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Page,

Change:

REVISIONS TO THE FINAL REPORT

231,(555}(870, 1023, 1369, 1713, and 2061

Revised final report and a reissue date of 6 November 2009 added to each cover
page.

Reason for Change: Revised final report issued on 6 November 20009.

Page 41 (Section 6.4 Body Weights)

Change:

The first sentence of the fourth paragraph was changed from “Male weekly
mean body weights and cumulative body weight gains in the repeat study were
statistically significantly higher in the 15% and 30% test group males than in
the respective control groups during most of the study (7%-13% higher weekly
mean body weights and 13%-22% higher cumulative body weight gains).” to
“Male weekly mean body weights and cumulative body weight gains in the
repeat study were statistically significantly higher in the 15% and 30% test
group males than in the respective control groups during most of the study
(6%-13% higher weekly mean body weights and 9%-22% higher cumulative
body weight gains).”

Reason for Change: The range of percent differences only referred to the 15% test group

males, instead of both the 15% and 30% test group males.

Page 44 (Section 6.6.1 Hematology)

Change:

The third sentence of the second paragraph was changed from “Differences in
hemoglobin and eosinophil counts (absolute and percent) were not observed in
test group males and all test group means for these parameters were within
relevant historical control ranges (Appendix K).” to “Differences in hemoglobin

and eosinophil counts (absolute and percent) were not observed in test group
i
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males and all test group means for these parameters were within relevant
historical control ranges [EESSSSSSSSSEEE D009, WIL-50362; Monsanto Study
No. WI-09-013; Appendix N).”

Reason for Change: The Appendix should have referred to the WIL-50362 study

presented in Appendix N.

Page 45 (Section 6.6.2 Serum Chemistry)

Change: The seventh and eighth sentences of the third paragraph were changed from “In
addition, test group means for all of these parameters except for urea nitrogen in
the 15% test group males were within the range of group means in the 15% or
30% Soybean Historical Control data sets (Appendix L and Appendix K,
respectively). As explained in Appendix L, the lower urea nitrogen level in the
15% test group males was slightly outside the WIL 15% Soybean Historical
Control Data range.” to “In addition, test group means for all of these
parameters except for urea nitrogen in the 15% test group males were within the
range of group means in the 15% or 30% Soybean Historical Control data sets

_2009, WIL-50362; Monsanto Study No. WI-09-013; Appendix N).
As explained in Appendix N, the lower urea nitrogen level in the 15% test group
males was slightly outside the WIL 15% Soybean Historical Control Data
range.”

Reason for Change: The Appendix should have referred to the WIL-50362 study

presented in Appendix N.

Page 46 (Section 6.6.3 Urinalysis)

Change: The second sentence of the second paragraph was changed from “The test group
and reference Group 2 mean specific gravity values were both outside the 30%

Soybean Historical Control Data range (Text Table 6; Appendix K) but well
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within the WIL 15% Soybean Historical Control Data range of values for
control rats of the same age, sex and strain (Appendix K).” to “The test group
and reference Group 2 mean specific gravity values were both outside the 30%
Soybean Historical Control Data range (Text Table 6; Appendix K) but well
within the WIL 15% Soybean Historical Control Data range of values for
control rats of the same age, sex and strain (Appendix L).”

Reason for Change: The Appendix should have referred to the WIL 15% Soybean

Historical Control Data presented in Appendix L.

Page 50 (Section 6.7.2 Organ Weights, Text Table 7)

Change: Footnote “a” was changed from “Historical control data for female rats of the
same age and strain fed diets with 30% conventional soybean meal for
13 weeks, Jun. 2008 - Jan. 2009.” to “Historical control data for female rats of
the same age and strain fed diets with 30% conventional soybean meal for
13 weeks, Jun. 2008 - Jan. 2009 (Appendix K).”

Reason for Change: Added reference to Appendix K that was omitted.

Page 51 (Section 6.7.2 Organ Weights)

Change: The eighth sentence of the seventh paragraph was changed from “In addition, all
of these 15% test group mean values were within the range of group mean
values in the WIL 15% Soybean Historical Control data set (WIL-50362;
Appendix K).” to “In addition, all of these 15% test group mean values were
within the range of group mean values in the WIL 15% Soybean Historical
Control data set _ 2009, WIL-50362; Monsanto Study
No. WI-09-013; Appendix N).”

Reason for Change: The Appendix should have referred to the WIL-50362 study

presented in Appendix N.
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Page 52 (Section 6.7.2 Organ Weights)

Change: The third sentence of the eighth paragraph was changed from “In addition, the
mean values for epididymides and testes weights (relative to final body weight)
for the 30% test group males were within the range of group means in the 30%
Soybean Historical Control data set (Appendix K).” to “In addition, the mean
values for epididymides and testes weights (relative to final body weight) for
the 30% test group males were within the range of group means in the 30%
Soybean Historical Control data set_ 2009, WIL-50362; Monsanto
Study No. WI-09-013; Appendix N).”

Reason for Change: The Appendix should have referred to the WIL-50362 study

presented in Appendix N.

Page 52 (Section 6.7.2 Organ Weights)

Change: The second sentence of the ninth paragraph was changed from “However, there
were no corresponding gross pathology changes and these test group mean
values were within the range of group mean values in the 30% Soybean
Historical Control data set (Appendix K) and were therefore not considered to
be related to test substance administration.” to “However, there were no
corresponding gross pathology changes and these test group mean values were
within the range of group mean values in the 30% Soybean Historical Control
data set [FESSSSSo009, WIL-50362; Monsanto Study No. WI-09-013;
Appendix N) and were therefore not considered to be related to test substance
administration.”

Reason for Change: The Appendix should have referred to the WIL-50362 study

presented in Appendix N.
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The changes to this report had no impact on the scientific validity or interpretation of the

results of this study.

The changes to this report did not entail generation of new data, revision of calculations
or modification of previously submitted data and did not change the conclusion of the

study.

The signature below certifies that the revised pages have been reviewed and approved by

the study director.

Date

Staft Toxicologist, Toxié:ology
Study Director
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QUALITY ASSURANCE UNIT STATEMENT

Date(s) Date(s)
Findings Findings
Date(s) of Reported to Reported to
06-Nov-2009 Revised Final Report 06-Nov-2009 06-Nov-2009 | s |

This revised final report was inspected in accordance with the U.S. EPA Good
Laboratory Practice Regulations (40 CFR Part 160), the standard operating procedures of
WIL Research Laboratories, LLC, and the sponsor's protocol and protocol amendments.
Quality Assurance findings, derived from the review of the revised final report, are
documented and have been reported to the study director. A status report is submitted to

management monthly.

This revised final report accurately reflects the data generated during the study. The
methods and procedures used in the study were those specified in the protocol, its

amendments and the standard operating procedures of WIL Research Laboratories, LLC.

This revised final report will be stored in the Archives at WIL Research Laboratories,

LLC, or another location specified by the sponsor.

Revised Final Report Audited and Released By:

a4 L@Cf

Date

Manager, Quality Assurance
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The text below applies only to the use of the data by the United States Environmental
Protection Agency (U.S. EPA) in connection with the provisions of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA)

The inclusion of this page in all studies is for quality assurance purposes and does not
necessarily indicate that this study has been submitted to the U.S. EPA.

STATEMENT OF NO DATA CONFIDENTIALITY CLAIM

No claim of confidentiality is made for any information contained in this study on the
basis of its falling within the scope of FIFRA 810(d)(1)(A), (B), or (C).

“We submit this material to the U. S. EPA specifically under the requirements set forth in
FIFRA as amended, and consent to the use and disclosure of this material by EPA strictly
in accordance with FIFRA. By submitting this material to EPA in accordance with the
method and format requirements contained in PR Notice 86-5, we reserve and do not
waive any rightsinvolving this material that are or can be claimed by the company
notwithstanding this submission to the EPA.”

Company: Monsanto Company
Company Agent:

Title:

Signature: Date:
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STATEMENT OF COMPLIANCE
This study, designated WIL-50352, was conducted in compliance with the U.S.
Environmental Protection Agency (U.S. EPA) Good Laboratory Practices (GLP)
Standards, as specified in 40 CFR 160; the standard operating procedures of WIL
Research Laboratories, LLC and the protocol as approved by the Sponsor, with the
following exceptions. Formulation of the test, control, and reference diets was performed
by Purina Mills International, LLC (PMI) and the preparation of the diets was performed
by TestDiet, a unit of PMI which is not a GLP facility; therefore, diet preparation was not
conducted according to Good Laboratory Practice (GLP) standards. However, diet
preparation was conducted under the guidance of a Quality Control Professional under
contract to TestDiet, and TestDiet is an ISO 9002-certified facility that has been
periodically inspected by the Monsanto Quality Assurance Unit. The mycotoxin analyses
of the test, control, and reference substances performed by Romer Laboratories were not
conducted according to GLP standards. Stability of the test, control and reference
substances and the stability, homogeneity and verification of the test, control and
reference substances in the diets were not verified analytically because no practical
method is currently available to determine the homogeneity, stability or concentration of
test, control or reference substances in formulated diets. The diets were formulated
according to the specifications for PMI Certified Rodent LabDiet® #5002 and are
considered by PMI to be nutritionally stable for at least six months. The in-life portion of
the rat feeding study was completed within six months of diet preparation. These

exceptions had no effect on the integrity or quality of the study.

2 Nawendntry 2607

Date
Staff Toxicologist, Toxicology
Study Director
Sponsor/Submitter Date

® Certified Rodent LabDiet is a registered trademark of PMI, LLC
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COPYRIGHT INFORMATION PAGE
© 2009 M onsanto Company, All Rights Reserved.

This document is protected under copyright law. This document is for use only by the
regulatory authority to which this has been submitted by Monsanto Company, and only in
support of actions requested by Monsanto Company. Any other use of this material,
without prior written consent of Monsanto, is strictly prohibited. By submitting this
document, Monsanto does not grant any party or entity any right or license to the

information of intellectual property described in this document.
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FLAGGING STATEMENT

| have applied the criteria of 40 CFR 158.34 for flagging studies for potential adverse
effectsto the results of the attached study. This study neither meets nor exceeds any of
the applicable criteria

Sponsor Representative Date
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NOTESTO REVIEWER

(Intentionally left blank)

Page 6 of 2350



WIL-50352 MON 87701
Monsanto Company WI-08-218

TABLE OF CONTENTS

VOLUME 1

Statement Of No Data Confidentiality Claim ........cccccoovrivenienenennn.
Statement Of COMPHANCE........ccocveveee e
Copyright Information Page..........ccoeeeiiriinieiiereeeesee e
Flagging StatemeEnt ........cceee e
NOLES TO REVIBWEY ...ttt
Table Of CONTENTS.....ccuiiieieee e
INAEX OFf FIQUIES ...t

INAEX OF TADIES......oiiiiee e

2.1. General Study INfOrmMation ..........cccceeeeiiieiecie e
2.2, SHUAY ODJECHIVE.......coeieiiiite sttt
2.2.1. Study Objective; Repeat Study With MON 87701.........ccccveeevreerecnnene
2.3, KEY SIUAY DELES ..ottt
3. SEUAY DBSIGN ..ttt

4. Experimental Procedures- Materials And Methods...........cccccoevneee.
4.1. Test, Control And Reference SUDSIaNCES..........cccovvveverinieienescse e
4.1.1. Test Substance [dentifiCation..........coceevveieneerieeie e
4.1.2. Control Substance 1dentifiCation............ccooererinienieninineee e
4.1.3. Reference Substance 1dentifiCation...........ccocverveeeiienencieseese e
S D 1= (= o= (0] o [ S
4.1.5. Test Diet Formulation [dentifiCation ..........cccoeveierieeneninsie e
4.1.6. Control Diet Formulation Identification...........c.ccvovverenienienenenese e
4.1.7. Reference Diet Formulation Identification ..........cccoccevevevveenieeinsceenennns
4.1.8. Sampling ANd ANGIYSES........ccoeiiiiieiieiece e sre e

Page 7 of 2350



WIL-50352 MON 87701
Monsanto Company WI-08-218
VOLUME 1 (continued) Page
O =< BV 1= o PSS .26
4.3. Organization Of Test Groups, Diet Levels And Treatment
REJIMEN ..o
4.4. Animal Receipt And Acclimation/Pretest Period..........ccooeevveenieeneneenns @I
45, ANIMEl HOUSING ......ouiveeeeieiececeeteieeeeeseesetssss s ssessesssssssssssensasssessssessssesns 7
4.6. Diet, Drinking Water And MaintenancCe...........cccceveererieneenenienseeseeeseens @
4.7. Environmental Conditions.............cceeiiiiiicieiniiinciei pd
4.8. Assignment Of Animals To Treatment GroUPS. .......cccvveereeriereesieeseesennns
5. Parameter SEValUated ..o @
5.1. Clinical Observations And SUNVIVa ..o 30
I = T To VALY T | S @
5.3. Food And Test Substance CoNSUMPLION. .........c.ceveeevreerereeeeeeeeereeeseeenans
5.4, CliNICa PANOIOGY.......eeeeeeeeeeesesesseeeseeeeeeesesssssseessseseeseseessseesesseenenesees 31
5.4.1. Hematology ANd COBQUIBLION ...........c.evereeeeeeeeeeeeeeeseeseee s eeee s
5.4.2. Serum ChEMISIIY ..oueeiieiece ettt sreees .32
5.4.3. UrNaAlYSIS.....cooooiiii e
5.5. ANGOMIC PtNOIOGY........ov.oveeeeereeeeeeeeseeeeeseeeseeeeseeeeeseeeeseseseseeeesesesesneeeees E
5.5.1. MaCroSCOPIC EXAMINGLION ...........oveeeieesreeeeseeeseeeeeesseessesesesseesees s eesnend
5.5.2. Organ WEIGNES ......ccciiieeiieie et ees st e e ste e sraesneeneesneennens 3
5.5.3. Slide Preparation And Microscopic Examination..............cocceeevieniniennen. g
5.6. StatistiCal MEthOdS.........cccoiiririirireees e e £
5.7. Use Of WIL Historical CONtrol Data.................coevvverevvrererssenesssessssnnnns 36
ST BT r= 1 <. = 011 o o P
6. RESUItS AN DiSCUSSION......cccveviereieieetcereeceseeteess st terssesseseereseensesesseseans
6.1. Characterization Of Test And Control SUDSEtaNCES..........cccoeevererienennnne. 38
O N 7 VS 1Y O 1= SRS 38
6.3. Clinical ObSEVations AN SUNVIVA ... Bs|
6.4. BOAY WEIGNES.......ociiciieieece ettt s @
6.5. Food And Test Substance CONSUMPLION..........cceverirerereeieeerese e

Page 8 0f 2350



WIL-50352 MON 87701
Monsanto Company WI-08-218
VOLUME 1 (continued) Page

B.6. ClINICA PANOIOGY.......rveeeeereeeeeseeseeseeseseeeeeseesesesessessessesesesssesessessesseenns @

6.6.1. Hematology And Coagulation ............cceeereereriinneenienee e 43

6.6.2. SErUM CREMISIIY ....oeceieceeciece et re e @

6.6.3. UrNalYSIS......coooiiiiiiiic s @

6.7. ANalomiC PathOlOgy.........cceiieieiieieiie st @

6.7.1. MaCroscopiC EXamMINGLiON .........ccccceeiiiieiieiienienee e @

6.7.2. Organ WEIGNES.......ccueeee ettt e e @

6.7.3. MiCroscopiC EXamination .........ccoceeiererieniieniesiese e @

7. Discussion And CONCIUSIONS .......c.coviiiiiieiiiiiie s Q

7.1, DISCUSSION.....cooiiiiitiiiisiiste s Q

7.2, CONCIUSIONS......coiuiiiiiiiieiesie ettt @

8. Key Study Personnel And Report Submission.........cccceveeveeveeceeseeenee. @

9. Quality Assurance Unit Statement .........ccoceveevenenennenee e 58

0.1, PhaseS INGPECLEM ......ooueeieieeieieie ettt 58

S N o] 101 60

10. REfEreNCES.......coiiici @

11. DeviationSFrom TheProtoCol.........cccoceieeniriniieniese e @

Page 9 of 2350



WIL-50352 MON 87701
Monsanto Company WI-08-218

INDEX OF FIGURES

VOLUME 1 (continued) Page
1. Summary Of Body WeIghtS (MEIES) ......ccceueuererieieirieeesisieesese s
2. Summary Of Body WelghtS (FEMAIES)........ccceirirrererieeesireeres e

Page 10 of 2350



WIL-50352
Monsanto Company

10.

11.

12.

13.

14.

15.

16.

INDEX OF TABLES

VOLUME 1 (continued)

Summary Of Survival And DiSPOSItiON........cccceeeveeeerescierereee e

Summary Of Clinical Findings. Total Occurrence/No. Of Animals

(Detailed Physical Examinations/DiSpoSitions) .......ccoceeeeeveeeeeneneeeenes

Summary Of Clinical Findings. Tota Occurrence/No. Of Animals

(Daily ODSENVELIONS).....ccrerieriererreerinieesesieseseseseesessesesessesesessesenessesssees
Summary Of Body WEIGHES........ccoveirrierireerse s
Summary Of Cumulative Body Weight Changes..........cccovvevrereeeennne.
Summary Of Food Consumption [g/animal/day]........c.ccceevreeenerennenene.
Summary Of Calculated Compound Consumption [mg/kg/day] ..........
Summary Of Hematology VaUES...........cccvveerrreerreeere e
Summary Of Serum Chemistry ValUes...........cceecivinnnrnrreeieees

Summary Of Urine Quantitative Parameters............ccoeeeeeveeeceseereenne

Summary Of Macroscopic Findings

(Unscheduled DEath) .........cocuvvivieeeeiceeseeece et

Summary Of Macroscopic Findings

(Scheduled NECIOPSY).....covcverirerreeirieee e

Summary Of Organ Weights And Relative Organ Weights

(Scheduled NECIOPSY).....coveverirereereirieee e

Summary Of Cause Of Death

(Unscheduled DEath) .........c.cvieeceeeiceeseeece e

Summary Of Microscopic Findings

(Unscheduled DEath) .........c.cvieeceeeiceeseeece e

Summary Of Microscopic Findings

(Scheduled NECIOPSY).....covcverirerrereirieee e

Page 11 of 2350

................... 10C

................... 124

................... 126

................... 141

................... 143

................... 148

MON 87701
WI-08-218

117

122

129




WIL-50352 MON 87701
Monsanto Company WI-08-218
INDEX OF APPENDICES

VOLUME 1 (continued) Page
A. Individual ANIMEl DELA.......c.cererereieeecieee s 161
Al Individual Survival And DIiSPOSITION .....c..ceiririeirerieencrieeeres e 162
A2. Individua Clinical Observations
(Detailed Physical Examinations/DiSPOSItIONS) .....cc.cueerererererieenerinieeneseesesesenenens 168
VOLUME 2
A3. Individual Clinical Observations (Daily ObServations)..........ccceveererenenereniererenenne 233
VOLUME 3
A4. Individual Body WEIGNLS........cccciiieeeiirecesee et 557
A5. Individual Cumulative Body Weight Changes...........cccuerrrrrrnineeeeeeneseseseseneeens 7
A6. Individual Food Consumption [g/animal/day] ........cccccveeverrcenesceiese e 597
A7. Individual Calculated Compound Consumption [mg/kg/day].........cccceererrerererenunens 611
A8. Individual Hematology VAIUES ..........cceviivceiecieeee et 637
A9. Individual Serum Chemistry VAIUES.........coorriririeeceeesiresereses e 67
A10. Individua MacroscopiC UrinalySiSVaUES..........ccceeveereineseeeresieee st 697
Al1l. Individual MicroscopiC UrinalySISVaUES..........ccceviirrrrininieeieeeeeeseseseseseseeieeas 0
A12. Individual Animal Cause Of Death
(UNSCheduled DEGE) ..........ccueureeeieerecirreeeeesesie e senes 717
A13. Individua Macroscopic And Microscopic Findings
(UNSCheduled DEGE) .........cccueureeeeieeecirreeee st senes 718
Al4. Individua Macroscopic And Microscopic Findings
(SChEAUIE NECTOPSY) ... eueeerererieieieieieeere sttt 719

Page 12 of 2350




WIL-50352 MON 87701
Monsanto Company WI-08-218
VOLUME 3 (continued) Page
A15. Individua Organ Weights And Final Body Weights
(SChedUI e NECIOPSY).....cererireerieiereririeesesie st B840
A16. Individua Organ Weights Relative To Final Body Weights
(SChedUIed NECIOPSY).....covrerirererieieerieieesesie st 850
A17. Individua Organ Weights Relative To Brain Weights
(SChedUIed NECIOPSY).....cvierirererieieerieieeses st 860
VOLUME 4
B. Certificates Of Analysis (Sponsor-Provided Data) ...........ccveeeerereeenenieenerieenesennae 871
C. Anaysis Of Nutritional Components And Environmental Contaminants Of
Rodent Diets Containing MON 87701 (Covance Laboratories, INC.).......c.ccoveenene 387
D. Review Of Compositional And Pesticide Analysis Results
(PUMNAIMMIITS, TNC.) 1.ttt 011
E. Pretest CliniCal ODSEIVALIONS ... 014
F. Anima Room Environmental ConditioNS..........cceeueeeiininnenesnieeeeeeeesesese s 017
G. Unscheduled Clinical OBSENVELIONS..........coccrerimrnrieceeese e 026
H. Clinical Pathology Methods, Procedures And References.........ccooooevvvevevecicicienens 028
I. Pathology Report (WIL Research Laboratories, LLC)......coccvveeeeveveccnenieenesicnens 035
J. Pathology Peer Review Statement (Midwest ToxPath Sciences, InC.) ........cce.e.. 052
K. 30% Soybean Historical Control Data (WIL Research Laboratories, LLC) ........... 054
L. 15% Soybean Historica Control Data (WIL Research Laboratories, LLC) ........... 089
M. 30% Soybean Group Mean LiSt.......cccvverieieiieiiirereresesisisiee s 1016
VOLUME 5
N. WIL-50362 (WIL Research Laboratories, LLC) .......ccovvrrrnneseeninenesesesinineas 1024

Page 13 of 2350



WIL-50352 MON 87701

Monsanto Company WI-08-218

VOLUME 6 Page

N. WIL-50362 (WIL Research Laboratories, LLC) Continued.........ccccoceevevvirerennnnes 1369
VOLUME 7

N. WIL-50362 (WIL Research Laboratories, LLC) Continued...........ccooeeeerinricnenes 1713
VOLUME 8

N. WIL-50362 (WIL Research Laboratories, LLC) Continued..........ccccceevevvirererennas 2061

Page 14 of 2350



WIL-50352 MON 87701
Monsanto Company WI-08-218
1. SUMMARY

The objective of this study was to evaluate the potential health effects of processed
soybean mea from MON 87701. MON 87701 is a biotechnology-derived
insect-protected soybean that produces the CrylAc protein to provide protection from
feeding damage caused by targeted lepidopteran insect pests. In this study, processed
soybean meal from MON 87701 was fed to rats for at least 90 days.

