment related adverse findings i

Bruce Hammond, PhD., DABT.,
M of Toxicology
Monsanto Agricultural Group
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ST. LOUIS, MISSOURI 63110
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Bacillus Thuringiensis Var. Kurstaki
[Cry IA(c)] HD-73 Protein
in Albino Mice

Study Number: 92197
Project Number: ML-82-493

/] .
%- }“"'ﬂg/ (//2/7'3
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Study Director
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EHL 92197

SUMMARY -

Bacillus tﬁuringiensis var. krustaki HD-73 [Cry IA(c)) designated as Btk HD-
73 was administered orally by gavage in 2 equal doses given within 3
hours of each other on Day 1. Groups of ten CD-1 mice received total

- doses of 500, 1000 and 4300 mg/kg Btk HD-73. A vehicle control group

was administered the”Vehicle, ammonium bicarbonate and cysteine
solution, as a single dose of 66.66 mi/kg. Another control group (also
termed a vehicle conirol) was administered bovine serum albumin (BSA)
as a single target dose of 6340 mg/kg. In all the above cases, the target
dose was divided into two equal amounts and given approximately three
hours apart on Day 1 of the study. Clinical observations were performed,
and body weights and food consumption were determined. All surviving
animals were necropsied at study termination (Days 8-9).

There were no treatment-related effects on body weight, food
consumption, survival, clinical observations or gross pathology.

Based on the above results, there were no adverse effects when Btk HD-73
was administered by gavage to mice at doses of up to 4300 mg/kg.

EHL 92197
Page 2
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IRADEMARKS

The tollowing registered trademarks were used in this report:

OeEM REGISTERED TRADEMARK OF:
RODENT CHOW furina Mills, Inc., St. Louis, MO
CD-1 Charles River Laboratories, Inc. Wilmington, MA
EHL 92197
Page 4
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NOTES TO READER
TERMS
The following terms are used as column headings in some data tables:

GEN Generatioh (FO, F1, etc.) used in reproduction studies.

PERIOD (PER) A number corresponding to a specified interval within the
study; used to facilitate data reporting.

WINDOW A series of days within a study when data could have been
collected for the corresponding period. Actual data
coliection occurred on one or more of the days within the
window.

ANIMAL IDENTIFICATION SYSTEM

The current EHL animal number format is YYXXXSGAANNN where YYXXX is
the study number, Y is the study year, and X is the sequence number within
the year. The S represents the animal's sex, G is the primary group code,
A's may represent the subgroup code (in most cases these characters are
blank), and N is the animal's sequence number within the group (or
subgroup), e.g., 99999M2 001. The animal designation may be further
reduced by exclusion of the study number and blank subgroup codes, e.g.,
M2001. These abbreviated anima! identifications will include five to
seven characters, depending .on the number of characters in the subgroup
code.

EHL 92197
Page § -
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INTRODUCTION

Purpose: ~To determine the toxicity of Btk HD-73 protein when
administered as a single dose (divided in two equal amounts given
several hours apart) by gavage to mice.

Date Protocol Signed by Study Director: November 12, 1992

Date Inlite Portion Started: November 17, 1992

Date Last Animal Sacrificed: November 25, 1992

Applicable Testing Guidelines: Performed in gengral accordance with
provisions specified by EPA subdivision M testing guidelines for
microbial and biochemical pest contro! agents.

Experimental Design: Btk HD-73 protein was adminisiered by gavage to
groups of ten CD-1 mice/sex as single target doses of 500, 1000 and
4300 mg/kg (active protein). A vehicle control group was
administered the vehicle, ammonium bicarbonate and cysteine
solution, as a single dose of 66.66 mi/kg. Another control group was
administered bovine serum albumin (BSA) as a single target dose of
6340 mg/kg. In all the above cases, the target dose was divided into
two equal amounts and given approximately three hours apart on Day
1 of the study. Clinical observations were performed, and body
weights and food consumption were determined. All animals were
necropsied at study termination (Days 8-9). Numerous tissues were
retained but were not examined microscopically.

MATERIALS AND METHODS

Test Material and Vehicles

Source (Test Material and Vehicles): Agricultural Group, Monsanto Co.,
St. Louis, MO :
Date Received: November 17, 1982

Identification: Btk HD-73 protein, prepared at three different
concentrations

EHL Substance identification Code: T920142

Lot Number: 5025385

EHL 92197
Page 6
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Identification: Vehicle - 1mM ammonium bicarbonate and 10mM cysteine,

atpH 9
EHL Substance ldentification Code: T920143
Lot Number: 5182751

Identification: BSA :
EHL Substance identilication Code: 7920144
Lot Number: 85192746

I rigl i
Group Designations and Dosages:
Group
Treatment Designations Target ‘ '

Level (Male, Female) Dosage  Concentration pH
Vehiclie MV1, FV1 66.66 mirkg’ N/A 9.0
BSA MV2, FV2 6340 mg/kg® 102 mg/ml N/A
Btk HD-73 M1, F1 500 mg/kg* 11 mg/ml N/A
Btk HD-73 M2, F2 1000 mg/kg® 22.4 mg/mi N/A
Btk HD-73 M3, F3 4300 mg/kg® 94.6 mg/m! N/A

The ammonium bicarbonate/cysteine solution was used as the vehicle,
and all groups received a volume of 66.66 mi/kg divided into two equa!
amounts. The Btk HD-73 protein was 68% (by weight) active material and
dose concentrations reflect a weight adjustment for 100% activity. The

BSA dosage reflects an adjustment for 83% purity.

NOTE: Dosing sample preparation was not conducted at EHL (for further

detail see reference section no. 6).
Animals

Species: Albino mouse
Strain: CD-1

Source: Charles River Breeding Laboratory, Portage M

Date of Arrival at EHL: November 3, 1992
Quarantine and Acclimation Period: 14 days

Number Used in Study: 100 (50 males, 50 females). Any unhealthy
animals were excluded from assignment to the study.

EHL 92197
Page 7
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Test Group Size: 10/sex .. y
Method of Assignment: Computer randomization by weight
Method of ‘dentification: individual ear tag and bar-coded cage card
Age at Study Start: Approximately 7 weeks
Weight Range at Study Start: Males - 24.7 to 31.6 grams
Females - 22.2 to 26.8 grams
Type of Housing: Indivdual stainless steel cages
Water Availability: ad libitum (St. Louis public water supply, zeolite-
conditioned upon entering the laboratory)
Food Availability: ad Jibitum (Purina Cerified RODENT CHOW #5002)
Light Cycle: 12 hours daily (on at 6:30 A.M.)

Note: Animal housing and husbandry were in accordance with.the
provisions of the 'Guide to the Care and Use of Laboratory Ammals‘.
USPHS NlH Pubhcatson No. 86-23.

Intif rvati

Checks for Mortality, Moribundity and Noteworthy Signs of Toxicity:
Twice daily (AM and PM)

Physical Examination for Signs of Toxicity: Once (Day 7) ,

Body Weight: Prior to randomization, and on Day 7 and at termmination

Food Consumption Measurement: Once (Days 1 through 7)

Gross_Patholoqy

Animals Examined: All

Scheduled Sacrifice: Days 8-9

Extent of Examination: Extema! and internal. Internal cavities were
opened, and organs were examined in situ and then removed. Hollow
organs were opened and examined.

Organs Weighed: None

EHL 92197
Page 8
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Tissues Reétained: Aorna, adrenals, brain,-cecum, colon,rducdenum,
esophagus, eyes, femur with joint, gall bladder, gross lesions, hear,
ileum, jejunum, kidneys, lungs (with mainstem bronchi), liver, lymph
node (mesenteric and submaxillary), muscle (quadriceps femoris),
ovaries, pancreas, pituitary, prostate, rectum, salivary gland
(submaxillary), sciatic nerve, seminal vesicles, skin (with mammary
tissue), spinal &brd (cervical, thorax, lumbar), spleen, sternum with
marrow, stomach, testes with epididymides, thymus,
thyroid/parathyroid, trachea, uterus (corpus and cervix), urinary
bladder

Fixatives: Eyes, 5% buffered neutral formalin/0.5% glutaraldehyde

Remaining tissues, 10% buffered neutral formalin

Statistics

The following procedures were used to detect stalistically significant
differences between treated animals and their respective controls:

Dunnett's Multiple Comparison Test (two-tailed) (1): Body weights, body
weight changes and food consumption

Terminal body weights were evaluated by decision-tree statisticat
analysis procedures which, depending on the results of tests for normality
(2) and homogeneity of variances (Bartlett's Test), utilized either
parametric (Dunnett's Test and Linear Regression) or nonparametric
(Kruskal-Wallis, Jonckheere's and/or Mann-Whitney Tests) routines to
detect group differences and analyze for trend.

Other statistical routines used for some data were: Badlett's Test (3) to

evaluate homogeneity of variances, and Grubbs Test {4, 5) to detect
outliers.

EHL 92197
Page 9 -
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BESULTS -
Inlife
Mortality

Refer to Appendix 1, Féble 4; Appendix 2, Table 4. No unscheduled deaths
occurred during the study.