The study included five groups of Sprague-Dawley (Crl:CD®[SD]) rats with each group
consisting of 12 males and 12 females. The test substance treatment group was fed a diet
formulated to contain approximately 30% (w/w) of processed soybean meal from
MON 87701. A concurrent control group received processed mea from A5547, a
conventional soybean variety with background genetics comparable to the test substance,
formulated into the diet at approximately 30% (w/w). In addition, three reference groups
received processed meal from the conventional soybean varieties Anand, UA4805 or
Ozark, formulated into the diet at approximately 30% (w/w). All diets were formulated
according to the specifications for Purina Mills International (PM1), Inc. Certified Rodent
LabDiet #5002 (meal), with the exception that approximately 30% soybean mea was
used (Certified Rodent LabDiet #5002 normally contains 15% soybean meal). Diets
were provided ad libitum to the rats for a minimum of 90 days.

All animals were observed twice daily for mortality and moribundity. Clinical
examinations were performed daily, and detailed physical examinations were performed
weekly. Individual body weights and food consumption were recorded weekly. Clinical
pathology evaluations (hematology, coagulation, serum chemistry and urinalysis) were
performed on al animals at the scheduled necropsy (study week 13). Complete
necropsies were conducted on all animals, and selected organs were weighed at the
scheduled necropsy. Selected tissues were examined microscopically from all animals

fed diets containing soybean meal from MON 87701 and from the conventional control

® Crl:CD (SD) is aregistered trademark of Charles River Laboratories.
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A5547, and testes (males only) and kidneys were examined from all animals in the three

concurrent reference groups.

There were no test substance-related deaths or effects on clinical observations, body
weights, food consumption, clinical pathology parameters, organ weights, macroscopic
findings, or microscopic findings. Mean weekly body weights, cumulative body weight
gains, and food consumption in the 30% test group females were dslightly below control
group females throughout the study; however, males were unaffected. A second study
was conducted with MON 87701 to evaluate further the potential significance of these
findings and in this second study, female body weights were unaffected and male body
weights were dlightly increased at the same dose level of MON 87701. Therefore, the
observed differences in body weights were not reproducible and were considered to be
incidental and not test substance-related.

In conclusion, administration of diets containing processed meal from MON 87701 at
concentrations up to 30% (w/w) in the diet (equivalent to approximately 22.0 g/kg body
weight/day for males and 25.5g/kg body weight/day for females) for at least
90 consecutive days had no effects on the growth or headth of Sprague-Dawley
(Crl:CD[SD]) rats.
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2. INTRODUCTION

2.1. GENERAL STUDY INFORMATION

This report presents the data from “A 90-Day Feeding Study in Rats with Processed Meal
from Insect-Protected Soybean MON 87701.” Due to software spacing constraints, the
study title appears as “A 90-Day Feeding Study in Rats with MON 87701” on the report
tables.

The following computer protocols were used for data collection during the study:

Computer Protocol Type of Data Collected
WIL-50352......ccooeenienieereeeeeseeeeee e Main study data
WIL-50352P.......oooeeeeeeeeeeeeeeeeeeeeeeeeeeen Pretest data
WIL-50352U.....oo e Unscheduled clinical observations

2.2. STUDY OBJECTIVE

The objective of this study was to evaluate the potential health effects of processed meal
from MON 87701. In this study, processed soybean meal from MON 87701 was fed to
rats at a 30% level of dietary incorporation for at least 90 consecutive days. This study

design was adapted from the Organisation for Economic Cooperation and Devel opment
(OECD) Guidelines for Testing of Chemicals, Health Effects Test Guidelines, Section
408, 21 September 1998.

2.2.1. Stuby OBJECTIVE; REPEAT Stuby WITH MON 87701
To evaluate the significance of slightly decreased body weights observed in this study, a

second study with MON 87701 was conducted in rats of the same age and strain
- 2009, WIL-50362; Monsanto Study No. WI-09-013; Appendix N). In this
study, processed soybean meal from MON 87701 (or A5547 conventional control) was
fed to rats at 15% and 30% levels of dietary incorporation for at least 90 consecutive

days. The repeat study was conducted with 20 animals/sex/group (whereas the present
study had 12 animals/sex/group) and analyzed the same parameters, with the exception
that the repeat study did not evaluate histopathology. Details concerning methodol ogy
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can be found in Appendix N. Brief summaries of the findings from the repeat study are

discussed in the Results and Discussion sections of this study report.

2.3. KEY Stuby DATES

Date(s) Event(s)

21 May 2008........ccceeeerrrreeeeereeeeeree s Study initiation date (protocol signed by the
Study Director)

243UNE 2008 ......coeeeeeereeeereeee s Animal receipt (experimenta starting date)

3JUly 2008.......cooeeieiieeeeerereeee e Assignment to study groups

BIUlY 2008.......coeeeeeieeeeeeee e Initiation of diet administration; study day O
(experimental start date)

7-10 October 2008.........cccceeeerereereernnas Scheduled necropsy (study week 13)

22 January 2009........cccoevierereienerieenenens Experimental termination (completion) date

(last histopathol ogical examination)
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3. Stuby DESIGN

Acclimation/pretest period

Assignment of animals to
study groups

12 animals/sex/group (Groups 1-5)
treated for at least 90 consecutive days

Clinical observations recorded daily;

detailed physical examinations were

performed weekly; body weights and
food intake recorded weekly

Necropsy performed on the animal
euthanized in extremis; selected tissues
examined microscopically

Blood and urine sampl es collected from
al animals on the day of scheduled
necropsy for clinical pathology
evauations

Necropsies performed on all surviving
animals during study week 13; selected
organs weighed; selected tissues
examined microscopically
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4. EXPERIMENTAL PROCEDURES- MATERIALSAND METHODS

4.1. TeEST, CONTROL AND REFERENCE SUBSTANCES

4.1.1. TEST SUBSTANCE IDENTIFICATION
The test substance was processed meal (toasted and defatted) from MON 87701, a
biotechnology-derived insect-protected soybean. MON 87701 produces the CrylAc

protein that provides protection from feeding damage caused by targeted Iepidopteran
insect pests. In this study, processed meal from MON 87701 was shipped on
9 June 2008, from Monsanto Company, St. Louis, MO, to TestDiet, Richmond, IN, for
preparation of diets asfollows:

Quantity
Identification Shipped
MON 87701 1151bs.

Lot no. GLP-0612-17898-S

Sample ID: RPN08009-002
The characterization of the test substance, meal from MON 87701, was the responsibility
of the Sponsor. A reserve sample of MON 87701 meal was collected at TestDiet and was
returned to the Sponsor for archiving. A Certificate of Analysis for MON 87701 meal
was provided by the Sponsor and is presented in Appendix B] The test substance was

stored under ambient conditions at TestDiet prior to diet preparation.

4.1.2. CONTROL SUBSTANCE |DENTIFICATION
The control substance was processed meal (toasted and defatted) from A5547, a

conventional variety of soybean with background genetics comparable to the test
substance but which does not produce the CrylAc protein. Processed meal from the
conventional control substance was shipped on 9 June 2008, from Monsanto Company,
St. Louis, MO, to TestDiet, Richmond, IN, for preparation of diets as follows:
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Quantity
Identification Shipped
Conventional Control 115 Ibs.

Lot No. GLP-0612-17895-S

Sample ID: RPN08009-001
The characterization of the conventional control substance, A5547 meal, was the
responsibility of the Sponsor. A reserve sample of the control substance was collected at
TestDiet and was returned to the Sponsor for archiving. A Certificate of Analysis for the

control substance was provided by the Sponsor and is presented in Appendix Bl The

control substance was stored under ambient conditions a TestDiet prior to diet

preparation.

4.1.3. REFERENCE SUBSTANCE |IDENTIFICATION
The three reference substances were processed meal (toasted and defatted) from

conventional soybean varieties Anand, UA4805 and Ozark (reference
substances 1, 2 and 3, respectively). Processed meal from the reference substances was
shipped on 9June 2008, from Monsanto Company, St. Louis, MO, to TestDiet,
Richmond, IN, for preparation of diets as follows:

Quantity
| dentification Shipped
Reference 1 115 Ibs.
Lot No. GLP-0705-18678-S
Sample ID: RPN07327-00001
Reference 2 115 Ibs.
Lot No. GLP-0705-18679-S
Sample ID: RPN07327-00002
Reference 3 115 Ibs.

Lot No. GLP-0705-18680-S
Sample ID: RPN07327-00003
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The characterization of the reference substances was the responsibility of the Sponsor. A
reserve sample from each reference substance was collected at TestDiet and was returned

to the Sponsor for archiving. Certificates of Analysis for the reference substances were

provided by the Sponsor and are presented in Appendix B| The reference substances

were stored under ambient conditions at TestDiet prior to diet preparation.

4.1.4. DIET PREPARATION
Information on the composition of the test, control and reference (three) substances was

generated by Covance Laboratories, Madison, WI, and provided to Dorrance Haught,
PhD, Technical Services Manager for LabDiet of Purina Mills Inc., LLC to prepare the
diet formulas according to the specifications for PMI Certified Rodent LabDiet #5002
(meal), with the exception that approximately 30% (w/w) soybean meal was used
(LabDiet #5002 normally contains 15% soybean meal), adjusting other components to
provide approximately equal levels of protein and calories in al diets. PMI Certified
Rodent LabDiet #5002 (meal) is a standard feed commonly utilized in laboratory rodent
toxicity studies conducted in the United States.

The diets for all Groups (1-5) were prepared by TestDiet on 24 June 2008. The
MON 87701, conventional control (A5547), and three reference substance diets were all
prepared to contain the appropriate substance at approximately 30% (w/w) of the total
diet. All of the ingredients supplied by TestDiet for diet preparation were obtained from
the same |ots/batches.

The diets were shipped by TestDiet to WIL Research Laboratories, LLC, ready for
feeding. The diets were dispensed approximately weekly from the shipping containers
received from TestDiet and were placed in properly labeled storage bags. Feeders were
filled outside of the animal room to avoid cross-contamination of diets through feed dust.
At study termination, any remaining diets containing the test, control, and reference
substances were destroyed by WIL Research Laboratories, LLC, as authorized by the
study monitor.
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4.15. TEST DIET FORMULATION IDENTIFICATION
The test diet was received from TestDiet, on 27 June 2008, as follows:

Physica
|dentification Description
50352 Test Light brown, coarse powder with black
Item No. 1813166 and yellow specks

Exp. Date: 24 December 2008
[WIL log No. 8028A]

The test diet was stored at room temperature and was considered stable under this

condition for up to six months (see Hection 4.1.8). A reserve sample of the test diet

(approximately 100 g) was collected on 7 July 2008, and stored frozen (approximately
-20°C) in the Archives of WIL Research Laboratories, LLC.

4.1.6. CoONTROL DIET FORMULATION IDENTIFICATION
The control diet was received from TestDiet, on 27 June 2008, as follows:

Physica
Identification Description
50352 Control Light brown, coarse powder with black
Item No. 1813165 and yellow specks

Exp. Date: 24 December 2008
[WIL log No. 8027A]
The control diet was stored at room temperature and was considered stable under this
condition for up to six months (see @ A reserve sample of the control diet
(approximately 100 g) was collected on 7 July 2008, and stored frozen (approximately
-20°C) in the Archives of WIL Research Laboratories, LLC.
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4.1.7. REFERENCE DIET FORMULATION IDENTIFICATION
Thethree reference diets were received from TestDiet, on 27 June 2008, as follows:

Physical
Identification Description
50352 Ref. 1 Light brown, coarse powder with black
Item No. 1813167 and yellow specks
Exp. Date: 24 December 2008
[WIL log No. 8029A]
50352 Ref. 2 Light brown, coarse powder with black
Item No. 1813168 and yellow specks
Exp. Date: 24 December 2008
[WIL log No. 8030A]
50352 Ref. 3 Light brown, coarse powder with black
Item No. 1813169 and yellow specks

Exp. Date: 24 December 2008
[WIL log No. 8031A]

The diets were stored at room temperature and were considered stable under this

condition for up to six months (see Hection 4.1.8). A reserve sample of each reference
diet (approximately 100g) was collected on 7July 2008, and stored frozen
(approximately -20°C) in the Archives of WIL Research Laboratories, LLC.

4.1.8. SAMPLING AND ANALYSES
There is currently no practical method available to determine the stability of the test,

control or reference substances or the homogeneity or stability of the test, control or
reference substances in the formulated diets. The supplier of the formulated test diets
(TestDiet) has information on file that demonstrates adequate homogeneity is achieved
by the diet mixing equipment and procedures used for preparing the diets. A copy of this
information has been provided to WIL Research Laboratories, LLC and isincluded in the
study file. PMI has provided information indicating that the PMI Certified Rodent
LabDiet #5002 (meal) diet is stable for at least six months from the time of preparation.

The test, control and reference diets were formulated according to the specifications for
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the certified diets and were considered stable when stored at ambient temperatures for up
to six months. The in-life portion of this study was completed within six months of

preparation of the diets.

The identity of the test, control and reference substances, as well as diets, was confirmed
throughout the preparation, shipping and analytical processes by chain-of-custody
documentation. There is currently no practical method available to determine the
concentration of the test, control or reference substances in the formulated diets. Copies
of the gravimetric information from the diet mixing procedures documenting that the test,
control or reference substances were added to the formulated diets at the targeted
concentration of 30% (w/w) were provided to WIL Research Laboratories, LLC, and are

maintained in the study records.

After formulation, samples of each diet were shipped from TestDiet to Covance
Laboratories for analysis of nutritional components and environmental contaminants and
to confirm that the diets met the specifications for PMI Certified Rodent LabDiet #5002.
Analytes included proximates. moisture, protein, fat and ash; crude fiber; minerals:
calcium and phosphorus; heavy metals: arsenic, cadmium, lead, mercury, selenium;
aflatoxins, and a pesticide screen. The results of these analyses are presented in

Appendix G and a review of the analyses by Dorrance Haught, PhD, Technical Director

of Purina Mills, LLC, is presented in |Appendix D|. Additionally, samples of each diet

were shipped from TestDiet to Monsanto Company for verification of diet identity via
lateral flow immunoassay (presence or absence in the diets of the Cry1Ac protein which
confers insect protection to MON 87701). However, it was not possible to analytically
confirm the presence of CrylAc protein in the test diet, presumably due to degradation of
the protein during production of soybean meal from MON 87701. Therefore, the diet
formulation records and chain-of-custody records were used to document that the diets

were appropriately prepared.
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4.2. TEST SYSTEM
Crl:CD(SD) rats from Charles River Laboratories, Inc., Raleigh, NC, were used as the
test system on this study. This species and strain of animal is recognized as appropriate

for subchronic toxicity studies. The Sprague Dawley rat was selected because it is a
widely used strain for which significant control data are available. The animals were
approximately 6 weeks old at the initiation of diet administration.

4.3. ORGANIZATION OF TEST GROUPS, DIET LEVELSAND TREATMENT
REGIMEN

The test, control, and reference diets were presented to the rats ad libitum for at least

90 days, through the day prior to the scheduled necropsy. Study week O was the first
week of treatment, and study day O was the first day of treatment. Study day 91 was the
first day of necropsy. The following table presents the study group assignments:

Control or Number of
Group Group Diet MON 87701 Reference Animals
Number Treatment Identification (%indiet) (indiet) Maes Females
1 A5547 Control Control 50352 0 30 12 12
2 MON 87701 Test 50352 30 0 12 12
3 Anand - Ref 1 Ref 1 50352 0 30 12 12
4 UA4805 - Ref 2 Ref 2 50352 0 30 12 12
5 Ozark - Ref 3 Ref 350352 0 30 12 12

The selected route of administration for this study was ora (diet) ingestion, since this
route is an acceptable and standard method for administering test substance per
OECD Guideline, Section 408 (1998). The number of animals selected for this study was
considered appropriate to yield scientifically meaningful food and feed safety data.

4.4, ANIMAL RECEIPT AND ACCLIMATION/PRETEST PERIOD
Seventy male and 70 female Crl:CD(SD) rats were received in good health on
24 June 2008, from Charles River Laboratories, Inc., Raleigh, NC. The animals were

approximately 29 days old at receipt. Each animal was examined by a qualified

technician on the day of receipt and weighed three days later. Each animal was uniquely
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identified with a subcutaneous microchip (BMDS system) implanted subcutaneously in
the dorsoscapular area during acclimation. All animals were housed for a 14-day
acclimation/pretest period. During this period, each animal was observed twice daily for
mortality and changesin general appearance or behavior.

Pre-test data collection began on 27 June 2008. Individual body weights were recorded
and detailed physical examinations were performed periodically during the pretest period.
Food consumption data were also recorded for pretest animals prior to the initiation of

test, control or reference diet administration. Pretest clinical observations are presented

infAppendix B.

45. ANIMAL HOUSING

Upon arrival, all animals were housed two to three per cage by sex for approximately
threedays. Thereafter, all animals were housed individually in clean, stainless sted,
wire-mesh cages suspended above cage-board. Racks were rotated within the animal
room at least once every two weeks during the study to change the physical location from
one area of the room to another to ensure similarly varied environmental exposure for all
animals. Animals were maintained in accordance with the Guide for the Care and Use of
Laboratory Animals (National Research Council, 1996). The animal facilities at WIL

Research Laboratories, LLC, are accredited by the Association for Assessment and
Accreditation of Laboratory Animal Care International (AAALAC International).

4.6. DIET, DRINKING WATER AND M AINTENANCE

The basal diet fed ad libitum during the acclimation period, PMI Nutrition
International, LLC, Certified Rodent LabDiet #5002 (meal), is a certified feed with
appropriate analyses performed by the manufacturer and provided to WIL Research
Laboratories, LLC. The test, control, and reference diets, formulated by TestDiet, were

provided ad libitum throughout the study, except during the overnight period of fasting
prior to blood collection when food, but not water, was withheld. Feeders were filled

outside of the animal room to avoid cross-contamination of diets through feed dust.
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Reverse osmosis-treated (on-site) drinking water, delivered by an automatic watering
system, was provided ad libitum throughout the study. Municipal water supplying the
facility was sampled for contaminants according to WIL standard operating procedures.
The results of the diet and water analyses are maintained at WIL Research Laboratories,
LLC. No contaminants were present in animal feed or water at concentrations sufficient

to interfere with the objectives of this study.

4.7. ENVIRONMENTAL CONDITIONS

All animals were housed throughout the acclimation period and during the study in an

environmentally controlled room. The room temperature and humidity controls were set
to maintain environmental conditions of 71+ 5°F (22+ 3°C) and 50+ 20% relative

humidity. Room temperature and relative humidity were controlled and monitored using

the Metasys® DDC Electronic Environmental control system. These data were recorded

approximately hourly and are summarized in [Appendix H.  Actual mean daily
temperature ranged from 70.2°F to 71.3°F (21.2°C to 21.9°C) and mean daily relative

humidity ranged from 40.3% to 52.5% during the study. Fluorescent lighting provided
illumination for a 12-hour light (0600 hours to 1800 hours)/12-hour dark photoperiod.
The 12-hour light/12-hour dark photoperiod was interrupted as necessary to alow for the
performance of protocol-specified activities. Air handling units were set to provide a
minimum of 10 fresh air changes per hour.

4.8. ASSIGNMENT OF ANIMALSTO TREATMENT GROUPS
On 3 July 2008 (5 days prior to the initiation of test, control, and reference diet

administration), all available rats were weighed and examined in detail for physica
abnormalities. Based on the review by the Study Director of al appropriate pretest data,
which were collected using the WIL Toxicology Data Management System
(WTDMS™), animals judged suitable for assignment to the study were selected for use
in a computerized randomization procedure. A printout containing the animal numbers,

® Metasysis aregistered trademark of Johnson Controls, Inc.
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corresponding body weights and individual group assignments was generated based on

body weight stratification in a block design. The animals were then arranged into groups
according to the printout. Individual body weights at randomization were within £ 20%
of the mean for each sex. Each group consisted of 12 males and 12 females. Individual

body weights ranged from 153 g to 218 g for males and from 122 g to 170 g for females.
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5. PARAMETERS EVALUATED

5.1. CLINICAL OBSERVATIONSAND SURVIVAL

All animals were observed twice daily, once in the morning and once in the afternoon, for

mortality and moribundity.

Clinical examinations were performed once daily. The absence or presence of findings
was recorded. Observations included, but were not limited to, changes in the skin, fur,
eyes and mucous membranes; respiratory, circulatory, autonomic and central nervous
systems function; somatomotor activity and behavior patterns.  Daily clinical
examinations were not required on days that detailed physical examinations were
performed. Detailed physical examinations, including removal from home cage to a
standard arena for observation for changes in gait, posture or clonic or tonic movements,
stereotypies (e.g., excessive grooming, repetitive circling), bizarre behavior
(e.g., self-mutilation, walking backwards) and permanent or semi-permanent signs, were
conducted on al animals weekly, beginning approximately oneweek prior to test,
control, and reference substance administration and prior to the scheduled necropsy. A
separate computer protocol was used to record any observations noted outside of the

above-specified intervals. These unscheduled clinical observations are presented in

Appendix G

5.2. Boby WEIGHTS
Individual body weights were recorded at least weekly, beginning at least one week prior

to test, control, and reference substance administration (study week -2), at the time of
randomization and on the day prior to the first day of necropsy. Mean body weights and
mean body weight changes were calculated for each study week. Final body weights
(fasted) were recorded on the days of the scheduled necropsy.

5.3. FOoD AND TEST SUBSTANCE CONSUMPTION

Individual food consumption was recorded for one week during pretest (study week -2
to-1) and weekly during the dosing period. Study week -1 to O was a 5-day interval
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between randomization and study initiation. Food intake was calculated as g/animal/day
for the corresponding body weight intervals. When food consumption could not be
measured for a given interval (due to spillage, weighing error, obvious erroneous value,
etc.), the appropriate interval was footnoted as "NA" (Not Applicable) on the individual
tables.

The mean amounts of test, control, or reference substances consumed (mg/kg/day) by
each sex of each dietary group was calculated from the mean food consumed (g/kg of
body weight/day) and the appropriate target concentration of the test, control, or
reference substancesin the diets (mg/kg of diet).

5.4. CLINICAL PATHOLOGY

Blood and urine samples for clinical pathology evaluations (hematology, coagulation,
serum chemistry and urinalysis) were collected from all animals on the day of the
scheduled necropsy (study week 13). The animals were fasted overnight prior to blood
collection while in metabolism cages for urine collection. Blood was collected for
hematology and serum chemistry evaluation via the retro-orbital sinus of animals
anesthetized by inhalation of isoflurane. Blood was collected for coagulation parameters
at the time of euthanasia via the vena cava of animals euthanized by inhalation of carbon
dioxide. Blood was collected into tubes containing EDTA (hematology), sodium citrate

(coagulation) or no anticoagulant (serum chemistry). Clinical pathology methods,

procedures and references are presented in Appendix H| Interpretation of the clinical
pathology data was performed by John Boyce, DVM, PhD, DACVP, DACLAM

Appendix I). The following parameters were evaluated:
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54.1. HEMATOLOGY AND COAGULATION

Total leukocyte count (White Cdlls) Differential leukocyte count -
Erythrocyte count (Red Cells) Percent and absolute
Hemoglobin -Neutrophil
Hematocrit -Lymphocyte
Mean corpuscular volume (MCV) -Monocyte
Mean corpuscular hemoglobin -Eosinophil

(MCH) -Basophil
Mean corpuscular hemoglobin -Large unstained cell

concentration (MCHC) Platelet estimate®
Platelet count (Platelet) Red cell morphology
Prothrombin time (ProTime) (RBC Morphology)®
Activated partial thromboplastin time

(APTT)
Reticulocyte count

Percent (Reticulocyte)

Absolute (Retic Absolute)

() - Designates abbreviation on tables

% - Presented onindividual tablesif amanual differential was performed, and the
manual data were accepted and reported instead of the automated differential
data

5.4.2. SERUM CHEMISTRY

Albumin Aspartate aminotransferase

Total protein (AspartatTransfer)

Globulin [by calculation] Glucose

Albumin/globulin ratio (A/G Ratio) Tota cholesterol (Cholesterol)
[by calculation] Calcium

Total bilirubin (Tota Bili) Chloride

Ureanitrogen Phosphorus

Creatinine Potassium

Alkaline phosphatase Sodium
(AlkainePhos tse) Triglycerides (Triglyceride)

Alanine aminotransferase
(Alanine Transfer)

() - Designates abbreviation on tables
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5.4.3. URINALYSIS

Specific gravity (SG) Ketones (KET)

pH Bilirubin (BIL)

Urobilinogen (URO) Occult blood (BLD)

Total volume (TVOL) Leukocytes (LEU)

Color (COL) Nitrites (NIT)

Clarity (CLA) Microscopy of sediment
Protein (PRO) [ Tabular abbreviations appear
Glucose (GLU) onindividual tables]

() - Designates abbreviation on tables

5.5. ANATOMIC PATHOLOGY

5.5.1. MACROSCOPIC EXAMINATION
A complete necropsy was conducted for all animals. Animals were euthanized by carbon

dioxide inhalation followed by exsanguination. The necropsies included, but were not
limited to, examination of the external surface, all orifices, and the cranial, thoracic,
abdominal and pelvic cavities, including viscera. The following tissues and organs were
collected and placed in 10% neutral-buffered formalin (except as noted):
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Adrends (2)* Lymph nodes
Aorta Mandibular (2)
Bone with marrow Mesenteric*
Sternum Nasal Cavity
Bone marrow smear ¢ Ovaries with oviducts (2) *
Brain Pancreas*
Cerebrum 2 levels* Peripheral nerve (sciatic)*
Cerebellum with medulla/pons* Pharynx
Cervix Pituitary
Epididymides (2) " Prostate
Eyeswith optic nerve (2) © Sdlivary glands [mandibular (2)]
Gastrointestinal tract Seminal vesicles (2)
Esophagus Skeletal muscle (rectus femoris)
Stomach* Skin (with mammary gland) ©
Duodenum* Spind cord (cervicd*, thoracic*,
Jgjunum* lumbar*)
Ileum* Spleen*
Cecum Testes (2) P
Colon* Thymus*
Rectum* Thyroid [with J:)araihyroi ds, if
Heart* present (2)] ~*
Kidneys (2)* Trachea
Larynx Urinary bladder
Liver (sections of 2 |obes)* Uterus*
Lungs (including bronchi, fixed by Vagina

Grosslesions (when possible)*

- Bone marrow smears were obtained only at the scheduled necropsy, but not

placed in formalin; slides were not examined.

- Testisand epididymis were fixed in Bouin’'s solution

- Fixed in Davidson’ s solution

- Parathyroids and oviducts were examined microscopically if in the plane of
section and in al cases where a gross lesion was present.

- For femaes; a corresponding section of skin was taken from the same anatomic
areafor males.

- Examinetissues microscopically from test and control rats and all animals that
are euthanized in extremis. Kidney and testes were also examined from animals
in the three reference groups.
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55.2. ORGAN WEIGHTS

The following organs were weighed from all animals at the scheduled necropsy:

Adrendls Ovaries with oviducts
Brain Spleen

Epididymides Testes

Heart Thymus

Kidneys Thyroid with parathyroids*
Liver Uterus

Paired organs were weighed together. Designated organs (*) were weighed after fixation.
Organ-to-final-body-weight and organ-to-brain-weight ratios were cal cul ated.

5.5.3. SLIDE PREPARATION AND M ICROSCOPIC EXAMINATION

After fixation, protocol-specified tissues were trimmed according to standard operating
procedures and the protocol. Trimmed tissues were processed into paraffin blocks,
sectioned at 4 to 8 microns, mounted on glass microscope sides and stained with

hematoxylin and eosin.

Microscopic examination was performed on all tissues designated with an asterisk (*) in

Section 5.5.1. [from all animals in the control and MON 87701 groups. The kidneys and

testes (males only) were examined from al animals in Groups 3, 4 and 5. Missing
tissues, if any, were identified as not found at necropsy, lost at necropsy, lost during
processing or other designations as appropriate. Tissues may appear on the report tables
as not examined due to the tissue not being in the plane of section, not present at

trimming, etc. Microscopic examination was performed by John Boyce, DVM, PhD,

DACVP (Appendix ). An independent peer review was performed by Daryl Thake,
DVM, DACVP, Midwest ToxPath Sciences, Inc. (Appendix éb The review consisted of
examination of all prepared slides from three randomly selected animals per sex from the

test and control groups and any animals found dead or euthanized in extremis, and testes

(males only) and kidneys from all animals in the three concurrent reference groups.
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5.6. STATISTICAL METHODS

Statistical analyses were performed using the WIL toxicology Data Management System
(WTDMS™).  Analyses were conducted using two-tailed tests (except as noted

otherwise) for minimum significance levels of 5% and 1%, comparing the test
substance-treated group to the control group by sex. These are presented in the text as
“p<0.05" or “p<0.01" and in the tables as significant differences from control group “at
0.05” or “at 0.01”. Each mean was presented with the standard deviation (S.D.), standard
error (S.E.) and the number of animals (N) used to calculate the mean. Due to the
different rounding conventions inherent in the types of software used, the means and
standard deviations on the summary and individual tables may differ by 1 in the last

significant figure.

Body weight, cumulative body weight change, food consumption, clinical pathology and
organ weight data were subjected to a parametric one-way anaysis of variance
(ANOVA) (pnedecor and Cochran, 1980? to determine intergroup differences. If the
ANOVA reveded statistically significant (p<0.05) intergroup variance, Dunnett's test

Dunnett, 1964) was used to compare the test substance-treated groups to the control

group. Microscopic findings were compared using Fisher's exact test (Steel and

Torrie, 1980).

5.7. USE OFWIL HistorICAL CONTROL DATA

The potential biological relevance of some of the statistically significant differences

observed in this study between the test substance-treated group and the concurrent control
group were evaluated in light of the normal biological variation that exists for a given
parameter in experimental control animals of the same species, strain, age and gender.
Such evaluations are common practice when reviewing data from toxicologica studies
and facilitate the determination of whether dtatistically significant differences are
indicative of treatment-related effects or if they are common occurrences that may

originate from a spontaneous lesion(s) or are incidental findings. A set of historical
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control data from animals of the same age and strain fed 30% control soybean or
30% reference soybean diets were compiled and used for comparison of values to
animals fed MON 87701 for potential biological relevance (Appendix K). This 30%
Soybean Historical Control Data also includes the control group and three reference
groups from WIL-50353, a study run concurrently with the present study (WIL-50352).

The range of biological variation was also obtained from historical control data
(version 2.8m503XX) collected from control animals fed standard Certified Rodent
LabDiet #5002 diet (PMI Nutrition International, LLC) containing 15% commodity
soybean meal in recent subchronic studies conducted at WIL Research Laboratories,
LLC, using Crl:CD(SD) rats of similar age (Appendix L)).

5.8. DATA RETENTION

The Sponsor has title to all documentation records, raw data, specimens or other work

product generated during the performance of the study. All work product generated by
WIL Research Laboratories, LLC, including raw paper data and specimens, are retained
in the Archives at WIL Research Laboratories, LLC, as specified in the study protocol.
These data include copies of chain-of-custody documentation and diet preparation
records from TestDiet, Richmond, IN.

All data relating to or generated by the diet analyses conducted at Covance Laboratories
and Monsanto Company will be stored in the archives of Covance Laboratories, Madison,
WI, or Monsanto Company, St. Louis, MO, respectively, in accordance with the EPA
Good Laboratory Practice Standards, 40 CFR Part 160.

Raw data associated with diet formulation are maintained at TestDiet. Copies of the diet
preparation records were provided to the Study Director and are maintained in the study

records.

Reserve samples of the test, control, and reference diet formulations, pertinent electronic
storage media and the original final report are retained in the Archives at WIL Research

Laboratories, LLC, in compliance with regulatory requirements.
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6. RESULTSAND DISCUSSION

6.1. CHARACTERIZATION OF TEST AND CONTROL SUBSTANCES
Data: |Appendix B

The Certificates of Analysis provided by the Sponsor in JAppendix B contain the

compositional analyses of the control, reference and test substances.

6.2. ANALYSISOF DIET

Data: |Appendix G, |Appendix D

The results of the diet analyses for composition and potential contaminants performed by

Covance Laboratories are presented in |Appendix . These data were reviewed by
Dorrance Haught, PhD, animal nutritionist and Technical Director of LabDiet at Purina
Mills, LLC. The results of these diet compositional analyses indicated that the diets were
comparable to the specifications for PMI Certified Rodent LabDiet # 5002 (Appendix D).
CrylAc was selected as a marker for the presence of MON 87701 in rodent diets. The

CrylAc protein could not be detected in rodent diets via lateral flow immunoassay,
presumably due to degradation of the protein during the multiple heating steps required
for production of toasted defatted soybean meal from MON 87701. The operational
capabilities of the lateral flow immunoassay were validated by spiking CrylAc protein
into diet samples (data not shown). Because it was not possible to analytically confirm
the presence of CrylAc protein in the test diet, diet formulation records and
chain-of-custody records were used to document that the diets were appropriately
prepared.

6.3. CLINICAL OBSERVATIONSAND SURVIVAL
Summary Data: [Table 1,[Table 2, [Table 3,|[Table 14
Individual Data: [Table Al,|Table A3, [Table A3, |Table Al12

There were no test substance-related deaths.
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One Reference Group 1 (Group 3) male was euthanized in extremis on study day 63
following a mechanical injury that resulted in fractured nasal bones. All other animals

survived to the day of scheduled necropsy.

There were no test substance-related clinical observations. All clinical findingsin the test
substance-treated groups were noted with similar incidence in the control or reference
groups, were limited to single animals and/or were common findings for laboratory rats
of thisage and strain.

Similarly, there were no test substance-related deaths or clinical observations in the

repeat study conducted with MON 87701 -2009, WIL-50362; Monsanto

Study No. WI-09-013; Appendix N).

6.4. Boby WEIGHTS
Summary Data: [Table4,[Table5;|Figure 1, |Figure 2
Individual Data: [Table A4, [Table A5

Figure 1 (males) and figure 2 (females) show animal body weights over the course of the
study. There were no test substance-related effects on body weights or cumulative body
weight gains. Mean weekly body weights and cumulative body weight gains in the
30% test group males were comparable to those in control group males. Mean weekly
body weights in the 30% test group females were dlightly below control group females
throughout the study (range 4.7%-9.6% lower). The body weight differences were
statistically significant during study weeks 6 and study weeks 9 through 13. However,
interpretation of these data is confounded by the fact that mean body weights in the
30% test group females were about 5% lower than the control group females on study
day O, prior to the initiation of test substance administration. In addition, mean weekly
body weights for the 30% test group females were within the range of mean body weights
observed for 16 other control groups of females of the same age and strain also fed diets

containing 30% soybean meal (Text Table 1]|Appendix Kl). Furthermore, the mean body

weights in the control group females were close to the upper end of the range of the study
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group mean values for this parameter in the 30% soybean historical control data set,
whereas the mean body weights of the test group females were close to the lower end of
this data set.

Cumulative mean body weight gains in the 30% test group females were generally lower
than the control group females throughout the study (15% lower at study week 13).
These differences were statistically significant beginning at study week 9. The mean
cumulative body weight gains for both the test and control groups were within the range
of mean values recorded for Crl:CD (SD) rats of the same age and strain in the
30% Soybean Historical Control data (Text Table 2 |Appendix K] for this parameter.
However, mean cumulative body weight gains in the 30% test group females were

dightly below the population grand mean for untreated animals in the 30% Soybean
Historical Control Data set, whereas the mean cumulative body weight gains in the

female control group were near the upper end of the historical control range.

Text Tablel. Selected Body Weightsfor Females (Grams)

Females Control, Test and Reference Group Data For 30% Soybean Historical Control Data
WIL-50352 (version 2.8m50352) ®
Control | Test group Rrsful Rrsfuz Rrsfu?’ Number Population Number Range of
Study Week® | Mean Mean | Jroup | group ) group of P of |Group Means®
+SE +SE Mean Mean Mean Animals Grand Mean Groups | (min/max)
T T +S.E. +S.E. +S.E.
250 229* 239 249 239
6 +58 | 83 | +66 | 68 | 66 | % 240 16 2211253
272 246* 257 271 262
9 +6.9 + 8.6 +7.8 +7.9 +7.0 192 259 16 241/280
277 251* 264 275 268
10 +66 +84 +71 +77 +6.9 192 265 16 247/287
280 255* 268 282 270
11 +66 +85 +74 +6.9 +75 191 269 16 246/291
286 260* 272 287 276
12 +79 +84 +74 +71 +75 192 273 16 250/298
291 263* 278 290 282
13 +66 +8.1 +83 +79 +70 192 278 16 251/302

Statistically significant at p<0.05

Historical control datafor female rats of the same age and strain fed diets with 30% conventional soybean meal
in 13 week studies, Jun. 2008 - Jan. 2009 ).

Animals at study weeks 6, 9, 10, 11, 12, 13 correspond to animal ages of 12, 15, 16, 17, 18, and 19 weeks,
respectively.

= Study group means are presented in Appendix M.
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Text Table2. Selected Cumulative Body Weight Gainsfor Females (Grams)

Females Control, Test and Reference Group Data For 30% Soybean Historical Control Data
WIL-50352 (version 2.8m50352) #
Test Refl Ref2 Ref3
Study Week Control group group group group Number Population Number | Range of ¢
b Mean of of Group Means
Interval +SE Mean Mean Mean Mean Animals Grand Mean Groups | (min/max)
*>E | +SE. | #SE | #SE. | #SE P
123 104* 110 123 116
0t09 +5.3 +6.7 +54 +6.9 +6.0 192 108 16 86/123
128 109* 116 127 123
Oto10 +50 | +67 | +48 | +67 | 57 | 1% 113 16 93/130
130 113* 120 133 125
Otoll +5.0 +6.7 +4.7 +6.0 +6.3 191 118 16 93/135
137 118* 125 138 131
Otol2 +54 +6.7 +4.7 +6.3 +6.3 192 121 16 97141
142 121* 131 142 137
0to13 +47 | +65 | +57 | +71 | +54 | 1% 126 16 96/144

Statistically significant at p<0.05

Historical control data for female rats of the same age and strain fed diets with 30% conventional soybean meal
in 13 week studies, Jun. 2008 - Jan. 2009 (Appendix K).

All studiesin this historical control data set began with animals at 6 weeks of age. Animals at the study intervals
from study weeks0to 9, 0to 10, 0to 11, O to 12, and O to 13, therefore, correspond to animal age ranges of 6 to
15 weeks, 6 to 16 weeks, 6 to 17 weeks, 6 to 18 weeks, and 6 to 19 weeks, respectively.

= Study group means are presented in Appendix M.

The observed differences in female mean body weights and mean cumulative body
weight gain noted in thisinitial study were most likely attributable to biological variation,
and were not considered treatment-related due to their small magnitude and the similarity
of observed values to those in the 30% Soybean Historical Control Data. However, as
previoudly indicated, in order to further evaluate the potential significance of these
findings, a second study was conducted with MON 87701 m
WIL-50362; Monsanto Study No. WI-09-013; Appendix N). This study included 15%
and 30% levels of dietary incorporation of A5547 control and MON 87701 and utilized
20 animal s/sex/group rather than the 12 animals/sex/group used in thisinitial study.

Male weekly mean body weights and cumulative body weight gains in the repeat study
were statistically significantly higher in the 15% and 30% test group males than in the
respective control groups during most of the study (6%-13% higher weekly mean body
weights and 9%-22% higher cumulative body weight gains). However, the mean body

weights were within the range of group means in the WIL Historical Control Data. In
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addition, these higher body weights in the test group males were not observed in the
initial study conducted with 30% MON 87701. Therefore, these differences in male
mean body weights and cumulative body weight gains in the repeat study were not
considered to be test substance-related. Female weekly mean body weights and
cumulative body weight gains were unaffected in the repeat study. The results of the
repeat study thus provide evidence that the dight difference in mean body weight and
cumulative body weight gain noted in females in the initial study were not reproducible
and were, therefore, not considered treatment-rel ated.

6.5. FOOD AND TEST SUBSTANCE CONSUMPTION
Summary Data: [Table 6, [Table 7
Individual Data: [Table AG,[Table A7

Food consumption was unaffected by test substance administration. Mean food
consumption for the 30% test group females was generally slightly lower than the control
group throughout the study, and the differences during weeks 7 to 8 and 11 to 12 were
statistically significant. However, the mean food consumption for the test group females
was similar to the overall population mean, and was within the range of mean values
recorded for this parameter in Crl:CD(SD) rats of the same age in the 30% Soybean
Historical Control Data (Text Table 3). Furthermore, any statistically significantly higher

or lower changes in weekly food c---------------- alues observed in the test groups in the

repeat study with MON 87701 2009, WIL-50362; Monsanto Study

No. WI-09-013; Appendix N) tended to be slight and test group values were within

relevant historical control ranges. Therefore, none of the observed differences in food

consumption were considered to be test substance-related.

The average consumption values for test, control, or reference substances (mg/kg of body
weight/day), presented in|Table 7 an are based upon nominal dietary levels of
MON 87701 (mg/kg of diet), control, and reference substances, respectively. A summary
of these datais presented in[Text Table 4
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Text Table 3. Selected Mean Food Consumption (Grams/Animal/Day) for Females

Females Control, Test and Reference Group Data For WIL- 30% Soybean Historical Control Data
50352 (version 2.8m50352) #
Control Test Refl Ref2 Ref3 Number . Number | Range of
Study Week group group group group Population b
Mean of of  |Group Means
Interval +SE Mean Mean Mean Mean Animals Grand Mean Groups | (min/max)
5| 4sE. | #SE | #SE | #SE P
20 18* 19 20 19
7t08 +03 £ 05 +07 +04 +05 185 18.8 16 15.7/20.8
19 18** 19 20 19
11to 12 +04 ey +009 +04 +06 190 18.4 16 15.4/20.5

Statistically significant at p<0.05, ** = Statistically significant at p<0.01

Historical control data for female rats of the same age and strain fed diets with 30% conventional soybean meal
in 13 week studies, Jun. 2008 — Jan. 2009 ).