Body Weight

Refer to Aprendix 1, Tables 1 and 2; Appendix 2, Table 1. There were no
statistically significant differences in mean body weight or in cumulative
body weight gain, among the groups treated with either BSA or the Btk HD-
73 protein, when compared to the vehicle control.

E n i

Refer to Appendix 1, Table 3: Appendix 2, Table 2. There were no
statistically significant differences in mean food consumption among the
groups treated with either BSA or the Btk HD-73 protein, when compared
to the vehicle control.

Clinical Signs

Refer to Appendix 1, Table 4; Appendix 2, Table 3. There were no abnomnal
clinical signs observed.

r Path
Refer to Appendix 1, Tables 5 and 6; Appendix 3, Table 1. There were no

statistically significant differences in terminal body weight and there
were no gross lesions considered related to treatment,

EHL 82197
Page 10

00130f0187



PAGE 11
EHL 92197

DISCUSSION

There were no adverse findings considered related to treatment among any
of the treated groups.

Based on the above results, there werfe no adverse effects when Btk HD-73
was administered by gavage to mice at doses of up to 4300 mg/kg.

EHL 92187
Page 11
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SUPPLEMENTARY STUDY INFORMATION
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Director, Environmenial Health Laboratory

EHL 92197
Page 13

00220f0187



Lo ]
i

77

L.

0 |

7 -y
.

-

S
%

I |

L(wzwg

1

e
il
oo

v

|

B I
~ .

S

-

PAGE 14
ERL 92197

TATEMENT MPLIA
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ESH QUALITY ASSURANCE AUDIT STATEMENT

Study Number:

Protocol Amendments:

Study Title:

Dates of Inspections
and Communication
of Findings:

Quality Assurance
Review Conducted by:

Results:

92197
ML-92-493

None

Acute Oral Toxicity Study of Bacillus
Thuringiensis Vvar. Kurstaki [Cry IA(c))])
HD-73 Protein in Albino Mice

November 24, 1992

December 14, 1992 }

January 07, 11, 26, 29, 1993

March 11, 1993 -

S.G. Arri
C.C. Deatherage
C.K. Russell.

The Quality Assurance review indicates the
fina)l report accurately presents the raw
data as developed during the study. There
appears to be no significant deviation from
applicable GLP regulations that adversely
affected study quality or integrity.

p’

.. Henshaw

rector Quality & Compliance Assurance

Date

303 /%3
-/
EHL 92197
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EHL 92197

EHL_DECISION-TREE STATISTICAL ANALYSIS

Start
ltp £0.01
N (Skewness)

Total Sample <20 Normality fp50.01
Test (1) {Kurtosis)

| Homogeneity of

Variances Test

(2) (Bartlett's)
{Parametric) (Non-Parametric)

Jonckheere's .
Test (6)

Dunnett's Linear Kruskal-
Test (3) Regression (4) Wallis Test (5)
it 0.05 \ ¥ 0.05
Ps Mann-Whitney Ps
Test (7)

Note 1: Categorical data were analyzed with an Uncorrected Chi-square Test (8)
Note 2: Dunnett's and Mann-Whitney tests to detect group differences were performed two-
tailed.

EHL 92197
Page 16 -

002500187
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EHL DECISION-TREE STATISTICAL ANALYSIS
REFERENCES

. BMDP Biomedical Computer Programs P Series Manual, Health Sciences
Computing Facility, UCLA, University of California Press (1977).

. Dixon, W.J. and Massey, F.J. Jr.,, Introduction to Statistical Analysis,
3rd Edition, McGraw-Hill Company, NY {1969).

. Dunnett, CW. A multiple comparison procedure for comparing several
treatments with a control. Jour. Am. Stal. Assoc. 50: 1086-1121
(1955).

. Draper, N.R. and Smith, H. Applied Regression Analysis. Wiley, NY
(1966).

. Breslow, N. A generalized Kruskal-Wallis test for comparing
K-Sampies subject to unequal patterns of censorship.
Biometrika. 57: 579-594 (1970).

. Hollander, M. and Wolfe, D.A. Nonparametric Statistical Methods.
wiley, NY (1973).

. Mann, H.B. and Whitney, D.R. On a test of whether one of two
random variables is stochastically larger than the other.
Ann. Math. Stat. 18: 50-80 (1947).

. Snedecor, G.W. and Cochran, W.G. Stalistical Methods.
lowa State University Press, Ames, 1A {1967).
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STUDY
M

ATE OF ADMIN:

GROUP

€6.70 ML/KG

Mvi

NIRRER: 92197
HUMBER: MLIZ2ES)
ORAL {GAVAGE}

TARGET DOSE

THIS REPORT WAS GENERATED Fb OATA LOCHED THROUGH 15-DEC~%2

VEHICLE CONTAOL
VEHICLE

Hv2

$340. MG/KG

VEHICLE CONTROL

SSA

Ml

$00.0 MG/KG

TEST GRrOOP

Stk Full Length HD-7)

M2

1080. MG/KG

TEST GROOP

Rtk Full Length HO-73

"3

4308, MG/KC

TEST CROwP

stk Full Length We-73

T
NA

STORY

-~ POMMELTTS TZST (TWO-TAILE®} INDICATES STATISTICALLY SIGRIFICANT BIFFBOAENCE (P<.035)
-~ BUNNETT'S TRST (TWS-TAILES] INSICATZY STATISTICALLY SIGHIFICANT SIFFENIMNCE (P<.81)

SUMMARY OF BODY WEIGHT DATA (CM)

SPECIES: MOUSE STRAIN/BREED: CD-1
SEX: MALE
DATE (1992): PAL- 23-Hov
DAY OF STODY: TEST ?
MEAN 28 4 29.9
STD. DEV. 1.97 2.07
SAMPLE S12E 10 10
HMEAN 28.4 30,1
STD. DEV, 2.0% 2.52
SAMPLE SI2E 10 10
HEEAN 20.4 29,9
$TO. DEV, 2.0% i.97
SAMTLE S1ZE 10 10
MEAN 8.5 29.1
s, DRV, 1.82 2.20
SNeLE S128 10 14
AN 28.¢ 3.1
sn oLy, 1.73 1.2%
SBPLE $i1z2E 10 10

-~ -LEGEND - - ~

STODY START DATE: 17-NOV-92

~~ BARTLETT'S TEST INDICATES STATISTICALLY SIGMIFICANT SIFFERENCEZ AMONG VARIANCEY OF THE BIFFERINT GAO¥PS (P<.01)
~~ PUNNETT'S TEST NOT APPMROPRINTE FOR THIS GROUP/IEX/BATE

MONSANTO ENVIROMMBHTAL HEALTH LABORATORY

HOMBEN: 92197

1

T atqeg

T xTpuaddy

L6126 THI
t6T 39v¥4
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THIS REPORT WAS GENERATED Fi DATA LOCKED THROUGH 15-DEC-92

STODY NUMBER: 92197 SUMMARY OF BODY WEIGHT DATA (GM}

DMEH NUMBER: ML9249)
RTE OF ADMIM: ORAL (GAVAGE} SPECIES: MOUSE STRAIN/BREED: CD-] STODY START OATE: 17-ROV-92

SEX: FEMALE

DATE (1992): PRE~ 23-NOoV

GROUP  TARGET DOSE DAY OF STUDY: TEST ?

FVvl 66,70 ML/KC MEAN 24.2 24.9

VEHICLE CONTROL STD. DEV, 1.43 1.27

VEHICLE SAMPLE SIZE 10 10

w2 6340. MG/KG MEAN 24.3 24,9

VEHICLE CORTROL STD. DEV. 1.54 2,14

BSA SAMPLE SIZE 10 10 .
¥l 500.0 MG/KG MEAN 24.) 24.4

TEST GROUP STD. DEV. 1.45 1.36

Btk Full Length HD-13 SAMPLE SIZE 10 10

r2 1000. MG/KG MEAN 24.) 25.2

TEST GROUP STD. DEV, 1.44 1.7

stk Full Length HD-73 SAMPLE SIZE 10 10

rl 4300. MG/KG MEAN 24.) 24.5

TEST GROUP STD. DEV. 1.3¢ 1.64 ’

Btk Full Length #D-73 SAMPLE SIZE 10 10

“--LEGEND ~ - =

4  «o DUNNETT'S TEST {(TWO-TAILED} INDICATES STATISTICALLY SIGNIFICANT DIFFERENCE (P<.035)

*& .. DUNNETT'S TEST (IWO-TAILED] INDICATES STATISTICALLY SIGNIFICANT DIFFERENCE (P<.01)

BT =« BARTLETT’S TEST INDICATES STATISTICALLY SIGNICITANT DIFFERENCE AMONG VARIANCES OF THE DIFFERENT GROOPS (P<.01)
HA -- DUNNETT'S TEST NOT APPROPRIATE FOR THIS GROUP/SEX/DATE

STODY NUMBER: 92197 MONSANTO ENVIRONMENTAL HEALTH LABORATORY PAGE 4
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STODY NOMBER: 92197
DMEH NOMBER: ML92493