Study group means are presented in Appendix M.

Text Table 4. Average Dietary Consumption (mg/kg/day)

Average Dietary
Consumption (mg/kg of body weight/day)

Nominal Dietary Level Male Female
30% Control - 50352 22,050 24,671
30% Test Substance - 50352 21,963 25,544
30 % Ref 1 - 50352 22,208 25,593

30 % Ref 2 - 50352 21,966 25,207

30 % Ref 3 - 50352 21,983 25,390

6.6. CLINICAL PATHOLOGY

6.6.1. HEMATOLOGY AND COAGULATION
Summary Data: [Table 8
Individual Data: [Table A§

Pathology Report: |Appendix |

There were no MON 87701-related alterations in hematology and coagulation
parameters. No statistically or biologically significant changes in these parameters were

observed in this study.

In the repeat study with MON 87701, statistically significantly lower mean hemoglobin
and eosinophil levels (percent and absolute) were noted in the 30% test group females
compared to the 30% control group females_2009, WIL-50362; Monsanto
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Study No. WI-09-013; Appendix N). In the absence of changes in other red blood cell

parameters, the small difference in mean hemoglobin was considered spurious.
Differences in hemoglobin and eosinophil counts (absolute and percent) were not
observed in test group males and all test group means for these parameters were within

relevant historical control ranges_ 2009, WIL-50362; Monsanto Study

No. WI-09-013;| Appendix N). In addition, none of these findings were observed in the

initial study. The observed differences were, therefore, not considered to be test

substance-related.

6.6.2. SERUM CHEMISTRY
Summary Data: Table 9
Individual Data: [Table A9
Pathology Report: Appendix |

There were no MON 87701-related alterations in serum chemistry parameters.

Mean serum chloride and mean total protein in the MON 87701-treated group females
were 1.9% higher and 5.5% lower than the respective control group means (statistically
significant at p<0.01). When compared to the 30% Soybean Historical Control Data

Range of Study Means (Appendix K), the test group mean total protein was at the lower

limit and the control group mean was near the upper limit (Text Table 5). Consequently,

these total protein data were not considered evidence of a MON 87701 treatment effect.
With respect to mean chloride data, the control group mean was below the range of
historical control group mean values (although identical to the mean values of the
concurrent reference 1 and 2 groups), with the test group mean being identical to the
overall population mean for the historical control data. Thus, the statistical significance
was related to a lower than expected mean chloride value for the control group. In
addition, no other electrolytes were affected; therefore, this was not considered

treatment-related.
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These slight differences in serum protein and chloride were not reproduced in a follow up
study with MON 87701 ﬁ 2009, WIL-50362; Monsanto Study
No. WI-09-013] Appendix N), thus providing further evidence that these findings in the

initial study were not treatment-related. In the repeat study with MON 87701, mean total
protein, globulin, and glucose were slightly, but statistically significantly, higher in the
15% test group males compared to the 15% control group males. Mean albumin/globulin
ratios and urea nitrogen were slightly, but statistically significantly, lower for the 15%
test group males compared to the 15% control group. No dose response was noted for
any of these parameters and there were no similar findings observed in either female test
group; therefore, none of these changes were considered to be test substance-related. In
the 30% test group males, mean phosphorus levels were statistically significantly lower
compared to the 30% control group males. However, this difference was small and a
similar change was not seen in females. In addition, test group means for all of these

parameters except for urea nitrogen in the 15% test group males were within the range of
group means in the 15% or 30% Soybean Historical Control data sets 2009,

WIL-50362; Monsanto Study No.WI-09-013; Appendix N). As explained in

Appendix N, the lower urea nitrogen level in the 15% test group males was slightly
outside the WIL 15% Soybean Historical Control Data range. However, this finding
exhibited no dose response and was in a direction and of a magnitude (7.8%) that
indicated a lack of physiological relevance. In addition, there were no consistent
statistically significant differences in serum chemistry parameters observed in the initial
and repeat studies with MON 87701 and, therefore, none of these findings were

considered to be test substance-related.

Page 45 of 2350



WIL-50352
Monsanto Company

MON 87701
WI1-08-218

Text Table 5. Selected Serum Chemistry Parameters for Females

Females Control, Test and Reference Group Data For 30% Soybean Historical Control Data
WIL-50352 (version 2.8m50352) ®
Control Test Refl Ref2 Ref3 Number ) Number Range of
parameter | Mean group | group | group | group of Population of Group
+SE Mean Mean | Mean | Mean Animals Grand Mean Grouns Means °
=5 | 4SE. | #S.E. | #+SE. | #SE PS | (min/max)
Total
- 73+ 6.9+ 71+ | 73+ | 7.3%
Protein 010 0.11%% 014 010 007 192 7.2 16 6.9/7.4
(g/dL)
Chloride 103 + 105 + 103+ | 103+ | 104+
(mEg/L) 03 0.3% 04 04 05 192 105 16 104/106

**%
a

Statistically significant at p<0.01
Historical control data for female rats of the same age and strain fed diets with 30% conventional soybean meal

for 13 weeks, Jun. 2008 — Jan. 2009 (Appendix K).

b

Study group means are presented in Appendix M.

6.6.3. URINALYSIS

Summary Data: [Table 1(
Individual Data: [Table A1Q,[Table A1l
Pathology Report: |Appendix |

No test substance-related alterations were noted in urinalysis parameters.

The MON 87701-treated group females had mean urine specific gravity of 1.052, which

was approximately 1.3% higher than the control group females (statistically significant at

p<0.05), but was very similar to the 1.050 specific gravity mean value for the reference

group 2 females. The test group and reference Group 2 mean specific gravity values

were both outside the 30% Soybean Historical Control Data range (Text Table 6;

Appendix K

but well within the WIL 15% Soybean Historical Control Data range of

values for control rats of the same age, sex and strain (Appendix L)} There were no

significant histologic findings in the kidneys, and therefore, these urinalysis values were

consistent with physiologically normal kidneys and were not considered to be a test

substance-related adverse effect.

There were no apparent differences in urine specific gravity observed in the repeat study
12000, WIL-50362; Monsanto Study No. WI-09-013; Appendix N). This
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provides further evidence that the observed differences in urine specific gravity were not

a test substance-related effect.

Text Table 6. Selected Urinalysis Parameters for Females

Females Control, Test and Reference Group Data For 30% Soybean Historical Control Data
WIL-50352 (version 2.8m50352) ®
Control Igzt IT,gEl Rrgl;z 3353 Number | Population | Number Rér;gﬁ of
Parameter Mean group group group group of Grand of pb
+SE Mean Mean Mean Mean Animals Mean Groups Means
T +S.E. +S.E. +S.E. +S.E. (min/max)
Specific 1.038+ | 1.052+ | 1.033+ | 1.050 + 1.043 1.0280/
Gravity 0.0052 | 0.0040* | 0.0042 | 0.0105 | +0.0061 192 1.0365 16 1.0471

Statistically significant at p<0.05

Historical control data for female rats of the same age and strain fed diets with 30% conventional soybean meal for
13 weeks, Jun. 2008 — Jan. 2009 (Appendix K).

Study group means are presented in Appendix M

6.7. ANATOMIC PATHOLOGY

6.7.1. MACROSCOPIC EXAMINATION
Summary Data: [Table 11,[Table 12
Individual Data: [Table A13,[Table A14
Pathology Report: |Appendix |

Review of the gross necropsy observations revealed no observations that were considered

to be associated with administration of the test substance.

In addition, there were no test substance-related macroscopic findings in the repeat study
[ 2009, WIL-50362; Monsanto Study No. WI-09-03; Appendix N). Any
microscopic findings noted in either study were considered to be spontaneous and/or

incidental in nature and unrelated to test substance administration.
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6.7.2. ORGAN WEIGHTS

Summary Data: [Table 13
Individual Data: [Table A15,[Table Alq,[Table Al7
Pathology Report: |Appendix |

In the MON 87701-treated group females, the mean final fasted body weight was 9.3%
lower (p <0.05) than the control group mean. Lower mean final fasted body weights in
the test group females were consistent with lower unfasted body weights previously

discussed in Section 6.4.
There were no test substance-related effects on organ weights.

The mean spleen weights, spleen weight/final body weight ratios, and spleen
weight/brain weight ratios in the MON 87701-treated group males were approximately

15% lower than the control group [Text Table 7). Although statistically significant

relative to the concurrent control, these mean values for the test group males were within
the range of values observed in the concurrent male reference groups. In addition, there
were no histologic alterations in the spleen. Therefore, the differences in male spleen

weights were not considered treatment-related.

In the MON 87701-treated group females, the absolute spleen weight and spleen weight

relative to brain weight were 19% and 15% lower (p<0.05) than the control group means,

respectively (Text Table 7). Although these test group mean values were outside the

range of means in the 30% Soybean Historical Control Data (Appendix Ki), these values

were similar to the lowest mean values for control rats of the same age, sex, and strain in

the WIL 15% Soybean Historical Control Data (Appendix L). Spleen weights relative to

body weights were unaffected. In addition, there were no histologic alterations in the
spleen. Therefore, these spleen weight differences between the control and test group
females were considered a consequence of the lower body weight gain during the study

and were not considered evidence of a test substance-related adverse effect.

Page 48 of 2350



WIL-50352 MON 87701
Monsanto Company WI-08-218
The MON 87701-treated group females also had statistically significantly lower mean
absolute brain (4.0%), kidney (8.4%), and liver (7.6%) weights with respect to the control
group mean, but the relative weights were not affected. The mean absolute brain weights
and liver weights in MON 87701 test group females were within range of group mean

values observed in the 30% Soybean Historical Control Data |(Text Table 7;|

Appendix K). The mean absolute kidney weight was just below the minimum mean in

the range of means in the 30% Soybean Historical Control Data (Appendix K]), but was

within the WIL 15% Soybean Historical Control Data for female rats of the same age and

strain fed standard rodent meal containing 15% soybean meal (Appendix LJ). Because

there were no corroborative histologic findings or clinical pathology findings, and there
were no changes in brain, kidney, or liver weights relative to final body weights, these
slight differences in absolute organ weights were considered to be consequences of the
slightly lower body weights, and were therefore not considered test substance-related

effects.
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Text Table 7. Selected Organ Weights
Control, Test and Reference Group Data For 30% Soybean Historical Control Data
WIL-50352 (version 2.8m50352) *
Test Refl Ref2 Ref3 . Range of
Control Population
group group group group No. of No. of Group
Parameter | Mean M imal Grand b
+SE ean Mean Mean Mean Animals Mean Groups Means
- +S.E. +S.E. +S.E. +S.E. (min/max)
Males
Spleen
wit., 0.89 £ 0.75+ 0.76 £ 0.72 0.79 =
Absolute 0.038 0.033* 0.037 0.032 0.033 189 0.82 16 0.77/0.88
()
Spleen
wit.
Relative 0.179 = 0.151 0.147% | 0147+ | 0.159 + 189 0163 16 0.154/
to final 0.0054 | 0.0061** | 0.0063 | 0.0044 | 0.0052 ’ 0.172
body wt.
(9/100 g)
Spleen
wit.
Relative 41.688 35.472 = 35.101 33.414 36.467 35.529/
o Brain * | 13seger | E * * 189 38.462 16 41.860
wt 1.3823 ' 1.2553 1.3153 1.5073 ’
(9/100 g)
Females
Fasted
Eg‘;" 268 + | 243% 256+ | 267+ | 259% 192 - " 231/778
y 6.9 8.0* 7.3 7.0 6.6
Weight
()]
Brain wt.
' | 198 + 190+ 198 197+ 1.94
Ab?g)lute 0.019 0.024% 0.035 0.014 0.016 192 1.94 16 1.88/1.98
Kidney
wt., 2.03 £ 1.86 £ 197+ 2.08 = 2.02 +
Absolute 0.034 0.044** 0.070 0.064 0.060 192 2.04 16 1.87/2.26
()
Liver wt.
’ 7.27 = 6.72 = 7.18 = 7.44 752 +
Ab?g)'“te 0115 | 0213* | 0252 | 0227 | 0175 192 74 16 6.7/8.1
Spleen
wt., 0.52 = 042 + 0.49 = 0.50 £ 0.48 =
Absolute 0.025 0.024* 0.036 0.027 0.026 192 0.50 16 0.47/0.56
(¥)
Spleen
wt.
Relative 26'356 22.148 £ 24f47 25'362 24'145 192 25.885 16 24.602/
to Brain . 1.1648* - . - ' 28.822
wt 1.1843 ' 1.8056 1.3254 1.2727 ’
(9/100 g)

= Statistically significant at p<0.01

= Statistically significant at p<0.05

= Historical control data for female rats of the same age and strain fed diets with 30% conventional soybean meal for
13 weeks, Jun. 2008 - Jan. 2009 (Appendix K)).

= Study group means are presented in Appendix M.
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In a repeat study with MON 87701 [ 2009, WIL-50362; Monsanto Study

No. WI-09-013; Appendix N), final fasted body weights were 7.8% higher in the 15%
MON 87701 test group males than in 15% control group males. This difference

exhibited no dose response, as a corresponding statistically significantly higher final
fasted body weight was not noted in males fed 30% MON 87701. There were no
statistically significant differences in final fasted body weights in the 15% or 30% test
group females. The differences observed in final fasted body weights in the repeat study
were not consistent with those in the initial study, and the changes in final fasted body
weights observed in both studies were, therefore, considered to be incidental and not test

substance-related.

In males from the repeat study, statistically significantly higher kidney (absolute and
relative to brain weight; 7.9% and 6.5% higher, respectively), liver (9.8% higher), and
thyroid/parathyroid (absolute and relative to brain weight; 15.7% and 14.2% higher,
respectively) weights were noted in the 15% test group compared to the 15% control
group. There were no differences in the relative (to final body weight) liver or

thyroid/parathyroid weights, which are the most relevant parameters for assessment of

organ weight differences for these organs (Bailey et al., 2004). Therefore, these findings

were considered to be a consequence of the slightly higher body weights in the 15% test
group males. Adrenal gland weights (relative to brain weight) were statistically
significantly higher in the 15% test group females compared to the 15% control group.
There were no differences in absolute adrenal gland weights or adrenal gland weight
relative to final body weight. There was no dose response relationship noted in any of
these organ weight parameters, as they were not observed in the 30% MON 87701 test
groups. There were no similar changes in these findings in the opposite sex and there
were no associated clinical or gross pathology findings. In addition, all of these 15% test
group mean values were within the range of group mean values in the WIL 15% Soybean
Historical Control data set-2009, WIL-50362; Monsanto Study No. WI-09-
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013;|Appendix N). These organ weight differences were therefore not considered to be

test substance-related.

Statistically significantly lower epididymides and testes weights (both relative to final
body weight) were noted in the 30% test group males compared to the 30% control group
in the repeat study (Appendix N). These differences in relative epididymides and testes
weights were small (8.4%-9.5%), and there were no differences in the epididymides and
testes weights (absolute or relative to brain weight) and no corresponding clinical or
gross pathology findings. In addition, the mean values for epididymides and testes
weights (relative to final body weight) for the 30% test group males were within the
range of group means in the 30% Soybean Historical Control data setm,
WIL-50362; Monsanto Study No. WI-09-013; Appendix N). Thus, these changes were

not considered to be related to test substance administration.

Statistically significantly higher mean thyroid/parathyroid (absolute and relative to final
body weight and brain weight) were noted in the 30% test group females compared to the
30% control group in the repeat study. However, there were no corresponding gross

pathology changes and these test group mean values were within the range of group mean

values in the 30% Soybean Historical Control data set_2009, WIL-50362;

| Monsanto Study No. WI-09-013l Appendix N) and were therefore not considered to be

related to test substance administration.

6.7.3. MICROSCOPIC EXAMINATION
Summary Data: [Table 15, [Table 16
Individual Data: [Table A13,|Table Al4
Pathology Report: Appendix |

There were no test substance-related histologic changes. All histologic changes were
considered to be incidental findings and there was no test substance-related alteration in

the prevalence, severity or histologic character of these incidental tissue alterations.
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The most frequent alteration seen, a minimal mixed inflammatory infiltrate in the liver,
was characterized by small, multifocal, randomly distributed, accumulations of mixed
mononuclear cells with, occasionally, a few polymorphonuclear leukocytes, which were
present at a similar incidence and severity in control and test substance-treated animals.
The term “mixed inflammatory cell infiltrates” covers the spectrum of morphologic
diagnosis of “infiltrate, lymphocytic” and “infiltrate, mononuclear”. In this study, the
term “infiltrate” was used when there were low grade cellular aggregates that were

considered background spontaneous lesions.
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7. DiscussioN AND CONCLUSIONS

7.1. DISCUSSION

The objective of this study was to evaluate the potential health effects of MON 87701, a
biotechnology-derived insect-protected soybean. Diets containing either 30% processed
control meal (control), 30% MON 87701 meal (test substance) or 30% concentrations of
three reference soybean meals were prepared and fed to groups of 12 males and
12 femalesfor at least 90 days.

No unscheduled deaths were noted in rats fed either the control diet or the test diet
containing 30% MON 87701. There were no test substance-related clinical observations.
There were no statistically significant differences in mean body weights or cumulative
body weight gains in the 30% test group males. The mean fina body weights and
cumulative body weight gains in the 30% test group females were lower than the control
group. No specific cause of these lower body weights was evident, although food
consumption was dlightly lower in the 30% test group females. To clarify the
toxicological significance of these reduced body weights, a second study was conducted
with MON 87701 at 15% and 30% levels of dietary incorporation in male and female rats

of the same age and strain.

In the repeat study, there were no test substance-related desths or clinical observations.
In this second study, body weights and cumulative body weight gains were dlightly
increased in both the 15% and 30% test group males, accompanied by slightly higher
food consumption. In females, no statistically significant differences in weekly mean
body weights, cumulative body weight gains, or food consumption (except for a single
week) were observed in this second study. The observed differences in female body
weights in the initial study were not considered test substance-related dueto: 1) The lack
of reproducibility of the observed body weight differences in the repeat study;
2) Potential confounding effect of the lower (5%) mean starting body weights in the test
group females in the initial study; 3) The mean weekly body weights and cumulative
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body weight gains for the test group females in the initial study were within the range of
values recorded for rats of the same age, sex, and strain in the 30% Soybean Historical
Control Data; 4) The absence of reduced weekly mean body weights or cumulative body
weight gains in male rats fed MON 87701 in the initial study; and 5) Biological
variability as evidenced by the observation of dlightly increased male body weights in the
repeat study (not observed in the initial study).

Food consumption tended to be lower in the 30% test group females in the initial study,
which may have accounted for the lower observed body weights in the 30% test group
females. In the repeat study, food consumption tended to be higher in the 15% and
30% test group males, which may have accounted for the higher observed body weights
in the test group males. Although several statistically significant differences in food
consumption were observed in the initial study and repeat study conducted with
MON 87701, these differences tended to be slight and were generally not reproducible
between the two studies. Weekly food consumption values were within relevant
historical control ranges. These changes in food consumption were therefore not
considered to be test substance-related.

There were no reproducible statistically significant observations in clinical pathology
parameters (hematology, serum chemistry, or urinalysis) observed between the initial and
repeat studies conducted with MON 87701. Although severa statistically significant
differences were noted in each study, the differences were generally dlight, did not
exhibit a dose response relationship in the repeat study, were within historical control
ranges, and/or had no corroborative changes in other clinical pathology parameters or
histology. = Therefore, these observations were considered incidental and not
treatment-rel ated.

There were no reproducible statistically significant changes in organ weight parameters
between the initial and repeat studies. Several statistically significant differences were
noted in each study. However, the mgjority of the changes were attributed to the slightly
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lower body weights in the 30% test group females in the initial study and the dlightly
higher body weights in the 15% test group males in the repeat study, because
organ-to-body weight ratios were unaffected. Organ weight differences observed in the
15% test groups in the repeat study did not exhibit a dose response relationship as they
were not observed in the 30% test groups. All organ weights were within relevant
historical control ranges. In addition, there were no corroborative changes in clinical
pathology parameters or gross pathology or microscopic pathology (only evaluated in this
initial study). Based on all of the above considerations, all organ weight findings were
considered to be incidental and not treatment-related.

There were no test substance-related gross pathological findings in the initial or repest
studies and no test substance-related microscopic pathological findings in the initial
study. Any findings were considered to be incidental and were all considered within the
normal limits for rats of this age and strain. There was no test substance-related
ateration in the prevalence, severity, or histologic character (evaluated in initial study

only) of any of these findings.