SUMMARY OF CUMULATIVE BODY WEIGHT CHANGES (GH)

REPORT PRINT DATE: 2-MAR~-93

RTE OF ADMIN: ORAL (GAVAGE) SPECIES: MOUSE STRAIN/BREED: €D-1 STUDY START DATE: 17-NOV-92
SEX: MALE
FROM DATE: 16-Nov-92
. TO DATE : 23-NOV-92
DAY OF STUDY (FROM-TO): 0- 1
MVl VEHICLE CONTROL MEAN GM 1.42
67 ML/KG STD. DEV. 1.398
VEHICLE SAMPLE SIZ2E 10 -
MV2 VEHICLE CONTROL MEAN M 1.62 .
6340 MG/XG ST0. OEV. 1.160
BSA SAMPLE SIzE 10
Ml TEST GROOP MEAN GM 1.46
SO0 MG/XG $T0. DEV, 0.883
Btk Full Length HD-73 SAMPLE SIZE 10
M2 TEST GROUP MZAN GM 1.20
1000 MG/KG $TD. DEV, 0.884 i
Btk Full Length HD-73 SAMPLE SIIE 10
M3 TEST CROUP MEAN GM 1.46
4300 MG/KC STD. DEV, 0.707
Btk Full Length HD-73 SAMPLE SIZE 10

-~ «“LEGEND - - ~

4 -~ DUNNETT'S TEST (TWO-TAILED) INDICATES STATISTICALLY SIGNIFICANT DIFFERENCE (P < 0.05)
s¢ < DONNETT'S TEST (TWO-TAILED) INDICATES STATISTICALLY SIGNIFICANT DIFFERENCE (P < 0.01)

NA ~ DURNETT'S TEST NOT APPROPRIATE FOR THIS PERIOD

STODY NUMBER:92197

MONSANTO ENVIRONMENTAL HEALTH LABORATORY

PAGE 1
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¢ = DUNNETT'S TEST (TWO-TAJLED) INDICATES STATISTICALLY SIGNIFICANT DIFFERENCE (P < 0.035)
e -~ DUNNETT'S TEST (TWO-TAILED) INDICATES STATISTICALLY SIGNIFICANT DIFFERENCE (P < 0.01)
HA - DUNNETT'S TEST NOT APPROPRIATE FOR THIS PERIOD

STUDY NUMBER:92197

MONSANTO ENVIRONMENTAL HEALTH LABORATORY

L2k e [l ua | TR PRads o oy £ ot P . -
T %y TTTY TP Oy ST Y tTY Tt Tt v
STUDY NUMBER: 92197 SUMMARY OF CUMULATIVE BODY WEIGHT CHANGES (GM} REPORT PRINT DATE: 2-MAR-93
DMEH NOMBER: ML3249)
RTE OF ADMIN: ORAL (GAVAGE) SPECIES: MOUSE STRAIN/BREED: CD-1 STUDY START DATE: 17-NOV-92
SEX: FEMALE
FROM DATE:  16-NOV-92
TO DATE :  23-NOV-92
DAY OF STUDY (FROM-TO): - 1
FV1 VEHICLE CONTROL MEAN GM 0.60
61 ML/¥G STD. DEV. 0.863
VEKICLE SAMPLE S12E 10
FV2 VEHICLE CONTROL MEAN G 0.59
6140 MG/KG STD. DEV. 0.897
BSA SAMPLE S12E 10
F1 TEST GROUP MEAN GM 0.14
500 MG/KG STD. DEV. 1.135
BtX full Length HD-73  SAMPLE SIZE 10
¥2 TEST GROUP MEAN GM 0.088
1000 MG/XG STD. DEV. 0.921
Btk Full length HD-73  SAMPLE SIZE 10 g
£3 TEST GROOP MEAN GM 0.24 .
4300 MG/KG STD. OEV. 1.11¢
Btk Full Length HD-73  SAMPLE SIZE 10
~--LEGEND -~ -

PAGE 2
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THIS REPORT WAS GENERATED FA OJATA LOCKED THROUGH 15-DEC-$2

STUDY NUMBER: 92197 SUMMARY OF FOOD CONSUMPTION DATA

OMEH HUMBER: ML92493
SPECIES: MOUSE STRAIN/BREED: CD-1 STUDY START DATE: 17-NOV-92

LE8TONL00

RTE OF ADMIN:

ORAL {GAVAGE}

SEX: MALE
FROM DATE : 17-NHOV-92
TO OATE 1 23-NOV-32
DAY OF STUDY (FROM-TO} : 1-7
Myl VEHICLE CONTROL HMEAN GH/DAY S.18T
66.70 ML/KG STD. DEV. 0.57
VEHICLE SAMPLE SI12E 10
My2 - VEHICLE CONTROL HMEAN GM/DAY 5.4
6340. MG/XG STD. DEV. 0.48
BSA SAMPLE SI2E 10
M1 TEST GRoupP MEAN CH/OAY 5.6
500.0 MG/KG STD. DEV. 1.83
Btk Full Length HD-73 SAMPLE SIZE 10
M2 TEST GROUP HEAN GM/DAY 5.0
1000. MG/KG STO. DEV. 0.63
Btk Full Length HD-73 SAMPLE S1IZE 10 -
M3 TEST GROOP HEAN GM/DAY 5.3 N
4300. MG/KG STD. DEV. 0.25
Btk Fuil Leagth HD~?3 SAMPLE SIZE 10

BT ~-

-« ~LEGEND - - -

DUNNETT'S TEST (TWO-TAILED) INDICATES STATISTICALLY SIGNIFICANT DIFFERENCE (P<.05)
s+ —— DOUNMETT'S TEST (THO-TAILED} INDICATES STATISTICALLY SIGNIFICANT DIFFERENCE (P<.01}
BARTLETT'S TEST INDICATES STATISTICALLY SIGNIFICANT DIFFERENCE AMONG VARIAMCES OF THE DIFFERENT GROOPS (P<.01)

MA -~ DUNNETT'S TEST NOT APPROPRIATZ FOR THIS GROUP/SE)/DATE

STODY HOUMBER: 92197

MONSANTO ENVIRONMENTAL HEALTH LABORATORY

PAGE 1
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STUDY NUMBER: 92197
DMEH NUMBER: ML9249)

U B

TH1S REPORT WAS GENERATED F.

RTE OF ADMIN: ORAL (GAVAGE)

SPECJES: MOUSE

SUMMARY OF FOOD CONSUMPTION DATA

STRAINR/BREED: CD-1

S TR S A |

JATA LOCKED THROUGH 15-DFC-~92

N

STUDY START DATE: 17-NOV-92

SEX: FEMALE
FROM DATE : 17-NOV-$2
TO DATE  : 23-NOV-$2
DAY OF STUDY (FROM-TO) :  1-7
FV1  VEHICLE CONTROL  MEAN GM/DAY 5.207
66,70 ML/KG STD. DEV, 0.53
VEHICLE SAMPLE SI2E 10
FV2  VEHICLE CONTROL  MEAN GM/DAY 5.0
£340. MG/XG STD. DEV. 0,49
BSA SAMPLE SIZE H
FI  TEST GROUP MEAN GM/DAY 4.5
£00.0 4G/KG STO0. OEV. - 1.22
Btk Full Length HD-13  SAMPLE SIZE 10
Pz TEST GROUP MEAN GM/OAY 6.1
1000, MG/KG STD. DEV. 0.58
Btk Full Length HD-T3  SAMPLE SIZE 10 .
F3  TEST CRODP MEAR GHM/DAY 5.2 i
4300. MG/KG STD. DEV. 0.48
Btk Full Length HD-73  SAMPLE SIZE 10
~--LEGEND - - -

¢ e DONNETT'S TEST (TWO-TAILED) INDICATES STATISTICALLY SIGNIFICANT DIFFERENCE (P<.035)

BT
NA

S$TODY

-~ DUNNETT'S TEST {TMO-TAJLED} INDICATES STATISTICALLY SICNIFICANT DIFFERENCE (P<.01)
BARTLETT'S TEST INDICATES STATISTICALLY SIGNIFJCANT DIFFERENCE AMONC VARIANCES Of THE DIFFERENT GROUPS (P<.01)

~-~ DONNETT’S TEST NOT APPROPRIATE FOR THIS GROUP/SEX/DATE

MONSANTO ENVIRONMENTAL HEALTH LABORATORY PAGE 2

NOMBER: 92197
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LST

THIS REPORT WAS

STUDY NUMBER: 92197

SUMMARY OF CLINICAL SICNS REPORT PRINT DATE:

30-DEC-1992

BTE OF ADMIN: ORAL (CAVACE) SPECIES: MOUSE
STUDY START DATE: 17-Nov-1992 STRAIN/BREED: CD-1
#O. ANIMALS NO. OF
CATEGORY OBSERVATION GEN.  SEX WINDOW  GROOP  AFFECTED  OGCURRENCES
DEATH SCHEDOLED SACRIFICE % pl-g Yy 10 ie
Hv2 10 10
#1 10 10
2 16 10
"1 10 10
e
£ p1-s rv1 1o ) 10
£v2 10 10
F1 10, 10
£2 10 10
F3 10 10
STUDY HNOMBER: 92197 HONSANTO ENVIRONMENTAL HEALTH LABORATORY PAGF. 1