7.2. CONCLUSIONS
In conclusion, administration of diets containing processed meal from MON 87701 at

concentrations up to 30% (w/w) in the diet (equivalent to approximately 22.0 g/kg body
weight/day for males and 25.5g/kg body weight/day for females) for at least
90 consecutive days had no effects on the growth or heath of Sprague-Dawley
(Crl:CD[SD]) rats.
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8. KEY STUDY PERSONNEL AND REPORT SUBMISSION

Report Submitted By:

Staff Toxicologist, Toxicology
Study Director

Report Prepared By:

Analyst

Associate Study Analyst

Report Reviewed By:

Director, Toxicology

Senior Study Analyst

Study Personnel:

Services
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9. QUALITY ASSURANCE UNIT STATEMENT
9.1. PHASES INSPECTED
Date(s) Date(s)
Findings Findings

Date(s) of Reported to Reported to
Inspection(s) Phase Inspected Study Director Management Auditor(s)
07-Jul-2008 Diet Dispense 07-Jul-2008 22-Aug-2008
15-Jul-2008 Diet Administration 15-Jul-2008 22-Aug-2008
16-Jul-2008 Clinical Observation 16-Jul-2008 22-Aug-2008
07-Oct-2008 Blood Collection and Analysis ~ 07-Oct-2008 24-Nov-2008
07-Oct-2008 Necropsy 07-Oct-2008 24-Nov-2008
20-Oct-2008 Trimming of Tissues 20-Oct-2008 24-Nov-2008
22-Dec-2008 Trimming of Tissues 22-Dec-2008 26-Jan-2009
23-Dec-2008 Study Records (I-1, 1-2) 23-Dec-2008 26-Jan-2009
23-Dec-2008 Study Records (C-1) 23-Dec-2008 26-Jan-2009
23-Dec-2008 Study Records (N-1, N-2) 23-Dec-2008 26-Jan-2009
23-Dec-2008,
24-Dec-2008 Study Records (Rx-1) 24-Dec-2008 26-Jan-2009
12-Jan-2009,
13-Jan-2009 Draft Report excluding

pathology data 13-Jan-2009 23-Feb-2009
22-Jan-2009 Draft Pathology Report 22-Jan-2009 23-Feb-2009
22-Jan-2009 Study Records (P-1) 22-Jan-2009 23-Feb-2009
23-Jan-2009 Study Records (H-1, H-2) 23-Jan-2009 23-Feb-2009

This study was inspected in accordance with the U.S. EPA Good Laboratory Practice
Standards (40 CFR Part 160), the standard operating procedures of WIL Research
Laboratories, LLC and the Sponsor's protocol and protocol amendments, with the
following exceptions. The data located in Appendix B (Certificates Of Analysis) were
the responsibility of the Sponsor. The data located in Appendix C (Analysis Of
Nutritional Components And Environmental Contaminants Of Rodent Diets Containing
MON 87701), Appendix D (Review Of Compositional And Pesticide Analysis Results)

and Appendix J (Pathology Peer Review Statement) were the responsibility of Covance
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Laboratories, PMI Inc., and Midwest ToxPath Sciences, Inc., respectively. Quality
Assurance findings, derived from the inspections during the conduct of the study and
from the inspections of the raw data and draft report, are documented and have been
reported to the Study Director. Review of the protocol and protocol amendments, as well
as a yearly internal facility audit are conducted by the WIL Quality Assurance Unit.

Status reports are submitted to management monthly.

This report accurately reflects the data generated during the study. The methods and
procedures used in the study were those specified in the protocol, its amendments and the

standard operating procedures of WIL Research Laboratories, LLC.

The raw data, the retention sample and the final report will be stored in the Archives at
WIL Research Laboratories, LLC, or another location specified by the Sponsor.
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9.2. APPROVAL

This study was inspected according to the criteria discussed in Section 9.1.

Report Audited By:

_RQAP-GLP, Senior Compliance Specialist

Report Released By:

i o
BS, RQAP-GLP Date

Manager, Quality Assurance

Page 60 of 2350



WIL-50352 MON 87701
Monsanto Company WI-08-218

10. REFERENCES

Baley, SA., Ziddl, R.H. and Perry, R.H. Relationships between organ weight and
body/brain weight in the rat: What is the best analytical endpoint? Toxicologic
Pathology 2004, 32, 448-466.

Dunnett, CW. New tables for multiple comparisons with a control. Biometrics
1964, 20, 482-491.

_ A 90-Day Feeding Study in Rats with Processed Meal from
Soybean MON 87701 (Study No. WIL-50362; Monsanto Study

No. WI-09-013). WIL Research Laboratories, LLC, Ashland, OH, 2009.

National Research Council. Guide for the Care and Use of Laboratory Animals,
Institute of Laboratory Animal Resources, Commission on Life Sciences; Nationa
Academy Press. Washington, DC, 1996.

Snedecor, G.W.; Cochran, W.G. One-Way Classifications; Analysis of Variance.
In Statistical Methods, 7th ed.; The lowa State University Press. Ames, |A, 1980;
pp 215-237.

Steel, R.G.D.; Torrie, JH. Principles and Procedures of Satistics, A Biometrical
Approach, 2nd ed.; McGraw-Hill Book Company: New York, NY, 1980;
pp 504-506.

Page 61 of 2350



WIL-50352 MON 87701
Monsanto Company WI-08-218

11. DEVIATIONS FROM THE PROTOCOL

This study was conducted in accordance with the protocol and protocol amendments,

except for the following.

e Protocol Section 11.7.1. states that the pituitary is to be retained at the time of
necropsy. The pituitary from a 30% Anand group (Group 3, Ref 1) male (no. 6978)
was lost at necropsy and no histological processing was performed on that tissue.

e Protocol Section 11.7.3 states that a peer review will consist of a review of
protocol-specified tissues. However, epididymides were not a protocol required
tissue for target examination, but were trimmed and processed but not
microscopically examined for six Group 4 males (nos. 6943, 6975, 7002, 7037, 7048,
and 7051).

These deviations did not negatively impact the quality or integrity of the data or the
outcome of the study.
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FIGURES 1-2
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FIGURE 1
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FIGURE 2
SUMMARY OF BODY WEIGHTS - FEMALES (MEAN +/- SE)
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TABLES1-16
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TABLE 1

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 1

SPONSOR: MONSANTO COMPANY SUMVARY OF SURVI VAL AND DI SPCSI Tl ON

SPONSOR NO. : W - 08- 218

MALES

GROUP 1 2 4 5

WEEK LI VE FD EE SE LI VE FD EE SE LI VE FD EE SE LI VE FD EE SE LI VE FD EE SE
0 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O
1 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O
2 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O
3 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O
4 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O
5 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O
6 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O
7 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O
8 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O 12 0 0 O
9 12 0 0 O 12 0 0 O 11 0 1 0 12 0 0 O 12 0 0 O
10 12 0 0 O 12 0 0 O 11 0 0 O 12 0 0 O 12 0 0 O
11 12 0 0 O 12 0 0 O 11 0 0 O 12 0 0 O 12 0 0 O
12 12 0 0 O 12 0 0 O 11 0 0 O 12 0 0 O 12 0 0 O
13 0 0 012 0 0 012 0 0 011 0 0 012 0 0 012

WEEK = WEEK OF STUDY FD = FOUND DEAD EE = EUTHANI ZED IN EXTREM S SE = SCHEDULED EUTHANASI A
1- CONTROL- 50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352
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PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701

TABLE 1

SUMVARY OF SURVI VAL AND DI SPCSI Tl ON

FEMALES

GROUP 1 2

WEEK LI VE FD EE SE LI VE FD EE SE
0 12 0 0 O 12 0 0 O
1 12 0 0 O 12 0 0 O
2 12 0 0 O 12 0 0 O
3 12 0 0 O 12 0 0 O
4 12 0 0 O 12 0 0 O
5 12 0 0 O 12 0 0 O
6 12 0 0 O 12 0 0 O
7 12 0 0 O 12 0 0 O
8 12 0 0 O 12 0 0 O
9 12 0 0 O 12 0 0 O
10 12 0 0 O 12 0 0 O
11 12 0 0 O 12 0 0 O
12 12 0 0 O 12 0 0 O
13 0 0 012 0 0 012

1- CONTROL- 50352 2- TEST- 50352

3-

REF1- 50352

4-

REF2- 50352

5-

REF3- 50352

PSURW4. 09
11/ 19/ 2008
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PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

TABLE 2 (DETAI LED PHYSI CAL EXAM NATI ONS/ DI SPOSI Tl ONS)

A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701
SUMMARY OF CLI NI CAL FI NDI NGS:

TOTAL OCCURRENCE/ NO. OF ANI MALS

TABLE RANCE:
GROUP:

NORVAL
-NO SI GNI FI CANT CLI NI CAL OBSERVATI ONS

DI SPCSI TI ON
- SENT TO NECROPSY TO BE EUTHANI ZED | N

EXTREM S-

- SCHEDULED EUTHANASI A

BCDY/ | NTEGUVENT
-HAIR LOSS FORELI MB( S)
-THI N

EYES/ EARS/ NOSE

- RED DI SCHARGE LEFT EYE

PHYSI CAL CONDI TI ON

-DRI ED RED MATERI AL AROUND LEFT EYE
-DRI ED RED MATERI AL AROUND RI GHT EYE

-OPACI TY RI GHT EYE

- PROTRUDI NG RI GHT EYE
- DRI ED RED MATERI AL AROUND NOSE

EXCRETA
- DEFECATI ON DECREASED

CONTRQOL- 50352

2-

TEST- 50352

3-

152/ 12

0/

0

12/ 12

14/
0/

0/
0/
0/
0/
0/
o/

REF1- 50352

ow

[ejolololofe)

4-

160/ 1

o/
12/1

6/
0/

0/
1/
0/
0/
0/
o/

REF2- 50352

2

0
2

onN

[clolofo] Yo

5-

137/ 12

1/ 1
11/11

15/
1/

=N

1/
5/
2/
0/
0/
1/

RPOONWE

REF3- 50352

147/ 12

0/

0

12/ 12

11/
0/

1/
3/
0/
0/
0/
o/

onN

OQOOORrF

147/ 12

o/ 0
12/ 12

8/
o/

or

o/
o/
o/
12/
4/
1/

PRPRPOOO
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TABLE 2 (DETAI LED PHYSI CAL EXAM NATI ONS/ DI SPOSI Tl ONS)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 2
SPONSOR: MONSANTO COMPANY SUMVARY OF CLI NI CAL FI NDI NGS: TOTAL OCCURRENCE/ NO. OF ANI MALS
SPONSOR NO. : W - 08- 218
————— MALE -----
TABLE RANCE: DAY 000 TO DAY 094

GROUP: 1 2 3 4 5
EXCRETA
- SOFT FECES 0/ 0 0/ 0 0/ 0 3/ 1 o/ 0
BODY/ | NTEG 1 |
- SCABBI NG FACI AL AREA 0/ 0 1/ 1 0/ 0 0/ 0 o/ 0
- SCABBI NG FORELI MB( S) 0/ 0 0/ 0 0/ 0 0/ 0 1/ 1
- SCABBI NG VENTRAL NECK 1/ 1 o/ 0 o/ 0 o/ 0 0/ 0
ORAL/ DENTAL
-VWET CLEAR MATERI AL AROUND MOUTH o/ 0 o/ 0 o/ 0 1/ 1 0/ 0
-DRI ED RED MATERI AL AROUND MOUTH 1/ 1 0/ 0 0/ 0 0/ 0 0/ 0
-UPPER | NCI SOR(S) LONG, TRI MVED 0/ 0 0/ 0 1/ 1 0/ 0 o/ 0
- UPPER | NCl SOR('S) MALALI GNED o/ 0 o/ 0 6/ 2 2/ 2 0/ 0
-LONER | NCI SOR(S) LONG TRl MMVED 0/ 0 0/ 0 2/ 2 1/ 1 o/ 0
SPECI AL ||
-WATER BOTTLE G VEN- MECHANI CAL | NJURY 0/ 0 0/ 0 1/ 1 0/ 0 o/ 0

1- CONTROL-50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352
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TABLE 2 (DETAI LED PHYSI CAL EXAM NATI ONS/ DI SPOSI Tl ONS)

PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

SUMMARY OF CLI NI CAL FI NDI NGS:

A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701
TOTAL OCCURRENCE/ NO. OF ANI MALS

TABLE RANCE:
GROUP:

NORVAL
-NO SI GNI FI CANT CLI NI CAL OBSERVATI ONS

DI SPCSI TI ON
- SCHEDULED EUTHANASI A

BODY/ | NTEGUVENT
-HAI R LOSS FORELI MB( S)

EYES/ EARS/ NOSE

- RED DI SCHARGE LEFT EYE

- RED DI SCHARGE RI GHT EYE

-DRI ED RED MATERI AL AROUND LEFT EYE

EXCRETA
- DEFECATI ON DECREASED

BCDY/ | NTEG 1 |
- SCABBI NG VENTRAL NECK

163/ 12

12/ 12

4/

0/
0/
o/

o/

Qoo

157/ 1

12/1

7/

2/
1/
2/

o/

2

2

RPN

163/ 12

12/ 12

5/ 1

0/
0/
o/

oo

o/ 0

159/ 12

12/ 12

9/

0/
0/
o/

o/

Qoo

140/ 12

12/ 12

27/ 3

o/
o/
o/

ooo

1/ 1

1- CONTRCL-50352 2- TEST-50352 3-

REF1- 50352

4-

REF2- 50352

5-

REF3- 50352

PCSW4. 07
11/ 19/ 2008
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PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

TABLE 3 (DAILY OBSERVATI ONS)
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701
SUMMARY OF CLI NI CAL FI NDI NGS:

TOTAL OCCURRENCE/ NO. OF ANI MALS

TABLE RANCE:
GROUP:

NORVAL
-NO SI GNI FI CANT CLI NI CAL OBSERVATI ONS

EYES/ EARS/ NOSE

- CLEAR DI SCHARGE LEFT EYE

- RED DI SCHARGE LEFT EYE

- RED DI SCHARGE RI GHT EYE

-DRI ED RED MATERI AL AROUND LEFT EYE
-DRI ED RED MATERI AL AROUND RI GHT EYE
- DRI ED RED MATERI AL AROUND NOSE

-WET RED MATERI AL AROUND NOSE

EXCRETA
- DEFECATI ON DECREASED
- SOFT FECES

ORAL/ DENTAL
-WET CLEAR MATERI AL AROUND MOUTH

[elofololofole]

oo

(el Jeolololole]

oo

w
2
RPRNNR RO

o
<
or

RPOORORE

- O

[elolol Helole]

oo

1- CONTROL- 50352 2- TEST- 50352 3-

REF1- 50352

4-

REF2- 50352

5-

REF3- 50352
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PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

SUMVARY OF

TABLE 3 (DAILY OBSERVATI ONS)
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701

CLI NI CAL FI NDI NGS: TOTAL OCCURRENCE/ NO. OF ANI MALS

TABLE RANCE:
GROUP:

NORVAL
-NO SI GNI FI CANT CLI NI CAL OBSERVATI ONS

EYES/ EARS/ NOSE

- RED DI SCHARGE LEFT EYE

-DRI ED RED MATERI AL AROUND LEFT EYE
-DRI ED RED MATERI AL AROUND RI GHT EYE
- DRI ED RED MATERI AL AROUND NOSE

ORAL/ DENTAL
-WET CLEAR MATERI AL AROUND MOUTH

[eolofo)e]

ROR R

o
<
[elofole]

[elofole]

o
<
oOrOOo

1- CONTROL-50352 2- TEST- 50352 3-

REF1- 50352

4-

REF2- 50352

5-

REF3- 50352

PCSW 4. 07
11/19/ 2008
R 11/ 19/ 2008
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TABLE 4

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 1
SPONSOR: MONSANTO COMPANY SUMVARY OF BODY WEI GHTS [ ([
SPONSOR NO. : W - 08- 218
MALES
GROUP! CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK -2
MEAN 83 81. 81. 83 83
S. D. 9.4 9.2 8.5 11.6 9.3
S. E 2.7 2.6 2.4 3.4 2.7
N 12 12 12 12 12
-1
MEAN 135. 135. 135. 136. 136.
S. D. 13.8 13.2 12. 3 16.7 13.5
S. E 4.0 3.8 3.6 4.8 3.9
N 12 12 12 12 12
0
MEAN 179. 178. 180. 182. 181.
S. D. 15.6 15. 4 12.5 17.6 17. 4
S. E 4.5 4.4 3.6 5.1 5.0
N 12 12 12 12 12
1
MEAN 239. 236. 238. 239. 227.
S. D. 19.5 19.3 13.5 19.7 21.5
S. E 5.6 5.6 3.9 5.7 6.2
N 12 12 12 12 12
2
MEAN 288. 291. 291. 293. 287.
S. D. 22.8 22.9 16.1 21. 4 23.6
S. E 6.6 6.6 4.7 6.2 6.8
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 4

PRQIECT NO. : W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 2
SPONSOR: MONSANTO COVPANY SUMVARY OF BODY VEIGHTS [F
SPONSOR NO. : W-08-218
MALES
GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 3
MEAN 326. 336. 336. 337. 333.
S. D 26. 4 26.0 23.0 20. 4 26.7
S. E 7.6 7.5 6.6 5.9 7.7
N 12 12 12 12 12
4
MEAN 357. 368. 367. 368. 366.
S. D 36.6 31.3 30. 2 26.0 30.8
S. E 10.6 9.0 8.7 7.5 8.9
N 12 12 12 12 12
5
MEAN 388. 397. 403. 397. 396.
S. D 44. 0 32.4 35.1 29.5 33.7
S. E 12.7 9.4 10.1 8.5 9.7
N 12 12 12 12 12
6
MEAN 411. 424. 431. 420. 425.
S. D 50. 2 30.9 43. 4 36.0 35.4
S. E 14.5 8.9 12.5 10. 4 10. 2
N 12 12 12 12 12
7
MEAN 435. 443. 450. 438. 445,
S. D 53.1 34.5 45. 4 40. 8 37.2
S. E 15.3 10.0 13.1 11.8 10.7
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 4

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 3
SPONSOR: MONSANTO COMPANY SUMVARY OF BODY WEI GHTS [ ([
SPONSOR NO. : W - 08- 218
MALES
GROUP! CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 8
MEAN 457. 463. 471. 458. 464.
S. D. 54. 4 37.4 52.6 42.8 39.8
S. E 15.7 10.8 15.2 12. 4 11.5
N 12 12 12 12 12
9
MEAN 475. 479. 480. 474. 477.
S. D. 57.3 40. 3 69. 3 46.1 39.8
S. E 16.6 11.6 20.0 13.3 11.5
N 12 12 12 12 12
10
MEAN 492. 494, 509. 489. 494,
S. D. 60. 2 43.5 59.0 46. 4 40.6
S. E 17.4 12.5 17.8 13.4 11.7
N 12 12 11 12 12
11
MEAN 507. 507. 526. 501. 508.
S. D. 62.4 45.1 61.1 45.7 40. 8
S. E 18.0 13.0 18.4 13.2 11.8
N 12 12 11 12 12
12
MEAN 517. 519. 539. 512. 516.
S. D. 63. 2 46.0 62.9 48.0 39.9
S. E 18.3 13.3 19.0 13.9 11.5
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group



TABLE 4

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 4
SPONSOR: MONSANTO COMPANY SUMVARY OF BODY WEI GHTS [ ([
SPONSOR NO. : W - 08- 218
MALES
GROUP! CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 13
MEAN 527. 529. 554. 521. 527.
S. D. 65.1 44. 3 63.1 50. 8 38.7
S. E 18.8 12.8 19.0 14.7 11.2
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 4

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 5
SPONSOR: MONSANTO COMPANY SUMVARY OF BODY WEI GHTS [ ([
SPONSOR NO. : W - 08- 218
FEMALES
GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK -2
MEAN 82 84. 80. 80 82
S. D. 8.9 10. 2 9.8 10.9 8.1
S. E 2.6 2.9 2.8 3.2 2.3
N 12 12 12 12 12
-1
MEAN 122. 122. 121. 121. 122.
S. D. 10.5 10. 3 9.7 10. 3 10. 2
S. E 3.0 3.0 2.8 3.0 2.9
N 12 12 12 12 12
0
MEAN 149. 142. 148. 148. 145,
S. D. 13.6 11.0 12.0 9.1 10.5
S. E 3.9 3.2 3.5 2.6 3.0
N 12 12 12 12 12
1
MEAN 172. 159. 165. 165. 158.
S. D. 17.3 18. 2 14. 3 9.8 13.0
S. E 5.0 5.2 4.1 2.8 3.8
N 12 12 12 12 12
2
MEAN 190. 177. 182. 188. 179.
S. D. 17.7 22.3 16.1 14.8 15.2
S. E 5.1 6.4 4.7 4.3 4.4
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 4

PRQIECT NO. : W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 6
SPONSOR: MONSANTO COVPANY SUMVARY OF BODY VEIGHTS [F
SPONSOR NO. : W-08-218
FEMALES
GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 3
MEAN 207. 194. 199. 205. 198.
S. D 18.6 24.5 16. 3 16. 8 19.1
S. E 5.4 7.1 4.7 4.9 5.5
N 12 12 12 12 12
4
MEAN 222. 208. 212. 220. 213.
S. D 17.5 25.8 18. 3 21.5 20. 3
S. E 5.0 7.5 5.3 6.2 5.9
N 12 12 12 12 12
5
MEAN 237. 221. 228. 233. 228.
S. D 21.1 28.8 19.5 24.7 21.4
S. E 6.1 8.3 5.6 7.1 6.2
N 12 12 12 12 12
6
MEAN 250. 229. * 239. 249. 239.
S. D 20.0 28.8 23.0 23.4 22.9
S. E 5.8 8.3 6.6 6.8 6.6
N 12 12 12 12 12
7
MEAN 254, 234. 245, 256. 247.
S. D 21.0 30. 2 22.9 23.8 24.3
S. E 6.1 8.7 6.6 6.9 7.0
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
* = Significantly different fromcontrol group 1 at 0.05 using Dunnett’s test



TABLE 4
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 7
SUMVARY OF BODY WEI GHTS [ ([

PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

0S€7 JO 08 93ed

FEMALES
GROUP! CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 8
MEAN 265. 243. 251. 265. 256.
S. D. 23.1 29.7 21.6 23. 4 25.2
S. E 6.7 8.6 6.2 6.7 7.3
N 12 12 12 12 12
9
MEAN 272. 246. * 257. 271. 262.
S. D. 23.8 29.8 26.9 27.3 24.1
S. E 6.9 8.6 7.8 7.9 7.0
N 12 12 12 12 12
10
MEAN 277. 251.* 264. 275. 268.
S. D. 22.8 29.2 24.7 26.6 23.8
S. E 6.6 8.4 7.1 7.7 6.9
N 12 12 12 12 12
11
MEAN 280. 255, * 268. 282. 270.
S. D. 22.8 29.3 25.5 23.9 25.8
S. E 6.6 8.5 7.4 6.9 7.5
N 12 12 12 12 12
12
MEAN 286. 260. * 272. 287. 276.
S. D. 25.1 29.0 25.8 24.7 25.9
S. E 7.2 8.4 7.4 7.1 7.5
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
* = Significantly different fromcontrol group 1 at 0.05 using Dunnett’s test



TABLE 4

PRQJIECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY | N RATS WTH MON 87701 PACE 8
SPONSOR: MONSANTO COMPANY SUMVARY OF BODY WEI GHTS [ ([
SPONSOR NO. : W - 08-218
FEMALES
GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 13
MEAN 291. 263. * 278 290. 282.
S. D. 22.9 28.2 28.6 27.3 24.3
S. E 6.6 8.1 8.3 7.9 7.0
N 12 12 12 12 12
* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
* = Significantly different fromcontrol group 1 at 0.05 using Dunnett’s test
PBFSTv5. 28
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TABLE 5

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 1
SPONSOR: MONSANTO COMPANY SUMVARY OF CUMULATI VE BCDY WEI GHT CHANGES [ G
SPONSOR NO. : W - 08- 218
MALES
GROUP! CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 0 TO 1
MEAN 59 58. 58. 58 47
S. D. 9.2 7.4 5.4 4.8 7.6
S. E 2.7 2.1 1.6 1.4 2.2
N 12 12 12 12 12
0TO 2
MEAN 1009. 113. 111. 112. 106.
S. D. 17.2 15.1 13.8 8.0 10.0
S. E 5.0 4.4 4.0 2.3 2.9
N 12 12 12 12 12
0 TO 3
MEAN 146. 158. 155. 156. 152.
S. D. 25. 4 21. 4 24.0 14. 2 16.6
S. E 7.3 6.2 6.9 4.1 4.8
N 12 12 12 12 12
0TO 4
MEAN 178. 190. 186. 186. 186.
S. D. 37.2 27.9 33.6 22.7 22.1
S. E 10.7 8.1 9.7 6.5 6.4
N 12 12 12 12 12
0 TO 5
MEAN 208. 219. 223. 216. 215.
S. D. 43.9 30.8 39.1 26.1 25.8
S. E 12.7 8.9 11.3 7.5 7.5
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 5

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 2
SPONSOR: MONSANTO COMPANY SUMVARY OF CUMULATI VE BCDY WEI GHT CHANGES [ G
SPONSOR NO. : W - 08- 218
MALES
GROUP! CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 0 TO 6
MEAN 232. 245, 250. 238. 244,
S. D. 50.1 30.9 48.0 32.2 28.5
S. E 14.5 8.9 13.8 9.3 8.2
N 12 12 12 12 12
0TO 7
MEAN 256. 265. 269. 257. 265.
S. D. 53.4 34.3 49.9 37.3 29.6
S. E 15.4 9.9 14. 4 10.8 8.5
N 12 12 12 12 12
0 TO 8
MEAN 278. 285. 291. 276. 284.
S. D. 55.2 37.3 56.9 40. 3 31.8
S. E 15.9 10.8 16.4 11.6 9.2
N 12 12 12 12 12
0TO 9
MEAN 296. 301. 300. 293. 297.
S. D. 57.8 41.1 73.2 44. 4 32.9
S. E 16.7 11.9 21.1 12.8 9.5
N 12 12 12 12 12
0 TO 10
MEAN 312. 315. 329. 307. 313.
S. D. 60. 5 43.8 63.0 44.7 32.9
S. E 17.5 12.7 19.0 12.9 9.5
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 5

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 3
SPONSOR: MONSANTO COMPANY SUMVARY OF CUMULATI VE BCDY WEI GHT CHANGES [ G
SPONSOR NO. : W - 08- 218
MALES
GROUP! CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 0 TO 11
MEAN 328. 329. 346. 320. 327.
S. D. 62.9 45.8 64.6 43. 3 33.6
S. E 18.2 13.2 19.5 12.5 9.7
N 12 12 11 12 12
0 TO 12
MEAN 338. 341. 358. 331. 335.
S. D. 63. 4 47.1 66. 2 46.1 32.7
S. E 18.3 13.6 20.0 13.3 9.4
N 12 12 11 12 12
0 TO 13
MEAN 347. 350. 374. 339. 346.
S. D. 65. 2 45.5 65. 3 49. 3 32.1
S. E 18.8 13.1 19.7 14.2 9.3
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 5

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 4
SPONSOR: MONSANTO COMPANY SUMVARY OF CUMULATI VE BCDY WEI GHT CHANGES [ G
SPONSOR NO. : W - 08- 218
FEMALES
GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 0 TO 1
MEAN 22 17. 17. 16 13
S. D. 7.5 9.1 6.0 6.2 8.1
S. E 2.2 2.6 1.7 1.8 2.3
N 12 12 12 12 12
0TO 2
MEAN 41. 35. 35 40 34
S. D. 9.9 14.8 10. 2 9.3 11.0
S. E 2.9 4.3 2.9 2.7 3.2
N 12 12 12 12 12
0 TO 3
MEAN 58. 52. 51. 56 53
S. D. 10.1 18.0 8.8 12.7 15.5
S. E 2.9 5.2 2.5 3.7 4.5
N 12 12 12 12 12
0TO 4
MEAN 72. 67. 65. 72 67
S. D. 10. 7 19.6 9.4 17.3 17.8
S. E 3.1 5.6 2.7 5.0 5.1
N 12 12 12 12 12
0 TO 5
MEAN 88. 80. 81. 85. 83.
S. D. 14.8 21.8 11. 4 21.1 18. 4
S. E 4.3 6.3 3.3 6.1 5.3
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 5

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 5
SPONSOR: MONSANTO COMPANY SUMVARY OF CUMULATI VE BCDY WEI GHT CHANGES [ G
SPONSOR NO. : W - 08- 218
FEMALES
GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 0 TO 6
MEAN 101. 87. 92. 100. 94.
S. D. 13.6 21.7 14. 6 19.9 20.5
S. E 3.9 6.3 4.2 5.8 5.9
N 12 12 12 12 12
0TO 7
MEAN 105. 92. 98. 108. 102.
S. D. 15.0 23.6 14. 6 19.9 21.7
S. E 4.3 6.8 4.2 5.7 6.3
N 12 12 12 12 12
0 TO 8
MEAN 116. 101. 104. 116. 111.
S. D. 17.1 23. 4 13. 4 19.9 22.6
S. E 4.9 6.8 3.9 5.8 6.5
N 12 12 12 12 12
0TO 9
MEAN 123. 104. * 110. 123. 116.
S. D. 18.2 23.3 18.8 23.7 20.9
S. E 5.3 6.7 5.4 6.9 6.0
N 12 12 12 12 12
0 TO 10
MEAN 128. 109. * 116. 127. 123.
S. D. 17.5 23.3 16.5 23.3 19.8
S. E 5.0 6.7 4.8 6.7 5.7
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
* = Significantly different fromcontrol group 1 at 0.05 using Dunnett’s test
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PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

TABLE 5
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701
SUMVARY OF CUMULATI VE BCDY WEI GHT CHANGES [ G

FEMALES
CONTROL- 50352 TEST- 50352 REF1- 50352
130. 113.* 120.
17.5 23.2 16. 4
5.0 6.7 4.7
12 12 12
137. 118. * 125.
18.6 23.2 16. 4
5.4 6.7 4.7
12 12 12
142. 121.* 131.
16. 2 22.4 19.6
4.7 6.5 5.7
12 12 12

133.
20.6

12
138.
21.7

12

125.
21.9

12
131.
21.8

12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.

For statistical analyses,

control group 1 was conpared to group 2.

* = Significantly different fromcontrol group 1 at 0.05 using Dunnett’s test

PBFSTv5. 28
11/ 19/ 2008
R: 08/ 10/ 2009
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TABLE 6

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 1
SPONSOR: MONSANTO COMPANY SUMVARY OF FOOD CONSUMPTI ON [ G ANI VAL/ DAY]
SPONSOR NO. : W - 08- 218
MALES
GROUP! CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK -2 TO -1
MEAN 17 17. 17. 17 17
S. D. 1.4 1.5 1.2 1.4 1.4
S. E 0.4 0.4 0.4 0.4 0.4
N 12 12 12 12 12
0TO 1
MEAN 25. 25. 25 25 23
S. D. 1.9 1.8 1.7 1.6 2.3
S. E 0.6 0.5 0.5 0.5 0.7
N 12 12 12 12 12
1 TO 2
MEAN 27. 27. 28. 27 28
S. D. 2.2 2.3 1.9 1.4 1.9
S. E 0.6 0.7 0.5 0.4 0.5
N 12 12 12 12 12
2 TO 3
MEAN 27. 28. 29 28 29
S. D. 2.8 2.5 3.0 1.9 2.3
S. E 0.8 0.7 0.9 0.6 0.7
N 12 12 12 12 12
3 TO0 4
MEAN 28. 29. 29. 29 29
S. D. 3.6 2.6 3.4 2.4 2.6
S. E 1.1 0.7 1.0 0.7 0.7
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 6

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 2
SPONSOR: MONSANTO COMPANY SUMVARY OF FOOD CONSUMPTI ON [ G ANI VAL/ DAY]
SPONSOR NO. : W - 08- 218
MALES
GROUP! CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 4 TO 5
MEAN 29 29. 30. 29 29
S. D. 3.2 2.6 3.6 2.2 2.6
S. E 0.9 0.7 1.0 0.6 0.8
N 12 12 12 12 12
5TO 6
MEAN 28. 29. 30. 29 29
S. D. 2.9 2.4 3.4 2.5 2.5
S. E 0.9 0.7 1.0 0.7 0.8
N 11 12 12 12 11
6 TO 7
MEAN 28. 29. 29. 28 28
S. D. 2.3 2.4 3.4 2.7 2.3
S. E 0.7 0.7 1.0 0.8 0.7
N 10 12 12 12 12
7 TO 8
MEAN 27. 28. 30. 28 28
S. D. 1.6 2.3 3.8 2.5 2.7
S. E 0.5 0.7 1.1 0.7 0.8
N 10 12 12 12 12
8 TO 9
MEAN 28. 28. 28. 28. 28.
S. D. 2.5 2.5 6.5 2.8 2.3
S. E 0.8 0.7 1.9 0.8 0.7
N 11 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 6

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 3
SPONSOR: MONSANTO COMPANY SUMVARY OF FOOD CONSUMPTI ON [ G ANI VAL/ DAY]
SPONSOR NO. : W - 08- 218
MALES
GROUP! CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 9 TO 10
MEAN 29 28. 30. 28 29
S. D. 3.5 3.1 4.0 2.5 2.6
S. E 1.0 0.9 1.2 0.7 0.8
N 12 12 11 12 12
10 TO 11
MEAN 28. 28. 29. 28. 28.
S. D. 2.7 2.8 3.9 2.1 2.0
S. E 0.8 0.8 1.2 0.6 0.6
N 11 12 11 12 12
11 TO 12
MEAN 27. 27. 30. 28. 28.
S. D. 2.8 2.3 3.8 2.2 2.1
S. E 0.9 0.7 1.1 0.6 0.6
N 10 12 11 12 12
12 TO 13
MEAN 28. 28. 30. 27. 28.
S. D. 3.3 1.7 3.6 2.4 2.2
S. E 1.0 0.5 1.1 0.7 0.6
N 11 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 6

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 4
SPONSOR: MONSANTO COMPANY SUMVARY OF FOOD CONSUMPTI ON [ G ANI VAL/ DAY]
SPONSOR NO. : W - 08- 218
FEMALES
GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK -2 TO -1
MEAN 16 16. 16. 16 16
S. D. 1.1 1.2 1.3 1.3 1.6
S. E 0.3 0.3 0.4 0.4 0.5
N 12 12 12 12 12
0TO 1
MEAN 18. 17. 18. 18 16
S. D. 1.6 2.4 2.0 1.3 1.6
S. E 0.5 0.7 0.6 0.4 0.5
N 12 12 12 12 12
1 TO 2
MEAN 19. 18. 18 19 19
S. D. 1.8 3.3 2.3 1.1 2.2
S. E 0.5 0.9 0.7 0.3 0.6
N 12 12 12 12 12
2 TO 3
MEAN 19. 19. 19 19 19
S. D. 1.7 2.2 2.1 1.1 1.8
S. E 0.5 0.7 0.6 0.3 0.5
N 12 11 12 12 12
3 TO0 4
MEAN 20. 19. 19. 20 20
S. D. 1.2 2.1 2.4 1.8 1.8
S. E 0.3 0.6 0.7 0.5 0.5
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 6

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 5
SPONSOR: MONSANTO COMPANY SUMVARY OF FOOD CONSUMPTI ON [ G ANI VAL/ DAY]
SPONSOR NO. : W - 08- 218
FEMALES
GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 4 TO 5
MEAN 20 19. 20. 20 20
S. D. 1.8 2.1 2.1 1.6 1.9
S. E 0.5 0.6 0.6 0.5 0.6
N 12 12 12 12 12
5TO 6
MEAN 20. 19. 20 20 20
S. D. 1.8 1.9 2.2 1.4 2.6
S. E 0.5 0.6 0.6 0.4 0.7
N 12 12 12 12 12
6 TO 7
MEAN 20. 19. 20 20 20
S. D. 1.7 1.8 2.4 1.5 2.0
S. E 0.5 0.5 0.7 0.4 0.6
N 12 12 12 12 12
7 TO 8
MEAN 20. 18. * 19. 20 19
S. D. 1.1 1.9 2.2 1.4 1.9
S. E 0.3 0.5 0.7 0.4 0.5
N 12 12 11 12 12
8 TO 9
MEAN 19. 18. 19. 20. 19.
S. D. 1.1 1.7 2.5 1.6 1.5
S. E 0.3 0.5 0.7 0.5 0.4
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
* = Significantly different fromcontrol group 1 at 0.05 using Dunnett’s test
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TABLE 6

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 6
SPONSOR: MONSANTO COMPANY SUMVARY OF FOOD CONSUMPTI ON [ G ANI VAL/ DAY]
SPONSOR NO. : W - 08- 218
FEMALES
GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 9 TO 10
MEAN 19 19. 19. 19 19
S. D. 1.2 2.4 2.1 1.4 1.8
S. E 0.4 0.7 0.6 0.4 0.5
N 12 12 12 12 12
10 TO 11
MEAN 19. 18. 19. 19. 19.
S. D. 1.5 1.4 2.9 1.2 1.9
S. E 0.4 0.4 0.8 0.3 0.5
N 12 11 12 12 12
11 TO 12
MEAN 19. 18. ** 19. 20. 19.
S. D. 1.4 1.2 3.3 1.4 2.2
S. E 0.4 0.4 0.9 0.4 0.6
N 12 12 12 12 12
12 TO 13
MEAN 19. 18. 19. 19. 18.
S. D. 1.7 1.4 2.5 1.4 1.8
S. E 0.5 0.4 0.7 0.4 0.5
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
** = Significantly different fromcontrol group 1 at 0.01 using Dunnett’s test
PBFSTv5. 28
11/19/ 2008
R: 08/ 10/ 2009
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TABLE 7

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 1
SPONSOR: MONSANTO COMPANY SUMVARY OF CALCULATED COMPOUND CONSUMPTI ON [ M& KG DAY]
SPONSOR NO. : W - 08- 218
MALES
GROUP! CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 0 TO 1
MEAN 35909. 36339. 36053. 35888. 33691.
S. D. 1913. 8 1881.5 1475. 6 2775. 2 2424.5
S. E 552.5 543.1 426.0 801.1 699. 9
N 12 12 12 12 12
1 TO 2
MEAN 30374. 31108. 31151. 30964. 32561.
S. D. 1749. 4 1616.0 1544.1 2103. 6 2092.8
S. E 505.0 466. 5 445.7 607. 2 604.1
N 12 12 12 12 12
2 TO 3
MEAN 26717. 26964. 27639. 26940. 27759.
S. D. 1941. 4 1409. 8 1861. 3 2071.6 1310. 8
S. E 560. 4 407.0 537.3 598. 0 378. 4
N 12 12 12 12 12
3 TO0 4
MEAN 24419. 24498. 24779. 24262. 24734.
S. D. 1911.6 1144. 2 1653. 2 1609. 6 961. 9
S. E 551.8 330.3 477. 2 464. 6 277.7
N 12 12 12 12 12
4 TO 5
MEAN 23023. 22582. 23017. 22807. 22438.
S. D. 1165. 8 975. 3 1418. 4 1110.3 1108. 8
S. E 336.5 281.6 409.5 320.5 320.1
N 12 12 12 12 12

MEAN CONSUMPTI ON CALCULATED FROM | NDI VI DUAL CONSUMPTI ONS
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TABLE 7

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 2
SPONSOR: MONSANTO COMPANY SUMVARY OF CALCULATED COMPOUND CONSUMPTI ON [ M& KG DAY]
SPONSOR NO. : W - 08- 218
MALES
GROUP! CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 5 TO 6
MEAN 21543. 21511. 21687. 21118. 21450.
S. D. 1487. 2 1290. 3 1061. 7 1228. 2 927.5
S. E 448. 4 372.5 306.5 354.6 279.7
N 11 12 12 12 11
6 TO 7
MEAN 19958. 20131. 19918. 19715. 19562.
S. D. 1177. 4 1020. 9 868. 2 1311.9 1049. 8
S. E 372.3 294.7 250. 6 378.7 303.0
N 10 12 12 12 12
7 TO 8
MEAN 19217. 18650. 19187. 18994. 18743.
S. D. 1361.0 848. 8 894.7 1082. 8 952.9
S. E 430. 4 245.0 258.3 312.6 275.1
N 10 12 12 12 12
8 TO 9
MEAN 18135. 17889. 17352. 18103. 18074.
S. D. 636. 9 703.7 3005. 2 1124. 4 944. 3
S. E 192.0 203.2 867.5 324.6 272.6
N 11 12 12 12 12
9 TO 10
MEAN 17854. 17483. 17776. 17428. 17761.
S. D. 936. 8 1256. 3 1190. 2 1085. 5 855.9
S. E 270. 4 362.7 358.9 313.4 247.1
N 12 12 11 12 12

MEAN CONSUMPTI ON CALCULATED FROM | NDI VI DUAL CONSUMPTI ONS
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PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

11 TO 12
MEAN
S. D.
S. E

N

12 TO 13
MEAN
S. D.
S. E

N

GRAND MEAN
TEST PERI ODS

TABLE 7
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701
SUMVARY OF CALCULATED COMPOUND CONSUMPTI ON [ M& KG DAY]

MALES

CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352
16920. 16537. 17058. 17054.
715. 4 934. 8 1279. 4 943. 4
215.7 269. 8 385.8 272.3
11 12 11 12
16473. 15989. 16801. 16573
606. 8 822. 4 1103.6 1194. 4
191.9 237. 4 332.7 344.8
10 12 11 12
16114. 15840. 16287. 15715
556. 6 938.1 1110.6 1110.9
167.8 270.8 334.9 320.7
11 12 11 12
22050. 21963. 22208. 21966.
13 13 13 13

MEAN CONSUMPTI ON CALCULATED FROM | NDI VI DUAL CONSUMPTI ONS
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TABLE 7

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 4
SPONSOR: MONSANTO COMPANY SUMVARY OF CALCULATED COMPOUND CONSUMPTI ON [ M& KG DAY]
SPONSOR NO. : W - 08- 218
FEMALES
GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 0 TO 1
MEAN 33835. 34553. 35021. 34876. 31783.
S. D. 1942.9 3759. 4 2741.7 2973.5 1697. 8
S. E 560. 9 1085. 2 791.5 858. 4 490.1
N 12 12 12 12 12
1 TO 2
MEAN 31580. 32441. 31524. 31988. 33957.
S. D. 2593.5 4265. 3 3069. 3 2534. 4 2934.1
S. E 748.7 1231.3 886. 0 731.6 847.0
N 12 12 12 12 12
2 TO 3
MEAN 28975. 30195. 29929. 28870. 30081.
S. D. 1722.0 1602. 3 2869. 8 1642.6 1473.0
S. E 497.1 483.1 828. 4 474.2 425.2
N 12 11 12 12 12
3 TO0 4
MEAN 27395. 28280. 28268. 27686. 28488.
S. D. 1675. 1 2221.6 2423.5 2324.0 1324.8
S. E 483. 6 641. 3 699. 6 670.9 382. 4
N 12 12 12 12 12
4 TO 5
MEAN 25748. 27104. 26773. 26114. 27383.
S. D. 1819. 4 2443. 4 2200. 6 1925.3 1963. 6
S. E 525.2 705. 3 635. 3 555. 8 566. 9
N 12 12 12 12 12

MEAN CONSUMPTI ON CALCULATED FROM | NDI VI DUAL CONSUMPTI ONS
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TABLE 7