“
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THIS REPORT WAS GENERATE:  OM DATA LOCKED THROUGH 17-DEC~1992 .
STUDY NUMBER: 92197 SUMMARY OF TERMINAL RODY AND ORGAN WEIGHT DATA (GH) REPORT PRINT DATE: 28~DEC-1992
RTE OF ADMIN: ORAL (GAVAGE] SPECIES: MOUSE
S$TUDY START DATE: 17-Nov-1992 STRAIN/BREED: CO-1 - |
ITEM OF INTEREST GEN.  SEX  PERIOD HINOOW GROUP MEAN ACONTROL STD.DEV, N STAT FLAGS
TERM. BODY WGT, ] 1 06-10 MVl 25.2800 1.6376 10 {pA)
MV2 25.4200 (1ot} 2.2061 10
Mt 25.2400 (100) 1.1219 10
M2 25.0100 (99 1.9941 10
M3 25.3800 (100) 1.3440 10
F 1 06-10 £Vl 214600 0.9668 139 (PAI
FV2 21.3200 t 99 1.162 ho =
Fl 20.9200 (97} 1.5091 10 g;
F2 21.7200 (1o 1.4482 10 b
L] 21.3000 ( 99) 1.5370 fo ®
(7]

T’ xtpuaddy

<8TONSE00
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STUDY NUMBER: 92197 MONSANTO ENVIROMMENTAL HEALTH LABCRATORY



STUDY NUMBER; 92197

TH{S REPORT WAS GENERATEL M DATA LOCKED THROUGH 17-DEC-1992

SOMMARY OF TERMINAL BODY AND ORGAN WEIGHT DATA (GM)

RTE OF AUMIN: ORAL (GAVAGE)
STUDY START DATE: 17-NOV-1992

Flag

NA

rlag

EXPLANATION OF STATISTICAL FLAGS

GENERAL
Statistical Statement

Statistics not dones, insufficient or inappropriate data

NONCATEGORICAL DATA
Statistical Statement

Parametric {PA)

L_
L--
L+
L+s
.

..

The tesponse i3 linsacly related to dossa (p<=0.
The response is linearly related to dose (p<=0,
The tesponse is linestly related to dose (p<~0,
The response {s linearly related to dose (p<=0.

Significantly different from control {p<~0.05;
Significantly differant from control {(p<=0.01;

Nonparametric (NP}

£8T0M9L00

Flag

Ce
Ceé

S$TO0Y NUMBER: 92197

The response 13 linearly relsted to dose (p<~0.
The response 12 linearly related to dose {p<~0,
The response i3 linesrly related to dose (p<=0.
The response is linearly related to dose (p<e0.

Significantly different from control {p<~0.05;
Significantly different from control (p<=0.01;

CATEGORICAL DATA
Statistical Statement

05} with a negative
01} with a negative
05} with a positive
01} with a positive
Dunnett’s)
Dunnett’ s}

05) with & negative
01) with a negative
05) with a positive
G1) with a positive
Mann-Whitney)
Mann-Whitney)

REPORT PRINT DATE:
SPECIES:
STRAIN/BREED:

28-DEC~1992

HOUSE

elope
slope
slope
slope

slope
slope
slope
slope

Stgnificantly different from control (p«<-0.05:
Significantly different from control (p«<=0.01;

MONSANTO ENVIRONHENTAL HEALTH

uncorrscted Chif square)
uncorrected Chi square)

LABORATORY

ch-1.
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STUDY NO: 92197 S0 MONSANTO ENVIRONMENTAL HEALTH LAB *¢¢e++ PAGE: 1
PATHOLOGY SEcCcTION
STUDY TYPE: SA SPtClES MOUSE SUBSTANCE 8tk Full Length HD-73 PRINTED: 15-DEC-92
....... [P, ———

* SUMMARY INCIDENCE OF INDIVIDUAL GROSS NECROPSY ALTERATIONS ¢«
SELECTION CRITERIA: SCHEDULED SACRIFICES PERIODS: 22-N0V-92:2

LIVER
~FOCUS, RED/PURPLE/BLACK 0 0 0 1 1
~FOCUS, BROWN/YELLOW/TAN 0 ) 0 1 0 ;,3
LUNG T
-FOCUS, RED/PURPLE/BLACK 0 0 0 0 ] »
LY.NODE, MESENT . o
-ABNORMAL COLOR; RED/PURPLE/BLACK [ 0 [ [ o
O OVARY {1ES)
o -CYsT o o o o o >
g
(W) LY. NODE, SUBMAX, 9
.\1 ~ENLARGED/PROMINENT 1 0 2 0 0 . 5
a
= SPLEEN 3
~ENLARGED . 0 0 o [ 0 X
o . o
STOMACH
P -FOCUS, RED/PURPLE/BLACK 0 ] 0 0 0
m SEM. VESICLE(S) o
a} ~ATROPHY/SMALL 6 1 ¢ o o o
t
OTERUS
~ENLARGED/DILATED/DISTENDED [ 0 (] [ (/] ;g
(™
o
~:

BZ IDVd
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STUDY NO: 92197 #e44t MONSANTO ENVIRONMENTAL HEARLTH LAB **°¢¢ PAGE: 1
PATHROLOGY SECTION
STODY TYPE: SA SPECIES: MOUSE SUBSTANCE: Btk Full Length #HD-73 PRINTED: 15-DEC-92

,,,,,,, o e o i e e 8 o 7 e = s 0 4 T e m e e A

** SUMMARY INCIOENCE OF INDIVIDUAL GROSS MNECROPSY ALTERATIONS **

SELECTION CRITERIA: SCHEDULED SACRIFICES PERIODS: 22-NOV-92:26-NOV-92
-~~~ FEMALE ~-—-
FVI FVZ £l F2 F3
NO. IN GROUP AT RISK: 1010 10 16 10
LIVER
~FOCUS. RED/PURPLE/BLACK o o o6 o o0
] o [+] 0 0

~FOCUS, BROWN/YELLOW/TAN

LUNC

~FOCUS, RED/PURPLE/BLACK 1 L] 1 0 ]
LY _NODE, MESENT,

~ABNORMAL COLOR, RED/PURPLE/BLACK 1 o 0 o o
QVARY {1ES)

~CYST o 2 1 0 [
LY.NODE, SUBMAX .

~ERLARGED/PROMINENT 0 o 1 4] 0
SpLEEN

~ENLARGED . 1 1 14 o 0
STOMACH

~FOCUS, RED/PORPLE/BLACK 0 o 1 0 0

SEM. VESICLE(S)
~ATROPHY/SMALL

UTERUS
~ENLARGED/DILATED/DISTENDED 3 1 3 4]

g 3Tqel
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Appendix 2

APPENDIX 2

Inlite Observations
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STUDY NUMBER: 92197
DHMER NUMBER: ML92493
RTE OF ADMIN: ORAL [(GAVAGE)

THIS REPORT WAS GENERATED FROM DATA LOCKED THROUGH [5-0EC-92

INDIVIDUAL BODY REIGHT DATA (CM)

SPECIES: MOUSE STRAIN/BREED: CD-1

GROOP : VERICLE COHTROL SEX: MALE
SUBSTANCE T VEHICLE
TARGET DOSE : §5_70 ML/RC
DATE (1992): PRE- 23-NOov
ARIMAL DAY OF STUDY: TEST 7
9219IMV1 001 - 25.4 26.3
$219Mv) 002 26.9 2%.0 .
$21911vl 003 26.1 8.2
921971Vl 004 30.6 12.8
9219IMV) 005 29.0 30.0
9219IMV1 006 27.% n.?
9219Vl 007 264 29.8
92191qV1 008 8.7 21.¢
92191v1 009 31.5 .1
2219MMV] 010 0.0 31.2

STUDY NUMBER: 92197

MONSANTO ENVIRONMENTAL HEALTH LABORATORY

STODY START DATE:

17-NOV-92

PAGE

]
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STODY NOMBER: 92197
DMEH NUMBER: ML92493
ATE OF ADMIN: ORAL (GAVACE)

e 3 -y

-

THIS REPORT WAS GENERATED FROM DATA LOCKED THROUGH 15-DEC-92

IRDIVIDUAL BODY WEIGHT DATA (GM}

SPECIES* MOUSE STRAIN/BREED: CD-1

STODY START OATE: 17-NOV-92

PAGE

GROOP : VEHICLEZ CONTROL SEX: MALE
SOBSTANCE : BSA
TARCGET DOSE : 6340. MC/KG
DATE (1992): PRE~ 23-HOv
ANIMAL OAY OF STODY: TEST 7
92197MV2 001 0.0 3o.s
92197M4V2 002 27.2 29.3
921974v2 003 28.0 28.7
92197HV2 004 26.1 26.9
§52197MV2 003 4.7 26.4
92197Mv2 006 27.1 29.8
92197MV2 007 29.0 31.3
$2197V2 008 30.3 1.
9219I4V2Z 009 1.1 34.4
9219MV2 010 29.5 30.0
STUDY NOMBER: 92197 MONSANTO ENVIRONMENTAL HEALTH LABORATORY