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 5
SPONSOR: MONSANTO COMPANY SUMVARY OF CALCULATED COMPOUND CONSUMPTI ON [ M& KG DAY]
SPONSOR NO. : W - 08- 218
FEMALES
GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WEEK 5 TO 6
MEAN 24658. 25193. 25305. 25525, 25454,
S. D. 1616. 8 1735.6 1404. 2 1589. 4 2079.1
S. E 466. 7 501.0 405. 4 458. 8 600. 2
N 12 12 12 12 12
6 TO 7
MEAN 23224. 24286. 24729. 24100. 24398.
S. D. 1526. 1 1618.1 1911.6 1601. 6 1756. 7
S. E 440.5 467. 1 551.8 462. 3 507.1
N 12 12 12 12 12
7 TO 8
MEAN 22878. 23043. 23369. 22886. 23110.
S. D. 1272.5 1878. 8 1974.9 1418. 3 1991.6
S. E 367. 3 542. 4 595.5 409. 4 574.9
N 12 12 11 12 12
8 TO 9
MEAN 21493. 22194. 22270. 22250. 22285.
S. D. 1538. 2 1800. 2 1748.7 1446. 8 1681.0
S. E 444.0 519.7 527.2 417.7 485. 3
N 12 12 11 12 12
9 TO 10
MEAN 21118. 22953. 22038. 21399. 21580.
S. D. 1600.0 2879.9 2000. 2 1576.0 1910.9
S. E 461. 9 831.4 577. 4 455.0 551.6
N 12 12 12 12 12

MEAN CONSUMPTI ON CALCULATED FROM | NDI VI DUAL CONSUMPTI ONS
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PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

TABLE 7
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701
SUMVARY OF CALCULATED COMPOUND CONSUMPTI ON [ M& KG DAY]

11 TO 12
MEAN
S. D.
S. E

N

12 TO 13
MEAN
S. D.
S. E

N

GRAND MEAN
TEST PERI ODS

FEMALES

CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352
20153. 20953. 21523. 20996.
1398.1 1505. 2 2431.8 1383.1
403. 6 453. 8 702.0 399.3
12 11 12 12
20378. 20624. 21362. 20984.
1549. 4 1637.3 2849. 2 1231.5
447.3 472.6 822.5 355.5
12 12 12 12
19290. 20251. 20596. 20020
2024.9 1402. 6 2011. 4 1499. 3
584.5 404.9 580. 6 432.8
12 12 12 12
24671. 25544, 25593. 25207.
13 13 13 13

MEAN CONSUMPTI ON CALCULATED FROM | NDI VI DUAL CONSUMPTI ONS

PBFSTv5. 28
11/ 24/ 2008
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TABLE 8

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PACE 1
SPONSOR: MONSANTO COVPANY SUMMARY OF HEMATOLOGY VALUES
SPONSOR NO. : W - 08- 218
MALES
ANALYSIS  GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WHI TE CELLS (t hous/ uL)
WEEK 13 MEAN 9.20 9.38 8. 45 7.80 8.59
S.D. 2.780 2.189 1.930 1.433 2.115
S.E. 0. 803 0. 660 0.582 0.432 0. 638
N 12 11 11 11 11
RED CELLS (nmil/uL)
WEEK 13 VEAN 8.95 8. 97 8.78 8. 80 8. 82
S.D. 0.425 0. 657 0.415 0.425 0. 254
S.E. 0.123 0.198 0.125 0.128 0.077
N 12 11 11 11 11
HEMOGLOBI N ( g/ dL)
WEEK 13 MEAN 15.9 15.9 15.7 15.8 16.0
S.D. 0.53 1.20 0. 86 0.72 0. 40
S.E. 0.15 0. 36 0.26 0.22 0.12
N 12 11 11 11 11
HEMATOCRI T (%)
WEEK 13 MEAN 45. 7 46. 2 44. 8 44.5 45.6
S.D. 1.57 2.92 2.23 1.83 1.08
S.E. 0. 45 0. 88 0. 67 0.55 0.33
N 12 11 11 11 11

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 8

PRQJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PAGE 2
SPONSOR: MONSANTO COVPANY SUMVARY OF HEMATOLOGY VALUES
SPONSOR NO. : W - 08- 218
MALES
ANALYSIS  GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
MOV (fL)
VEEK 13 MEAN 51.1 51. 6 51. 0 50. 6 51.7
S.D. 2.02 1.99 1.53 1.30 1. 64
S E 0.58 0. 60 0. 46 0. 39 0. 49
N 12 11 11 11 11
MCH ( pg)
VEEK 13 MEAN 17.8 17.8 17.9 18.0 18.1
S.D. 0. 66 0.77 0.51 0. 37 0.53
S E 0.19 0.23 0.15 0.11 0.16
N 12 11 11 11 11
MCHC (g/ dL)
VEEK 13 MEAN 34.8 34.5 35.1 35. 6 35.1
S.D. 0. 62 0. 82 0. 45 0. 43 0. 41
S E 0.18 0.25 0.14 0.13 0.12
N 12 11 11 11 11
PLATELET (thous/ uL)
VEEK 13 MEAN 1177. 1101. 1257. 1063. 1150
S.D. 192.1 176.7 199.0 160. 7 150. 1
S E 55.5 53.3 60.0 48.5 45.3
N 12 11 11 11 11

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 8

PRQIECT NO. : W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 3
SPONSOR: MONSANTO COMPANY SUMVARY OF HEMATCOLOGY VALUES
SPONSOR NO. : W - 08-218
MALES
ANALYSI S GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
PROTI ME (seconds)
WEEK 13 MEAN 21.0 18.5 18.4 19.2 17.8
S. D. 6. 20 4.21 4. 69 3. 86 4. 69
S. E 1.79 1.22 1.41 1.11 1.35
N 12 12 11 12 12
APTT (seconds)
WEEK 13 MEAN 24. 4 22.6 23.7 24,2 21.9
S. D. 3.67 1.89 3.27 3.09 2.91
S.E 1. 06 0.55 0.99 0. 89 0.84
N 12 12 11 12 12
RETI CULOCYTE (%
WEEK 13 MEAN 1.2 1.8 1.3 1.1 1.2
S. D. 0. 28 1.80 0. 25 0.18 0.24
S.E 0.08 0.54 0.08 0. 06 0.07
N 12 11 11 11 11
RETI C ABSOLUTE ('t hous/ uL)
WEEK 13 MEAN 107.5 150.5 111.0 94.7 107.1
S. D. 19. 94 124. 42 21. 24 17. 62 18. 75
S. E 5.76 37.51 6.40 5.31 5.65
N 12 11 11 11 11

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group



TABLE 8
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 4
SUMVARY OF HEMATOLOGY VALUES

PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

0S€7JO €01 93eg

MALES

ANALYSIS  GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352

NEUTROPHI L (%)
WEEK 13 MEAN 17.5 12.6 15.5 19.1 12.0
S.D. 9.70 3.07 5.75 8. 47 2.61
S.E. 2.80 0.93 1.73 2.55 0.79
N 12 11 11 11 11

LYMPHOCYTE (%)
WEEK 13 MEAN 77.2 82.1 79. 8 75.1 83.0
S.D. 10. 69 3.81 6. 33 8. 88 3.73
S.E. 3.09 1.15 1.91 2.68 1.13
N 12 11 11 11 11

MONCCYTE (%

WEEK 13 MEAN 2.9 2.8 2.1 3.2 2.4
S.D. 1. 64 0.75 0. 66 1. 04 0.97
S.E. 0. 47 0.23 0.20 0.31 0.29
N 12 11 11 11 11

ECSI NOPHI L (%)
WEEK 13 MEAN 1.3 1.4 1.5 1.7 1.4
S.D. 0. 44 0.45 0.53 0.74 0.49
S.E. 0.13 0.14 0.16 0.22 0.15
N 12 11 11 11 11

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 8

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PACE 5
SPONSOR: MONSANTO COVPANY SUMMARY OF HEMATOLOGY VALUES
SPONSOR NO. : W - 08- 218
MALES
ANALYSIS  GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
BASCPHI L (%
WEEK 13 MEAN 0.4 0.3 0.3 0.2 0.3
S.D. 0.09 0.11 0.19 0.13 0.11
S.E. 0.03 0.03 0. 06 0.04 0.03
N 12 11 11 11 11
LG UNSTAIN CELL (%
WEEK 13 VEAN 0.8 0.8 0.8 0.7 0.8
S.D. 0.28 0.32 0. 40 0.27 0.37
S.E. 0.08 0.10 0.12 0. 08 0.11
N 12 11 11 11 11
NEU ABSOLUTE (t hous/ uL)
WEEK 13 MEAN 1.50 1.15 1.23 1.47 1.02
S.D. 0. 692 0.285 0.314 0. 653 0.288
S.E. 0. 200 0. 086 0. 095 0.197 0. 087
N 12 11 11 11 11
LYMPH ABSCLUTE (t hous/ uL)
WEEK 13 MEAN 7.24 7.73 6. 82 5. 88 7.15
S.D. 2.838 2.022 1.981 1.422 1. 845
S.E. 0.819 0. 610 0.597 0.429 0. 556
N 12 11 11 11 11

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 8

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PAGE 6
SPONSOR: MONSANTO COVPANY SUMVARY OF HEMATOLOGY VALUES
SPONSOR NO. : W - 08- 218
MALES
ANALYSIS  GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
MONO ABSOLUTE (t hous/ uL)
VEEK 13 VEAN 0. 24 0.26 0.17 0. 24 0.20
S.D. 0. 092 0.073 0. 045 0. 065 0.077
S.E 0. 027 0. 022 0.013 0. 020 0.023
N 12 11 11 11 11
EOS ABSOLUTE (t hous/ uL)
VEEK 13 VEAN 0.12 0.12 0.13 0.14 0.13
S.D. 0. 042 0. 036 0. 052 0.070 0. 060
S.E. 0.012 0.011 0. 016 0. 021 0.018
N 12 11 11 11 11
BASO ABSOLUTE ('t hous/ uL)
WEEK 13 VEAN 0.03 0.03 0.02 0.02 0.03
S.D. 0.011 0.012 0.010 0.015 0.010
S E 0. 003 0. 004 0. 003 0. 005 0. 003
N 12 11 11 11 11
LUC ABSOLUTE (t hous/ uL)
VEEK 13 VEAN 0. 07 0.08 0. 07 0.05 0. 07
S.D. 0. 030 0. 029 0. 047 0.018 0. 043
S.E. 0. 009 0. 009 0.014 0. 005 0.013
N 12 11 11 11 11

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 8

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PACE 7
SPONSOR: MONSANTO COVPANY SUMMARY OF HEMATOLOGY VALUES
SPONSOR NO. : W - 08- 218
FEMALES
ANALYSIS  GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
WHI TE CELLS (t hous/ uL)
WEEK 13 MEAN 5. 49 5.47 4.76 5.57 5.61
S.D. 1. 995 1.780 1.263 1. 662 1.743
S.E. 0. 601 0.563 0.399 0.501 0.503
N 11 10 10 11 12
RED CELLS (nmil/uL)
WEEK 13 VEAN 8. 60 8.51 8.35 8.57 8. 32
S.D. 0.236 0.271 0.527 0. 500 0. 600
S.E. 0.071 0. 086 0.167 0.151 0.173
N 11 10 10 11 12
HEMOGLOBI N ( g/ dL)
WEEK 13 MEAN 15.9 15.7 15.5 15.9 15.5
S.D. 0. 38 0.45 0. 89 0.61 0.92
S.E. 0.11 0.14 0.28 0.18 0.27
N 11 10 10 11 12
HEMATOCRI T (%)
WEEK 13 MEAN 45. 2 44. 3 43.5 45.0 44.0
S.D. 1.16 1.83 2.87 2.88 2.96
S.E. 0.35 0.58 0.91 0. 87 0. 86
N 11 10 10 11 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 8

PRQJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PAGE 8
SPONSOR: MONSANTO COVPANY SUMVARY OF HEMATOLOGY VALUES
SPONSOR NO. : W - 08- 218
FEMALES
ANALYSIS  GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
MOV (fL)
VEEK 13 MEAN 52. 6 52.0 52.0 52. 6 52.9
S.D. 1.54 2.02 1.43 1.48 1.76
S E 0. 46 0. 64 0. 45 0. 45 0.51
N 11 10 10 11 12
MCH ( pg)
VEEK 13 MEAN 18.5 18.5 18. 6 18.5 18. 6
S.D. 0. 39 0. 66 0. 50 0. 61 0. 41
S E 0.12 0.21 0.16 0.18 0.12
N 11 10 10 11 12
MCHC (g/ dL)
VEEK 13 MEAN 35.1 35.5 35.7 35. 3 35. 2
S.D. 0. 83 0.71 0.79 1.05 0. 80
S E 0.25 0.22 0.25 0.32 0.23
N 11 10 10 11 12
PLATELET (thous/ uL)
VEEK 13 MEAN 1155. 1129. 1195. 1126. 1018
S.D. 141.7 89.0 72.1 143. 4 211.6
S E 42.7 28. 1 22.8 43.2 61. 1
N 11 10 10 11 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 8

PRQIECT NO. : W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 9
SPONSOR: MONSANTO COMPANY SUMVARY OF HEMATCOLOGY VALUES
SPONSOR NO. : W - 08-218
FEMALES
ANALYSI S GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
PROTI ME (seconds)
WEEK 13 MEAN 14.3 14.1 14.0 14.0 14. 4
S. D. 0. 80 0.52 0.50 0. 56 0. 66
S.E 0.23 0.15 0.14 0.17 0.19
N 12 12 12 11 12
APTT (seconds)
WEEK 13 MEAN 18.8 17.9 18.7 18.8 19.0
S. D. 0. 82 1.84 0. 83 1.14 1.45
S.E 0.24 0.53 0.24 0.34 0. 42
N 12 12 12 11 12
RETI CULOCYTE (%
WEEK 13 MEAN 1.2 1.3 1.3 1.2 1.3
S. D. 0. 26 0. 32 0.42 0. 28 0.41
S.E 0.08 0. 10 0.13 0.08 0.12
N 11 10 10 11 12
RETI C ABSOLUTE ('t hous/ uL)
WEEK 13 MEAN 100.0 109.9 104. 8 106. 1 105. 6
S. D. 22.80 26. 38 29.95 25.16 31.55
S.E 6.88 8.34 9.47 7.59 9.11
N 11 10 10 11 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 8

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PAGE 10
SPONSOR: MONSANTO COVPANY SUMMARY OF HEMATOLOGY VALUES
SPONSOR NO. : W - 08- 218
FEMALES
ANALYSIS  GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
NEUTROPHI L (%)
WEEK 13 MEAN 11.3 12.1 16. 1 11.1 15.8
S.D. 3.31 4.95 11. 63 3.30 7.03
S.E. 1.00 1.57 3.68 0.99 2.03
N 11 10 10 11 12
LYMPHOCYTE (%)
WEEK 13 MEAN 83.9 82.9 79.3 83.9 79.0
S.D. 3. 66 6. 87 11. 68 3.57 7.04
S.E. 1.10 2.17 3. 69 1.08 2.03
N 11 10 10 11 12
MONCCYTE (%
WEEK 13 MEAN 1.8 2.1 2.2 2.2 2.2
S.D. 0.53 1.20 0.56 0.55 0. 80
S.E. 0.16 0. 38 0.18 0.16 0.23
N 11 10 10 11 12
ECSI NOPHI L (%)
WEEK 13 MEAN 2.0 1.8 1.7 1.9 2.2
S.D. 0. 68 0.71 0.48 0.72 1.58
S.E. 0.21 0.22 0.15 0.22 0. 46
N 11 10 10 11 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 8

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PACE 11
SPONSOR: MONSANTO COVPANY SUMMARY OF HEMATOLOGY VALUES
SPONSOR NO. : W - 08- 218
FEMALES
ANALYSIS  GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
BASCPHI L (%
WEEK 13 MEAN 0.4 0.3 0.2 0.3 0.3
S.D. 0.16 0.24 0.08 0.09 0.15
S.E. 0.05 0. 07 0. 02 0.03 0.04
N 11 10 10 11 12
LG UNSTAIN CELL (%
WEEK 13 VEAN 0.7 0.7 0.5 0.7 0.6
S.D. 0.30 0.31 0.18 0.35 0.20
S.E. 0.09 0.10 0. 06 0.11 0. 06
N 11 10 10 11 12
NEU ABSOLUTE (t hous/ uL)
WEEK 13 MEAN 0.59 0. 60 0.75 0.59 0.85
S.D. 0.196 0.164 0.541 0.160 0.333
S.E. 0. 059 0. 052 0.171 0. 048 0. 096
N 11 10 10 11 12
LYMPH ABSCLUTE (t hous/ uL)
WEEK 13 MEAN 4.64 4.61 3.80 4.70 4.47
S.D. 1. 808 1.794 1.280 1. 540 1.516
S.E. 0. 545 0. 567 0. 405 0. 464 0. 438
N 11 10 10 11 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 8

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PAGE 12
SPONSOR: MONSANTO COVPANY SUMVARY OF HEMATOLOGY VALUES
SPONSOR NO. : W - 08- 218
FEMALES
ANALYSIS  GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
MONO ABSOLUTE (t hous/ uL)
VEEK 13 VEAN 0. 09 0.11 0.10 0.12 0.12
S.D. 0. 030 0. 054 0. 035 0. 040 0. 053
S E 0. 009 0.017 0.011 0.012 0. 015
N 11 10 10 11 12
EOS ABSOLUTE (t hous/ uL)
VEEK 13 VEAN 0.10 0.10 0.08 0.10 0.12
S.D. 0. 034 0. 044 0.018 0. 049 0. 088
S E 0. 010 0.014 0. 006 0.015 0.025
N 11 10 10 11 12
BASO ABSOLUTE ('t hous/ uL)
WEEK 13 VEAN 0.02 0.02 0.01 0.02 0.02
S.D. 0. 009 0. 007 0. 006 0. 009 0.012
S.E. 0. 003 0. 002 0. 002 0. 003 0. 004
N 11 10 10 11 12
LUC ABSOLUTE (t hous/ uL)
VEEK 13 VEAN 0. 04 0. 04 0.03 0. 04 0. 04
S.D. 0. 025 0.017 0.015 0. 030 0. 022
S.E. 0. 008 0. 005 0. 005 0. 009 0. 006
N 11 10 10 11 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
PCPSVv5. 24
11/19/ 2008
R: 08/ 10/ 2009
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TABLE 9

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PACE 1
SPONSOR: MONSANTO COVPANY SUMMARY OF SERUM CHEM STRY VALUES
SPONSOR NO. : W - 08- 218
MALES
ANALYSIS  GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
ALBUM N (g/ dL)
VEEK 13 MEAN 4.2 4.3 4.3 4.3 4.3
S.D. 0.17 0.21 0.09 0.21 0.15
S.E. 0.05 0. 06 0.03 0. 06 0.04
N 12 12 11 12 12
TOTAL PROTEIN (g/ dL)
WEEK 13 MEAN 6.8 6.7 6.9 6.8 6.7
S.D. 0.24 0.25 0.19 0. 36 0.26
S.E. 0. 07 0.07 0. 06 0.10 0.08
N 12 12 11 12 12
GLOBULI N (g/dL)
WEEK 13 VEAN 2.5 2.4 2.6 2.4 2.3
S.D. 0.22 0.14 0.14 0.27 0.19
S.E. 0. 06 0.04 0. 04 0.08 0. 06
N 12 12 11 12 12
Al G RATI O
WEEK 13 MEAN 1.70 1.83 1.68 1.81 1.86
S.D. 0.155 0.139 0.092 0.174 0.131
S.E. 0. 045 0. 040 0.028 0. 050 0.038
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 9

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PACE 2
SPONSOR: MONSANTO COVPANY SUMMARY OF SERUM CHEM STRY VALUES
SPONSOR NO. : W - 08- 218
MALES
ANALYSIS  GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
TOTAL BILI (ng/dL)
WEEK 13 VEAN 0.10 0.12 0.12 0.12 0.13
S.D. 0. 039 0.029 0.028 0.034 0.026
S.E. 0.011 0. 008 0. 009 0.010 0. 008
N 12 12 11 12 12
UREA NI TROGEN ( ng/ dL)
WEEK 13 VEAN 15.1 14.1 13.6 13.5 14. 4
S.D. 1.78 0. 90 1.91 1.47 1.84
S.E. 0.51 0.26 0.58 0. 42 0.53
N 12 12 11 12 12
CREATI NI NE ( g/ dL)
WEEK 13 VEAN 0.3 0.3 0.2 0.3 0.3
S.D. 0.08 0. 06 0.05 0.11 0. 07
S.E. 0. 02 0. 02 0. 02 0.03 0. 02
N 12 12 11 12 12
ALKALI NEPHOS' TSE (Ul L)
WEEK 13 VEAN 97. 86. 89. 94, 88
S.D. 29. 4 16.0 25.0 16.1 12.2
S.E 8.5 4.6 7.5 4.7 3.5
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 9

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PAGE 3
SPONSOR: MONSANTO COVPANY SUMMARY OF SERUM CHEM STRY VALUES
SPONSOR NO. : W - 08- 218
MALES
ANALYSIS  GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
ALANI NE TRANSFER (U/ L)
VEEK 13 VEAN 43. 48. 38. 44, 46.
S.D. 7.6 10.1 8.1 11. 4 10. 6
S.E 2.2 2.9 2.4 3.3 3.0
N 12 12 11 12 12
ASPARTATTRANSFER (U L)
VEEK 13 VEAN 100. 108. 89. 93. 94,
S.D. 30. 2 50. 9 27.0 17.7 17.0
S.E. 8.7 14.7 8.2 5.1 4.9
N 12 12 11 12 12
GLUCOSE ( o/ dL)
VEEK 13 VEAN 114. 120. 116. 109. 115.
S.D. 14.1 17.6 11.8 18.1 17.1
S.E. 4.1 5.1 3.6 5.2 4.9
N 12 12 11 12 12
CHOLESTEROL (ng/ dL)
WEEK 13 VEAN 54, 52. 57. 54, 54,
S.D. 13.7 9.6 9.8 11.1 12.2
S E 3.9 2.8 3.0 3.2 3.5
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 9