1

Ty 17y

T 21qey
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THIS REPORT WAS GENERATED FROM DATA LOCKED THROUGH 15-DEC-92

STUDY NUMBER: 92197 INDIVIDUAL BCODY WEIGHT DATA {GM}
OMER NUMBER: ML92493
RTEZ OF ADMIN: ORAL (GAVAGE} SPECIES: MOUSE STRAIN/BREED: CD-1 STUDY START DATE: 17-MOV-92
GROUP : TEST GROOP SEX: MALE
SUBSTANCE ¢ Btk Full Length HD-13
TARGET DOSE : 500.0 MG/KG
DATE {1902}: paE- 23-nov
ANIMAL DAY OF STODY: TEST 7
s219ma o001 . 25,0 265 ) R
921971 002 271 29.0
9219741 003 26.5  28.0
92197M) 004 0.8 12
921971 005 2.1 29.0
92197M1 006 21,4 8.9
s219mt 007 0.8 32.5
9219741 o008 28,5 Jo.¢
9215741 003 29.2 0.9
921971 010 n.e 0.7

STODY NOUMBER: 92197 MONSANTO ENVIRONMENTAL HEALTH LABORATORY PAGE 3

Zz Xtpuaddy T atqel

£02) £
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THIS REPORT WAS GENERATED FROM OATA LOCKED THROUGH 15-DEC-92

STUDY NUMBER: 92197 INDIVIDUAL BODY WEIGHT BATA (GH)
DMER NUMBER: ML92493 i
RTE OF ADMIN: ORAL (GAVAGE) SPECIES: MOUSE STRAIN/BREED: CO-% STUDY START OATE: 17-NOV-~92 N
GROOP ¢ TEST GROUP SEX: MALE
SUBSTANCE : 8tk Full Length HD-73
TARGET DOSE : 1000, MG/KG
DATE (1992): PRE- 23-NOV
ANIMAL DAY OF STODY: TEST 2] . .
. - - - - = - - > v -~ TSP 48 e e = B Y 44 G e B AR W D S B D AP o e g v y T
= 921912 001 . 27.3 28.8 ¥
921912 002 29.0 3.0
o 9219742 003 260 21.1 -
9219742 004 26.2 21.6 &
oY 92197M2 005 21,4 264 -
9219142 006 20.9  30.1 o
%) 92192 007 2801 29,3
Pt 921972 008 3.0 32.3 s
] 9219742 009 30.2 32.5
o 921942 010 30.9 31,17
WY »
0] §
~J ’ g
1
~
=
fg
%-37)
N b1
—
oL
~ B
STODY NUMBER: 921%7 MONSANTO ENVIRONMENTAL HEALTH LABORATORY PAGE



LETO0IT Y00

THIS REPORT WAS GENERATED FRe.. DATA LOCKED THRODGH 15-DEC-92

STOOY NUMBER: 92197 INDIVIDUAL BODY WEIGHT DATA (GM}
OMEH NUMBER: ML92493
RTE OF ADMIN: ORAL (GAVAGE] SPECILS: HOUSE STAATN/BREED: CD~1 $TUOY START DATE: 17-NOV-92
GROUP : TEST GROUP SEX: MALE
SOBSTANCE : Btk Full Length HD-73
TARCET BOSE : 4300, MG/XGC

OATE (1992): PRE- 23-NOV

ANIMAL DAY OF STODY: TEST 7
9219M) 00} 28.) 30.2 ’
92193 002 26.1 28.4
9219143 003 21.7 29.4
9219713 004 26.9 28.3
92193 0095 21.} 29.1
9219143 006 29.6 36.5
21974 0@? 28.2 2%.6
9219743 008 30.8 n.2
921913 009 29.4 .2
9219743 010 31.% 32.2
.

STUDY NUMBER: 92197 MONSANTO ENVIRONMENTAL HEALTH LABORATORY PAGE 2
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LSTOINSY0O

STUDY NUMBER: 92197
DOMEH NUMBER: ML92493

RTE OF ADMIN: ORAL (GAVAGE)

GROUP H
SOBSTANCE s VEHICLE
TARGET DOSE

DATE (1992):
ANIMAL DAY OF STODY:

92197Fvi 00}
923197FV] 002°
92191Frv1 003
92197Fv) 004
92197FV]1 005
92197FVv] 006
92197rv1 007
$2197Fvi 008
92197FVEI 003
92197rv1 010

STUDY NUMBER: 92197

66.70 ML/XG

TTY 1T OTTY Y T Ty T

e ~ -

THIS REPORT WAS GEMERATED . AOM DATA LOCKED THROOGH 15-nEC-92

INDIVIDUAL BODY WEIGHT DATA (GM)

SPECIES: MOUSE STRAIN/BREED: CO-1

VEHICLE CONTROL SEX: FEMALE

™y

STUDY START DATE:

g o

17-H0V-92

TEST 7
22.8 23.0

26.5 25.2

22.6 24.3

24.9 26.5

25.7 26.6

4.1 24,1

22.7 2).0

23.1 3.1

25.7 26.2

24.1 24,8 R

MONSANTO ENVIROMMENTAL HEALTH LABORATORY

PAGE

i

2 %xtpuaddy 1 3Tqey

L6TZ6 'THI
9¢ 3Iovd
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0.091Y00

-

287

STODY NUMBER:
OMER NUMBER:
RTE OF ADMIN:

GROCP H
SUBSTANCE H
TARGET DOSE :

9219rv? 001
921%7FV2 002
92197EVv2 003
92197Fv2 00¢
92197FVv2 005
92197FV2 00€
92197FV2 007
$2197Fv2 Q08
92197FV2 009
92191FV2 010

THIS RFPORT WAS GENERATED FROM DATA LOCKED THROOGH 15-DEC-92

32197 INDIVIDUAL BODY WEIGHT DATA (CM)
ML9249)
ORAL {(GAVAGE) SPECIES: MOUSE STRAIN/BREED: CD-1 STODY START DATE: 17-NOV~$2
VEHICLE CONTROL SEX: FEMALE
BSA
6340, MG/XG
DATE {1992): PRE- 23-Nov
ANIMAL DAY OF STODY: TEST 7 .
22.5 23.4 b
26.1 25.6
26.8 29.1
25.5 26.9
24.9 26.3
23.2 23,0
22.7 22.8
22.9 22.17
23.7 23.8
25.1 25.7
92197 MONSAHTO ENVIRONMENTAL HEALTR LABORATORY Pace 3

STUDY NUMBER:

T 3TqeL

Z xtpuaddy

L6TZ6 'THI
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ey A
STy 00

STUDY NUMBER: 92197

OMEH NUMBER:

RTE OF ADMIN: ORAL (GAVACE)

T3OTY OITY Y OTY v 7y vt 3 7

THIS REPORT WAS GENERATED FROM DATA LOCKED THROUGH 15-DEC-92

INDIVIDUAL BODY WEIGHT DATA (GM)

ML9249)

SPECIES: MOUSE STRAIN/BREED: ¢O-1 STURY START DATE: 17-NOV-92

GROUP : TEST GROUP SEX: FEMALE
SUBSTANCE : Btk Full Length #HD-73
TARGET DOSE : 500.0 MG/KG
DATE (1992}: PRE- 23-NOV
ARIMAL DAY OF STODY: TEST 1
92197F1 001 23.0 23.4 .
92197F1 002 231.¢ 22.4
92197r1 003 25.8 26.5
92197F1 o004 25.2 23.1
92197rt 009 5.7 25.9
92197F1 006 23.7 24.9
92197F1 007 24.6 24,6
92197F1 0038 22.1 21.9
§2197F1 009 22.2 231.2
921971 010 26. ¢ 26.0

STUDY NUMBER:

92197 HONSANTO ENVIRONMENTAL HEALTH LABORATORY PACE

T 21Qey

Z xtpuaddy

L6TZ6 THI
8¢ 19¥4



£8T0N8Y00

STUDY NUMBER:
DMEH NUMBER:
RTE OF ADMIN:

GROUP
SUBRSTANCE
TARGET DOSE

s s

92197
ML92493
ORAL (GAVAGE)

TEST GROUP

THIS REPORT HAS GENERATED FROM DATA LOCKED THROUGH 15-DEC-92

Btk Full Length HD-73

1000, MG/KG

OATE {1992):

ANIMAL DAY OF STDDY:

82197r2 001
92197F2 002
92187F2 002
9219782 004
§2197t2 0063
92181F2 Q06
g2197¢2 007
921912 008
92197F2 009
921972 010

$TUDY NUMBER:

92197

PRE-

SPECIES: MOUSE

INDIVIDUAL BODY WEIGHT DATA (G}

STRAIN/BREED: CD-1

SEX: FEMALE

HMONSANTO EZNVIRONMENTAL HEALTH LABORATORY

STUDY START DATE:

17-NOV-92

PACE

¢

Z xtpuaddy T 91qey

L6126 13
6t 3IOoVd



L8TON6Y00

STUDY NUMBER:
DMEH NUMBER:
RTE OF ADMIN:

GROUP
SUBSTANCE
TARGET DO.

ANIMAL

92197F2
92197¢3
921%7F3
921917€3
92197€)
9219783
92191r)
92197F3
92191F1
92197F3

SE

STUDY NUMBER:

i 1
[
pod
[}
bq
el
et

|
[

THIS REPORT WAS GENERATED FROM OATA LOCKED THROUCH 15-DFC-32

s TR S8 BERG TRt B e DG N aete

OATE (1992):
DAY OF STODY:

92197 INDIVIDUAL BODY WEIGHT DATA {(GM)
ML92493
ORAL {GAVAGE} SPECIES: MOUSE STRAIN/BREED: CO-1 ‘ STUDY START DRTE: 17-NOV-92 '

TEST CROUP

Btk Full Length KDO-713

4300. Mc/KC

92197

O DU WO

PRE-
TEST

ADBRSNRANN

SEX: FEMALE

1 2T9RL

Zz xtpuaddvy

L6726 1HI
0% 3I9v¥d

MONSANTO ENVIRONMENTAL HEALTH LABORATORY PACE



L8T0N0S00

STUDY NUMBER: 92197
OMEH NOUMBER: ML92493
RYEZ OF ADMIH: ORAL (GAVAGE}

GROOP : VEHICLE CONTROL
SUBSTANCE : VEHICLE
TARGET DOSE : 66,70 ML/KG

DATES FROM-TO: 17NOV-23HOV

DAY FROM-TO: 1-7

ANIHMAL GHM  GH/DRY
............ e m e ————————
92187Vl 001 26 4.3
921974V 002 k1) 5.2
§21914v1 003 31 S.1
921974v1 004 33 5.9
921974V1 D05 33 5.5
92197V 006 k1) 5.6
921974V} 007 30 4.9
921974Vl 008 35 5.9
9219714Vl 009 28 4.7
$2197MV1 010 26 4.4
$TODY NOUMBEZR: 92197

! ! !

THIS REPORT WAS GFNERATED FROM DATA LOCKED THRODGH 15-DEC~92

INDIVIDUAL FOOD CONSUMPTION DATA

SPECIES: MOUSE STRAIN/BREED: CD-1 STUDY START DATE: 17-NOV-~92

SEX: MALE

MONSANTO ENVISONMENTAL HEALTH LASORATORY

PAGE

1

Z xtpuaddy Z 3Tqel

L6126 1THI
Ty 3I9v¥d



CTYOTY OCTY Y OV O M1 Y T STy YT OO OTTT ST O CTTY YT Y 7Y

THIS REPORT WAS GENERATED FROM DATA LOCKED THROUGH 15-DEC-92

STUDY NUMBER: %2197 INDIVIDUAL FOOD CONSOMPTION DATA

DMER NUMBER: ML92493 . N
RTE OF ADMIN: ORAL (GAVAGE} SPECIES: MOUSE STRAIN/BREED: CD-1 STUDY START DATE: 17-NOV~92 '
GROOP? VEHICLE CONTROL SEX: MALE

SOBSTANCE : BSA
TARGET DOSE : 6349, MG/KG

OATES FROM-TO: 17HOV-23NOV

DAY FROM-TO: 1-3
ANIMAL GM  GM/DAY -
921971v2 00} 36 6.0 ke
921974V2 002 T 5.2 "
92197Mv2 003 31 5.1 g
o 92197MV2 004 30 5.0 Z
921974v2 00$ 29 4.8 5
en)} 92197MV2 006 34 5.8
92197HVZ 007 33 5.6 IN)
N 92197Mv2 008 35 5.9
92197HV2 009 37 6.2
- 92197Mv2 010 30 5.0
[ e} 13
= 2
Q 9
o
jo]
pob a
5
@ x
\I [\
tn
Ew
o
0o
[S X
Hr
(V. 3 -3
~3 5

STUDY NUMBER: 92197 MONSANTO ENVIRONMENTAL HEALTH LABORATORY PAGE 1



L8T0HN2S00

THIS REPORT WAS GENERATED FROM DATA LOCKED THROUGH 15-DEC-92

STUDY NUMBER: 92197 INDIVIDOAL FOOD CONSUMPTION DATA
DMEH NUMBER: ML92493
RTE OF ADMIN: ORAL (CAVAGE} SPECIES: MousE STRAIN/BREED: €b-1 STODY START DATE:
GROUP : TEST GROOP SEX: MALE
SUBSTANCE : Btk Full Length HD-173
TARGET DOSE : 500.0 MG/KG

DATES FROM-TO: 1TNOV-23NOV

DAY FROM-TO: 1-7

ANIMAL GM  GM/DAY
————— o e e e e e & e e e o e A = o e e S0 0t 0 e 6 e \‘.:.
$219IM1 o001 65 10.8
95219141 002 30 5.0
921941 003 n 5.1
921941 004 32 5.4
9219M1 005 30 $.0
9219141 006 0 4.9
921911 007 31 5.1
92197141 008 31 5.2
9219141 008 32 $.3
9219741 o010 27 4.5
STUDY NUMBER: 92197 MONSANTO ENVIROKMENTAL HEALTH LABORATORY

17-NOV-92

PAGE
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THIS RFPORT WAS GFNFRATED FrOM DATA LOCKED THROUGH 15-DEC-92

STUDY NUMBER: 92197 1HDIVEDURL FOOD COMSUMPTION DATA
DMEH NUMBER: MLO249)
RTE OF ADMIN: ORAL {GAVAGE) SPECIES HOUSE STRATN/BREED: CO-1 STUBY START OATE: 17-NOV-92
CROUP : TEST GROUP SEX: MALE
SUBSTANCE  : 8tk Full Length HO-73
TARGET DOSE : 1000, MG/RG

DATES FROM-TO: 17NOV-23NOV

DAY FROM-TO: 1-1 .

AHINAL % GM/OAY .
R e St DL - - - " e ke e e - - - i e . - P e e —k‘o ———————
9219742 00) 30 5.0
92192 002 ” 5.4
921912 003 21 £.5
921972 004 3 S0
9219742 005 23 18
9219TM2 006 36 6.0
$2197M2 007 21 4.4
9219IM2 008 Y 5.6
9219142 009 32 5.4
9219742 010 30 4.9

ZSTO0INELS00

STODY NUMBER: 92197 MONSANTO ENVIRONMENTAL HEALTH LABORATORY PAGE L]

Z wtpuaddy Z atqel
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LSTOIPSO0

THIS REPORT WAS GENERATED FROM DATA LOCKED THROOGH 15-DEC-92

STUDY MUMBER: 921917 INDIVIDOAL FOOD CONSUMPTION DATA

OMEH NUHBER: ML92493

RTE OF ADMIN: ORAL (GAVAGE} SPECIES: MOUSE STRAIN/BREED: CO-1 STODY START ODATE: 17-NOV-92
CRrOUP TEST GROUP SEX: MALE

SUBSTANCE  : Btk Full Length HD-7)
TARGET DOSE 4300. MG/KGC

DATES FROM-TO: 17HOV-23NOV

DAY FROM-TO: 1-?

ARIMAL GM  CM/OAY .
______________ R o o o - A P W B e = = - - - ————— 2 -
9219743 001 13 5.5 *
9219743 002 1) 5.4
$2197M3 002 32 $.3
9219743 004 30 5.0
92197143 005 3 s,

921973 006 239 4.8
9219143 007 12 $.3
9219743 008 33 5.4
$2197M3 009 3 5.6
9219713 010 32 5.3

$TODY KUMBER: 92197 HONSANRTO ENVIRONMERTAL HEALTH LABORATORY PRCZ 2

< 3atqel
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THIS REPORT WAS GFNERATED raOM DATA LOCKED THROUGH 15-DEC-92

STUDY NUMBER: 92197 INQIVIDUAL FOOD CONSUMPTION DATA
OMEH NOMBER: ML9249%3
RTE OF ADMIN: ORAL [GAVACE) SPECIFS: MOUSE STRAIN/BREED: CD-1 STUDY START DATE: 17-NOV-92
GROUP : VEHICLE CONTROL SEX: FEMALE
SUBSTANCE ¢ VEHICLE
TARGET DOSE : 66.70 ML/KG
DATES FROM-TO: 1INOV-23NOV
DAY FROM-TO: 1-7
ANIMAL CM  GM/DAY -
------------------------------- T e e e e e g oo
9219FVv1 001 30 5.0 :
92197FV] 002 32 $.3 -3
$2197FVE 003 »” 6.2 o
$2197rvl 004 3 5.1 E
§21871FV1 005 29 4.5 o
92197Fvl 006 0 5.0
92197rvt 007 30 5.0 n
92197rvi 008 26 4.3
$2197FVY 009 32 5.3
92197FV1 010 35 5.9
[
‘0
kel
1]
2
[+
[
®
o
[y
Ew
»
w6
om
™
W0 &
~} o
PAGE 6

STODY NUMBER:

92197

MONSANTO ENVIROMMENTAL HEALTH LABORATORY
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IO

e
s

-



LSTONIS00

STUDY NUMBER:
DMEH NUMBER:
RTE OF ADMIN:

92187
MLI249)
ORAL {GAVAGE}

THIS REPORT WAS GENERATED FROM DATA LOCKED THROUGH 15-DEC~-92

INDIVIDUAL FOOD CONSUMPTION DATA

SPECIES: MOUSE STRAIN/BREED: CD-1

STUDY START DATE: 17-NOV~92

GROUP VEHICLY CONTROL SEX: FEMALEZ
SOBSTANCE B3A
TARGET DOSE : 6340. MG/KG

DATES TROM-TO: 17THOV-23NOV

DAY PROM-TO! 1-1

ANIMAL GM  GM/DAY >
92197rv2 001 L
92197¢v2 002 29 «.a
92197Fv2 003 33 sls
92197FV2 004 3 s2
92197Fv2 005 3 s.2
92191FVv2 006 25 4.2
92191FV2 0017 26 6.3
92197FV2 008 s
92197Fv2 008 0 sa
92197Fv2 010 n s

$TODY NOUMBER:

92197

MONSANTO ENVIRONMENTAL HEALTH LABORATORY

PAGE
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L8ST0i02500

STODY HUMBER:
DMEH NUMBER:
RTE OF ADMIN:

THIS REPORT WAS GENERATED FROM DATA LOCKED THROUGH 15-DEC-92

92197 INDIVIDUAL FOOD CONSUMPTION DATA

ML92493

ORAL (CGAVAGE) STRAIH/BREED: CD-1

SPECIES: MOUSE

T fTY Y OTY) OrTY T 1 rT)

STUDY START DATE:

CROUP : TEST GROUP SEX: FEMALE
SUBSTANCE : Btk Full Length HD-7)
TARCET DOSE : 500.0 MG/KC

DATES FROM-TO: 17NOV-23INOV

DAY FROM-TO: -7

ANIMAL GM  GM/DAY
921971 001 26 4.3
92197F1 002 1% 3.1
92197F1 00) 26 4.4
92197F1 004 20 3.2
92191F1 003 27 4.5
92197F1 00§ 27 4.5
921971 007 42 7.0
$2197F1 0C8 2¢ £.0
92197F1 009 23 3.8
92197F1 010 38 6.2
STUDY NOMBER: 92197 MONSANTO ENVIRORMENTAL HEALTH LARORATORY

e B

PAGE

17-NOV-92
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LS8TOUSS00

STUDY NUMBER:' 92197
OMEH NUMBE

THIS REPORT WAS GENERATED #nOM DATA LOCKED THROUGH {S-DEC-92

INDIVIDUAL FOOD CONSUMPTION DATA
HML$2493

RTE OF ADMiIN: ORAL {GAVAGE] SPECIES: MOUSE STRAIN/BREED: €D-~1 STUDY START DATE: 17-NOV-92
SGROUP : TEST GROUP SEX: FEMALE
SUBSTANCE : Btk Full Length KD-73
TARGET DOSE : 1000, MG/KG

OATES FROM-TO: 17NOV-23NOV

DAY FROM-TOQ:

ARIHAL oH
9219172 001 25 4. ¥
¥2is57rz 002 33 5.5
92193F2 002 24 4.0
92197F2 004 30 4.9
92197r2 0035 33 5.5
92197F2 008 29 4.9
9219?F2 00) H 4.0
92191F2 008 30 §.9
$2197F2 009 28 4.6
92197r2 010 30 5.0
STUDY NUMBER: 92197 MONSANTO ENVIRONMENTAL HEALTH LABORATORY PAGE 9
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TH1S REPORT WAS GENERATED FROM DATA LOCKED THROUGH 15-0KC-92
STUDY NUMBER: 92197 INDEVIDUAL FOOD CONSUMPTION DATA
DMEH HNUMBER: ML92493
RTE OF ADMIN: ORAL (GAVAGE) SPFCIES MOUSE STRAIN/BREEZD: CD-1 STUODY START DATE: 17-NOV-92 '
Group : TEST GROUP SEX: FEMALE
SUBSTANCE : Btk Full Length HD-1)
TARCET DOSE : 4300. MG/KGC
DATES FROM-TO: 17INOV~23NOV
DAY FROM-TOQ: -7
ANIMAL CM  CM/DAY
............. B e e e e e e e e e e A e e e e e g
92197F3 32 5.3
92197F) 29 4.8 [xl
9219173 10 4.9 [
92197F3 EY R g
J2I%IrF3 3c 5.0 o
92197f3 36 6.1
92197F3 007 27 4.4 L
92197F3 o©o0B 29 4.9
§215371F3 00§ 32 5.3
921973 010 33 5.5
b
o
b
&
o
a
. -
. x
o
-
=
v
3
X1}
DM
[y
38
STUDY NOMBER: 92197 HMONSANTC ENVIRONMENTAL HEALTH LABORATORY PAGE 4



Z8T00900

STUODY NOMBER: 32197

TH1S REPORT HWAS GENERATED FROM DATA LOCKED THROUGH 15-DEC-92

INDIVIDOAL CLINICAL SIGNS

OMEH NUMBER: ML$249)

RTE OF ADMIN: ORAL (GAVAGE) SPECIES: HOUSE STRAIN/BREED: CO-) STUDY START DATE: 17-NOV-92
GROOP ; VEHICLE CONTROL SEX: MALE
SUBSTANCE  : VEHICLE
TARGET DOSE : 66.70 ML/KG
ATE OF DAY OF
ANIMAL OBSERVATION STUDY CATEGORY OBSERVATION
c——- —— e — e e e e ———— o ‘
44 MO ABNORMAL CLINICAL SIGNS RECORDED ¢+ .
PAGE 1

S$TODY NOUMBER: 92197

HONSANTO ENVIRONMENTAL HEALTH LABORATORY
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STUDY NUMBER:
DMEH NOMBER:

O I

oy

[N

ko

e B

THIS RFPORT WAS GFRERATED t..utf DATA LOCKED THROUOGH 15-DEC-92

92197
ML9249)

TNODIVIDUAL CLINICAL SIGNS

L

R

A B

RTE OF ADMIN: ORAL (GAVACE) SPECIES: MOUSE STRAIN/BREED: CD-1 STOOY START DATE: 17-NOV-92
GROUP : VEHICLE CONTROL SEX: MALE
SUBSTANCE : BSA
TARGET DOSE : 6340. MG/KG
OATE OF DAY OF
ANIMAL OBSERVATION STODY CATEGORY OBSERVATION N
** NO ABNORMAL CLINICAL SIGNS RECORDED ¢
STUDY NOMBER: 92197 HONSANTO ENVIRONMENTAL HEALTH LABORATORY PAGE ]
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2870412900

THIS REPORT WAS GENERATED ?n~uM DATA LOCKED THROUGH 1}S-DEC-92

STUOY NUMBER: $2197 INDIVIDUAL CLINICAL SIGNS
DMEH NUMBER: ML92493
RTE OF ADMIN: ORAL (CAVACE} SPECIES: MOUSE STRAIN/BREED: CD-1 STUDY START DATE: 17-NOV-92
GROUP : TEST GROUP SEX: MALE
SUASTANCE ¢ Btk Full Length HD-73
TARGET DOSE : 500.0 MG/KG
DATE OF DAY OF
ANIMAL OBSERVATION STUDY CATECORY OBSERVATION

** HO ABNORMAL CLINICAL SIGNS RECORDED **

STODY HIMBER: 92197 HONSANTO ENVIRONMENTAL HEALTH LABORATORY

PAGE
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THIS REPORT WAS GENERATED #xOM DATA LOCKED THROUGH 15-DEC-92

STUOY NUMBER: 92197 INDIVIDUAL CLINICAL SIGHS N

OMEH NUMBER: ML92493
RTE OF ADMIM: ORAL (GAVAGE} SPECIES: MOUSE STRAIN/BREED: CD-1 STUDY START DATE: 171-NOV-92

GRoOUP ¢ TEST GRODP SEX: MALE
SUBSTANCE : Btk Full Length HD-7)
TARGET DOSE : 1000, MG/KG

DATE OF DAY OF
ANIMAL OBSERVATIOR STUDY CATEGORY OBSERVATION

¢ NO ABHORMAL CLINICAL SIGNS RECORDED *¢

€ arqel

28T0HNEI00
z *tpuaddy

L6TZ6 THI
bS q0Va

STUDY NUMBER: 92197 ’ MONSANTO ENVIROMMENTAL HEALTH LABORATORY PAGE



LSTO0IPI00

THIS REPORT WAS GENERATED FROM DATA LOCKED THRODGH 15-0DEC-92

STUDY NOMBER: 92197 INDIVIDOAL CLIMHICAL SIGNS
DMEH NUMBER: ML92493
ATE OF ADMIN: ORAL {GRVAGE} SPECIES: MOUSE STRAIN/BREED: CD-} STUDY START DATE: 17-NOV-92
GROUP : TEST GROUP SEX: MALE
SUBSTANCE : Btk Full Length HD~73
TARCET DOSE : 4300. MG/KC
DATE OF DAY OF
ANIMAL OBSERVATION STUCY CATEGORY OBSERVATION

¢ NO ABNORMAL CLINICAL SIGNS RECORDED *¢

STUDY ROMBER: 92197 MONSANTO EZNVIRONMENTAL HEALTH LASORATORY FAGE 2
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THIS REPORT WAS GENERATED FROM DATA LOCKED THROUGH 15~DEC-92

STUDY NUMBER: 92157 INDIVIDUAL CLINICAL STIGHS
OMEH NUMBER: ML9249)
RTE OF ADMIN: ORAL (GAVAGE) SPECIES: MOUSE STRAIN/BREZD: CD-1 STUDY START DATE: 17-NOV-92
GROOP : VEMICLE CONTROL SEX: FEMALE
SOBSTARCE 3 VEHICLE
TARGET DOSE : 66.70 ML/XG
OATE OF DAY OF
ANIMAL OBSERVATION STODY CATEGORY OBSERVATION ..
k&S

¢4 NO ABNORMAL CLINRICAL SIGNS RECORDED ¢

STOOY NOMBER: 92197 MONSANTO ENVIRONMENTAL HEALTH LABORATORY PAGE [2
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THIS REPORT WAS GENERATED FROM OATA LOCKED THROUGCH 1S-DEC-92

$TUDY NUMBER: 92197 INDIVIDUAL CLINICAL SIGNS
OMEH NUMBER: ML9249)
RTEZ OF ADMIN: ORAL (GAVAGE) SPECIES: MOUSEZ STRAIN/BREED: CD-1 STUDY START DATE: 17-NOV-92
GROUP ¢ VEHICLE CONTROL SEX: FEMALE
SUBSTANCE t BSA
TARGET DOSE : 8§40, MC/RC
DATE OF DAY Of
ANIMAL OBSERVATION STODY CATEGORY OBSERVATION
s¢ NO ABNORMAL CLINICAL SIGNS RECORDED ¢¢
STODY HOMBER: 92197 MONSANTG ENVIRONMENTAL MEALTR LABORATORY PACE 3
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£8T0I8900

THIS REPOAT WAS GCENERATED t«OM DATA LOCKED THROUGH 15-DEC-92

STODY NUMAER: 92197 INDIVIDUAL CLINICAL SIGNS
DMEH NUMBER: ML9249)3
RTE OF ADMIN: ORAL (GAVAGE} SPECIES: MOUSE STRAIN/BREED: CD-} STUDY START DATE: 17-NOV-32
GROUP ¢ TEST GROOP SEX: FEMALE
SOBSTANCE : Btk full Length HD-73
TARGET DOSE : 1000, MG/KRG
DATE OF DAY OF

ANIMAL OBSERVATION STUDY CATEGORY OBSERVATION .

44 NO ABNORMAL CLINICAL SIGNS RECORDED ¢

STODY NUMBER: $2197 MONSARTO ENVIRONMENTAL HEALTH LABORATORY N PAGE 9
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THIS REPORT WAS GENERATED FROM DATA LOCKED THROOGH 15-DEC-92

STUDY NUMBER: 92197 INDIVIOUAL CLINICAL SIGNS
DMEH NUMBER: ML92493
RTE OF ADMIN: ORAL (CAVAGE) SPECTES: MOUSE STRAIN/BREED: CD~1 $TODY START DATE: 17-NOV-92
crove : TEST GROUP SEX: FEMALE
SUBSTAHCE ¢ Btk full Length HD-73
TARGET DOSE : 4300. MG/KG
DATE OF DAY OF
ANIMAL OBSERVATION STUDY CATEGORY OBSERVATION .
a6 NO ABNORMAL CLIRICAL SIGNS RECORDED *¢ “
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STUDY NUMBER: 92197 : MONSANTO ENVIRONMENTAL HEALTH LABORATORY PAGE 4
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STQ0Y HRUMBER:

DMER MNUMBER

RTE OF ADMIN:

THIS REPORT WAS CENERATED FROM DATA LOCKED THROUGH }5-0DEC-92

92197 ANIMAL TERMINATION HISTORY

HLI249)

ORAL (GAVAGE) STRAIN/BREED: CD-1

SPECIES: MOUSE

STUDY START DATE: 17-NOV-92

GROUP t VEHICLE CONTROL SEX: MALE
SUBSTANCE 1 VERICLE
TARGET DOSE : 66.70 ML/KG

ANIHAL DATE OF DEATH DAY OF STUDY

TYPE OF DEATH

$2197v] 001
9219IMvl 002
22197V 003
92197V 0G4
$219vl 005
92197V 006
$23974vI GO7
92197MV1 008
92197Vl 009
#2194V 010

STODY NUMBER: 92197

24-80V~-92
24-30V-92
24-H0vV-92
24-NOV-92
24-HOV-92
24-NOV-92
24-80V-92
24-N0V-92
24-NOV-92
24~-H0V-92

(X 2 2 X X X N ¥ 3]

MONSANTG ENVIROMMENTAL HEALTH LABORATORY

SCHEDULED SACRIFICE
SCHEDULED SACRIFICE
SCHEDULED SACRIFICE
SCHEDUDLED SACRIFICE
SCHEDULED SACRIFICE
SCHEDULED SACRIFICE
SCHEDDLED SACRIFICE
SCHEDULED SACRIFICE
SCHEDULED SRCRIFICE
SCHEDULED SACRIFICE

PAGE 1
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STUDY NUMBER:
DMEHf NUMBER:
RTE OF ADMIN:

GROUP
SOBSTANCE
TARCET DOSE

re on 4o

ANIMAL

92197
ML92493
ORAL (GAVACGE)

VEHICLE CONTROL
BSA
6340. MG/KG

DATE OF DEATH

THIS REPORT HAS GENERATED FhuM DATA LOCKED THROUGH

ANTHAL TERMINATION H1STORY

SPECIES: MOUSE STRAIN/BREED: CD-)

SEX: MALE

DAY OF STUDY

15-DEC-92

STUDY START DATE: }7-NOV-92

TYPE OF DEATH

P

7

£

921934v2 00}
$21974V2 002
$219IMV2 003
9219mMv2 004
92319I4vZ 00S
921914v2 006
92197Mv2 007
9219Mv2 008
9219714v2 .009
921974v2 010

STUDY HUMBER:

92197

24-K¥OV-32
24-HOV-92
28-H0V-92
24-8ovV-92
24-NOV-92
24-NOV-92
24-NOV-92
24-NOV-92
24-NOV=-92
24-HoV-92

HONSANTO ENVIRONMMENTAL HEALTH LABORATORY

SCHEDULED
SCHEDOLED
SCHEDULED
SCHEDOLED
SCHEDULED
SCHEDULED
SCHEDULED
SCHEDULED
SCHEDULEZD
SCHEDULED

SACRIFICE
SACRIFICE
SACRIFICE
SACRIFICE
SACRIFICE
SACRIFICE
SACRIFICE
SACRIFICE
SACRIFICE
SACRIFICE

PAGE

1
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STUDY NUMBER:
DHMEH HNUMBER:
RTE OF ADMIN:

92197
HL92493
ORAL (GAVAGE}

THIS REPORT WAS GENERATED FROM DATA LOCKED THROUGH 15-DEC-92

ANIMAL TERMIHATION HISTORY

SPECIES: MOUSE STRAIN/BREED: Cb-1

STUDY START DATE: 17-NOV-92

GROUP : TEST GROUP SEX: MALE
SUBSTANCE ¢ Btk Full Length HO-73
TARCET DOSE : 500,.0 MG/KC

AHIMAL DATE OF DEATH DAY OF STUDY TYPE OF DEATH
921911 o001 . 24-Nov-92 [ SCHEDULED SACRITICE
9219%1HM1 002 24-HOV-92 [ SCHEDULED SACRIFICE
921911 003 24-N0V-92 s SCHEDULED SACRIFICE
92191t 004 24-NOV-92 [ SCHEDULED SACRIFICE
9219741 005 24-HOV-92 8 SCHEDULED SACRIFICE
2191 006 24-NOV-92 [ ] SCHEDULED SACRIFICE
921941 007 24-NOV-92 8 SCHEDULED SACRIFICE
9219M1 008 24-NOV-92 8 SCHEDOLED SACRIFICE
9219M™11 009 24-n0V-92 13 SCHEDULED SACRIFICE
9219IM1 010 24-NOV~92 s SCHEDULED SACRIFICE
STUDY NUMBER: 92197 HMONSANTO ENVIROHMENTAL HEALTH LABORATORY
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THIS REPORT WAS 