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PAGE 4
SPONSOR: MONSANTO COVPANY SUMMARY OF SERUM CHEM STRY VALUES
SPONSOR NO. : W - 08- 218
MALES
ANALYSIS  GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
CALCI UM ( g/ dL)
WEEK 13 VEAN 10. 4 10.5 10.5 10.5 10.5
S.D. 0. 33 0.32 0.29 0. 48 0. 26
S.E. 0.09 0.09 0. 09 0.14 0. 07
N 12 12 11 12 12
CHLORI DE (nEg/ L)
WEEK 13 MEAN 104. 104. 103. 104. 104
S.D. 1.3 0.7 1.6 1.8 1.5
S.E. 0.4 0.2 0.5 0.5 0.4
N 12 12 11 12 12
PHOSPHORUS ( nmg/ dL)
WEEK 13 VEAN 6.7 7.1 6.7 7.1 7.2
S.D. 0.71 0. 96 0. 65 1.34 0.92
S.E. 0.21 0.28 0.20 0.39 0.27
N 12 12 11 12 12
POTASSI UM ( mEq/ L)
WEEK 13 VEAN 4.79 4.87 4.56 4.78 4.82
S.D. 0.299 0. 645 0. 359 0.431 0.325
S.E 0. 086 0.186 0.108 0.124 0. 094
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 9

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PACE 5
SPONSOR: MONSANTO COVPANY SUMMARY OF SERUM CHEM STRY VALUES
SPONSOR NO. : W - 08- 218
MALES
ANALYSIS  GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
SODI UM ( mEqg/ L)
WEEK 13 MEAN 144, 144, 144, 145. 144,
S.D 1.2 1.3 1.4 2.2 1.6
S.E 0.4 0.4 0.4 0.6 0.4
N 12 12 11 12 12
TRI GLYCERI DE (ny/ dL)
WEEK 13 MEAN 62. 60. 69. 69. 62.
S.D. 13.9 14. 2 29.0 26. 8 33. 4
S.E. 4.0 4.1 8.7 7.7 9.6
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 9

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PACE 6
SPONSOR: MONSANTO COVPANY SUMMARY OF SERUM CHEM STRY VALUES
SPONSOR NO. : W - 08- 218
FEMALES
ANALYSIS  GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
ALBUM N (g/ dL)
VEEK 13 MEAN 5.0 4.7 4.8 4.9 5.0
S.D. 0.33 0.27 0.28 0.15 0.25
S.E. 0.09 0.08 0.08 0.04 0.07
N 12 12 12 12 12
TOTAL PROTEIN (g/ dL)
WEEK 13 MEAN 7.3 6. 9** 7.1 7.3 7.3
S.D. 0. 36 0.38 0.47 0. 36 0.25
S.E. 0.10 0.11 0.14 0.10 0. 07
N 12 12 12 12 12
GLOBULI N (g/dL)
WEEK 13 VEAN 2.4 2.2 2.3 2.4 2.3
S.D. 0.25 0.15 0.24 0.26 0.16
S.E. 0. 07 0. 04 0.07 0. 07 0.05
N 12 12 12 12 12
Al G RATI O
WEEK 13 MEAN 2.13 2.16 2.08 2.07 2.19
S.D. 0. 263 0.135 0.171 0.249 0.219
S.E. 0.076 0. 039 0. 049 0.072 0. 063
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
** = Significantly different fromcontrol group 1 at 0.01 using Dunnett’s test
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TABLE 9

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PACE 7
SPONSOR: MONSANTO COVPANY SUMMARY OF SERUM CHEM STRY VALUES
SPONSOR NO. : W - 08- 218
FEMALES
ANALYSIS  GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
TOTAL BILI (ng/dL)
WEEK 13 VEAN 0.14 0.14 0.12 0.13 0.13
S.D. 0.026 0.025 0.024 0.025 0. 032
S.E. 0. 008 0. 007 0. 007 0. 007 0. 009
N 12 12 12 12 12
UREA NI TROGEN ( ng/ dL)
WEEK 13 VEAN 16.9 17.1 16. 2 16. 7 17.0
S.D. 1.91 1. 60 1.47 2.69 2.35
S.E. 0.55 0. 46 0. 42 0.78 0. 68
N 12 12 12 12 12
CREATI NI NE ( g/ dL)
WEEK 13 VEAN 0.4 0.4 0.4 0.4 0.4
S.D. 0. 07 0.08 0.08 0.08 0. 07
S.E. 0. 02 0. 02 0. 02 0. 02 0. 02
N 12 12 12 12 12
ALKALI NEPHOS' TSE (Ul L)
WEEK 13 VEAN 56. 60. 55, 57. 55
S.D. 12.1 16.9 7.1 16.8 15.5
S.E 3.5 4.9 2.1 4.8 4.5
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
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TABLE 9

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PAGE 8
SPONSOR: MONSANTO COVPANY SUMMARY OF SERUM CHEM STRY VALUES
SPONSOR NO. : W - 08- 218
FEMALES
ANALYSIS  GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
ALANI NE TRANSFER (U/ L)
VEEK 13 VEAN 52. 41. 38. 49. 39.
S.D. 30. 8 10.0 8.9 24.5 7.2
S.E. 8.9 2.9 2.6 7.1 2.1
N 12 12 12 12 12
ASPARTATTRANSFER (U L)
VEEK 13 VEAN 110. 102. 101. 109. 03.
S.D. 26. 6 17.8 21.7 34.3 16. 2
S.E. 7.7 5.1 6.3 9.9 4.7
N 12 12 12 12 12
GLUCOSE ( o/ dL)
VEEK 13 VEAN 105. 104. 103. 110. 106.
S.D. 11.3 8.4 8.2 12.7 13.8
S E 3.3 2.4 2.4 3.7 4.0
N 12 12 12 12 12
CHOLESTEROL (ng/ dL)
WEEK 13 VEAN 72. 65. 65. 69. 68.
S.D. 14.0 14.3 10.5 8.5 14.7
S.E. 4.0 4.1 3.0 2.5 4.3
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group



0S€7J0 071 93eg

TABLE 9

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PAGE 9
SPONSOR: MONSANTO COVPANY SUMMARY OF SERUM CHEM STRY VALUES
SPONSOR NO. : W - 08- 218
FEMALES
ANALYSIS  GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
CALCI UM ( g/ dL)
WEEK 13 VEAN 10. 6 10. 4 10.5 10. 8 10. 6
S.D. 0.51 0. 39 0.43 0.57 0.23
S.E. 0.15 0.11 0.13 0.17 0. 07
N 12 12 12 12 12
CHLORI DE (nEg/ L)
WEEK 13 MEAN 103. 105. ** 103. 103. 104.
S.D. 0.9 1.2 1.3 1.2 1.6
S.E. 0.3 0.3 0.4 0.4 0.5
N 12 12 12 12 12
PHOSPHORUS ( nmg/ dL)
WEEK 13 VEAN 6.0 5.8 6.1 6.6 6.0
S.D. 1.08 0. 67 0. 90 1.36 0. 64
S.E. 0.31 0.19 0. 26 0.39 0.18
N 12 12 12 12 12
POTASSI UM ( mEq/ L)
WEEK 13 VEAN 4.54 4.59 4.60 4.62 4.56
S.D. 0.572 0.312 0.727 0. 640 0. 342
S.E 0.165 0. 090 0.210 0.185 0. 099
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
** = Significantly different fromcontrol group 1 at 0.01 using Dunnett’s test
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TABLE 9

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PAGE 10
SPONSOR: MONSANTO COVPANY SUMMARY OF SERUM CHEM STRY VALUES
SPONSOR NO. : W - 08- 218
FEMALES
ANALYSIS  GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
SODI UM ( mEqg/ L)
WEEK 13 MEAN 143. 143. 143. 143. 144,
S.D 1.7 1.3 1.6 2.2 1.4
S.E 0.5 0.4 0.5 0.6 0.4
N 12 12 12 12 12
TRI GLYCERI DE (ny/ dL)
WEEK 13 MEAN 49. 76. 49. 42. 53.
S.D. 15. 4 102.0 17.9 10. 2 16.3
S.E. 4.5 29.5 5.2 3.0 4.7
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
PCPSVv5. 24
11/19/ 2008
R: 08/ 10/ 2009
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TABLE 10

PRQJIECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 1
SPONSOR: MONSANTO COVPANY SUMVARY OF URI NE QUANTI TATI VE PARAMETERS
SPONSOR NO. : W -08-218
MALES
ANALYSI S GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
SPECI FI C GRAVI TY
WEEK 13 MEAN 1.037 1.036 1.028 1.032 1.029
S. D 0. 0108 0. 0072 0.0111 0. 0164 0. 0096
S. E 0. 0031 0. 0021 0. 0033 0. 0047 0. 0028
N 12 12 11 12 12
pH
WEEK 13 MEAN 6.8 6.7 6.6 6.6 6.8
S. D 0.54 0. 33 0. 39 0. 42 0.25
S. E 0.16 0. 09 0.12 0.12 0. 07
N 12 12 11 12 12
UROBI LI NOGEN (ng/ dL)
WEEK 13 MEAN 0.4 0.3 0.3 0.4 0.3
S. D 0. 36 0.31 0.24 0. 36 0.23
S. E 0.10 0. 09 0. 07 0.10 0. 07
N 12 12 11 12 12
TOTAL VOLUME (nl)
WEEK 13 MEAN 8.2 7.5 14.1 8.2 10.1
S. D 4,11 1.88 10. 27 5.18 3.58
S. E 1.19 0.54 3.10 1.50 1.03
N 12 12 11 12 12

nmg/ dL = M LLI GRAMS/ DECI LI TER

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.

None significantly different fromcontrol group
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TABLE 10

PRQJIECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 2
SPONSOR: MONSANTO COVPANY SUMVARY OF URI NE QUANTI TATI VE PARAMETERS
SPONSOR NO. : W -08-218
FEMALES
ANALYSI S GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
SPECI FI C GRAVI TY
WEEK 13 MEAN 1.038 1. 052% 1.033 1.050 1.043
S. D 0. 0180 0. 0140 0. 0145 0. 0363 0. 0212
S. E 0. 0052 0. 0040 0. 0042 0. 0105 0. 0061
N 12 12 12 12 12
pH
WEEK 13 MEAN 6.0 6.0 6.0 6.0 6.0
S. D 0.14 0. 00 0.14 0.14 0.14
S. E 0. 04 0. 00 0. 04 0. 04 0. 04
N 12 12 12 12 12
UROBI LI NOGEN (ng/ dL)
WEEK 13 MEAN 0.5 0.7 0.3 0.7 0.7
S. D 0. 39 0. 57 0.23 1.10 1.09
S. E 0.11 0.17 0. 07 0.32 0.32
N 12 12 12 12 12
TOTAL VOLUME (nl)
WEEK 13 MEAN 4.8 2.5 6.4 4.5 4,2
S. D 4.63 1.24 4.10 3.18 2.55
S. E 1.34 0. 36 1.18 0.92 0.74
N 12 12 12 12 12

nmg/ dL = M LLI GRAMS/ DECI LI TER
* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
* = Significantly different fromcontrol group 1 at 0.05 using Dunnett’s test
PCPSV5. 24
11/ 19/ 2008
R: 08/ 10/ 2009



0S€T JO $71 93eg

TABLE 11 (UNSCHEDULED DEATH)
PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 1
SPONSOR: MONSANTO COMPANY SUMMVARY OF MACROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
FOUND DEAD OR EUTHANI ZED MORI BUND OR I N EXTREM S

----- MALE -----
GROUP: 1 2 3 4 5

NUVBER OF AN MALS | N DOSE GROUP 12 12 12 12 12

NUVBER OF AN MALS EXAM NED 0 0 1 0 0

BONE

- FRACTURED 0 0 1 0 0

LI VER

-AREA(S), YELLOW 0 0 1 0 0

1- CONTROL-50352  2-  TEST-50352 3-  REF1-50352 4-  REF2-50352 5-  REF3-50352
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TABLE 11 (UNSCHEDULED DEATH)
PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 2
SPONSOR: MONSANTO COMPANY SUMMVARY OF MACROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
FOUND DEAD OR EUTHANI ZED MORI BUND OR I N EXTREM S

----- FEMALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED 0 0 0 0 0
1- CONTROL-50352  2-  TEST-50352 3-  REF1-50352 4-  REF2-50352 5-  REF3-50352

PGRSI 2v4. 07
11/ 02/ 2009
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TABLE 12 ( SCHEDULED NECROPSY)
PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 1
SPONSOR: MONSANTO COMPANY SUMMVARY OF MACROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
SCHEDULED NECROPSY

----- MALE -----
GROUP: 1 2 3 4 5

NUVBER OF AN MALS | N DOSE GROUP 12 12 12 12 12

NUVBER OF ANI MALS EXAM NED WEEK 13 12 12 11 12 12

ADRENAL GLANDS

- SMALL 0 0 1 0 0

| LEUM

- DI VERTI CULUM 1 0 0 0 0

- CONTENTS, DARK RED 1 0 0 0 0

JEJUNUM

- CONTENTS, DARK RED 1 0 0 0 0

KI DNEYS

-AREA(S), DEPRESSED 0 0 1 1 0

LYMPH NCDE, MAND

- DI SCOLORATI ON, DARK RED 0 1 0 0 0

LYMPH NODE, MED

- DI SCOLORATI ON, DARK RED 0 0 0 0 1

TAIL

- NODULE( S) 0 0 0 0 1

TEETH

- MALALI GNED 0 0 1 0 0

THYMUS

-AREA(S), DARK RED 2 2 1 3 1

NO SI GNI FI CANT CHANGES OBSERVED - ALL EXAM NED TI SSUES 9 9 7 9 9

1- CONTROL-50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352
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TABLE 12 ( SCHEDULED NECROPSY)
PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 2
SPONSOR: MONSANTO COMPANY SUMMVARY OF MACROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
SCHEDULED NECROPSY

----- FEMALE -----
GROUP: 1 2 3 4 5

NUVBER OF AN MALS | N DOSE GROUP 12 12 12 12 12

NUVBER OF ANI MALS EXAM NED WEEK 13 12 12 12 12 12

CERVI X

- SMALL 0 1 0 0 0

| LEUM

- DI VERTI CULUM 0 0 0 0 1

- CONTENTS, DARK RED 0 0 1 0 0

LI VER

-AREA(S), VHITE 0 0 0 0 1

LYMPH NCDE, MAND

- DI SCOLORATI ON, DARK RED 1 0 0 0 0

LYMPH NODE, MES

- ENLARGED 0 0 0 1 0

OVARI ES

- SMALL 0 1 0 0 0

OVl DUCTS

- SMALL 0 1 0 0 0

THYMUS

-AREA(S), DARK RED 1 1 0 1 2

UTERUS

- CONTENTS, CLEAR FLUI D 2 2 4 2 0

1- CONTROL- 50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352
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PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

TABLE 12 ( SCHEDULED NECROPSY)
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701
SUMMVARY OF MACROSCOPI C FI NDI NGS

SCHEDULED NECROPSY

NUMBER OF ANI MALS | N DOSE GROUP
NUMBER OF ANI MALS EXAM NED WEEK 13

UTERUS - - CONTI NUED
- SMALL

NO SI GNI FI CANT CHANGES OBSERVED - ALL

EXAM NED TI SSUES 9

1- CONTRCL-50352 2- TEST-50352

3- REF1- 50352 4- REF2- 50352

REF3- 50352

PGRSI 2v4. 07
11/ 19/ 2008



TABLE 13 ( SCHEDULED NECROPSY)
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 1
SUMVARY OF ORGAN VEEI GHTS AND RELATI VE ORGAN VEI GHTS

PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

0S€T7 JO 671 93eg

MALES
GROUP; CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
FI NAL BODY W (G
VEAN 497. 496. 519. 490. 496.
S.D. 62.0 43.9 58. 7 47.6 36. 8
S.E. 17.9 12.7 17.7 13.7 10. 6
N 12 12 11 12 12
ADRENAL GLANDS (G
VEAN 0. 0655 0. 0615 0. 0658 0. 0597 0. 0622
S.D. 0.02124 0. 00931 0. 01455 0. 00670 0. 00905
S.E. 0. 00613 0. 00269 0. 00439 0. 00193 0. 00261
N 12 12 11 12 12
ADRENAL GLANDS (G 100 G FI NAL BODY VEI GHT)
VEAN 0.013 0.012 0.013 0.012 0.013
S.D. 0. 0033 0. 0019 0. 0032 0. 0018 0. 0021
S.E. 0. 0010 0. 0005 0. 0010 0. 0005 0. 0006
N 12 12 11 12 12
ADRENAL GLANDS (G 100 G BRAI N)
VEAN 3. 058 2.917 3.072 2. 767 2.885
S.D. 0. 8516 0.4297 0. 7999 0.3234 0. 4617
S.E. 0. 2458 0.1240 0.2412 0. 0934 0.1333
N 12 12 11 12 12
BRAIN (G
MEAN 2.13 2.11 2.16 2.16 2.16
S.D. 0.115 0.105 0.123 0.126 0.100
S.E. 0. 033 0. 030 0. 037 0. 036 0.029
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
group 1 was conpared to group 2.
None significantly different from control

For statistical analyses, control

group
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TABLE 13 ( SCHEDULED NECROPSY)

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH NON 87701 PACE 2
SPONSOR: MONSANTO COVPANY SUMMARY OF ORGAN WEI GHTS AND RELATI VE ORGAN VI GHTS
SPONSOR NO. : W - 08- 218
MALES
GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
BRAIN (G 100 G FI NAL BODY WEI GHT)
0.432 0.427 0.419 0. 443 0.439
S.D. 0. 0397 0.0224 0. 0383 0. 0257 0. 0373
S.E. 0.0114 0. 0065 0.0115 0. 0074 0. 0108
N 12 12 11 12 12
EPI DI DYM DES (G
MEAN 1.45 1.39 1. 47 1.40 1.39
S.D. 0.075 0.135 0.095 0.121 0.137
S.E. 0.022 0. 039 0.029 0. 035 0. 040
N 12 12 11 12 12
EPI DI DYM DES (G 100 G FI NAL BODY W\EI GHT)
MEAN 0.296 0.281 0.286 0.286 0.281
S.D. 0. 0384 0. 0333 0. 0270 0. 0233 0. 0228
S.E. 0.0111 0. 0096 0. 0082 0. 0067 0. 0066
N 12 12 11 12 12
EPI DI DYM DES (G 100 G BRAI N)
MEAN 68. 359 65. 861 68. 336 64. 615 64. 309
S.D. 4.6678 6. 9050 4.1577 4.7592 6. 9578
S.E. 1. 3475 1. 9933 1. 2536 1.3739 2. 0085
N 12 12 11 12 12
HEART (G
MEAN 1.75 1.68 1.72 1. 67 1. 64
S.D. 0.164 0.165 0.143 0.155 0.139
S.E. 0. 047 0. 047 0. 043 0. 045 0. 040
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group



TABLE 13 ( SCHEDULED NECROPSY)
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 3
SUMVARY OF ORGAN VEEI GHTS AND RELATI VE ORGAN VEI GHTS

PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

MALES
GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
HEART (G 100 G FI NAL BODY WEI GHT)
MEAN 0. 355 0. 340 0.333 0.342 0.331
S.D. 0. 0263 0. 0247 0. 0226 0. 0227 0.0213
S.E. 0. 0076 0. 0071 0. 0068 0. 0065 0. 0061
N 12 12 11 12 12
HEART (G 100 G BRAI N)
MEAN 82. 358 79. 754 79.745 77.236 75.735
S.D. 4.9328 6.0727 4.9022 5. 5064 6. 3448
S.E. 1. 4240 1. 7530 1.4781 1. 5895 1. 8316
N 12 12 11 12 12
KI DNEYS (G
g MEAN 3.83 3.84 3.99 3.58 3.89
() S.D. 0.586 0.430 0.582 0.203 0. 460
o S.E. 0. 169 0.124 0.176 0. 059 0.133
— N 12 12 11 12 12
W
— KI DNEYS (G 100 G FI NAL BODY V\EI GHT)
o MEAN 0.771 0.776 0.769 0.736 0.785
= S.D. 0. 0661 0.0747 0. 0838 0. 0654 0.0712
5 S.E. 0.0191 0.0216 0. 0253 0. 0189 0. 0206
O N 12 12 11 12 12
S
KI DNEYS (G 100 G BRAI N)
MEAN 179. 415 182. 220 184. 821 166. 028 179. 965
S.D. 19. 2030 18. 7183 26.0761 10. 9652 21. 9886
S.E. 5. 5434 5. 4035 7.8622 3. 1654 6. 3476
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group



TABLE 13 ( SCHEDULED NECROPSY)
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 4
SUMVARY OF ORGAN VEEI GHTS AND RELATI VE ORGAN VEI GHTS

PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

MALES
GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
LI VER (G
MEAN 13. 98 13.37 14. 88 12.92 13.22
S.D. 2.424 1.624 2.327 1.592 1.476
S.E. 0. 700 0. 469 0. 702 0. 460 0.426
N 12 12 11 12 12
LI VER (G 100 G FI NAL BODY WEI GHT)
MEAN 2.803 2.697 2.855 2.635 2. 663
S.D. 0.2173 0. 2503 0.1677 0.1347 0.1679
S.E. 0. 0627 0.0723 0. 0506 0. 0389 0. 0485
N 12 12 11 12 12
LI VER (G 100 G BRAI N)
g MEAN 654. 826 634. 293 688. 284 596. 797 611. 894
() S.D. 85. 7823 73.2110 95. 6325 48.3823 72.1625
o S.E. 24. 7632 21.1342 28. 8343 13. 9668 20. 8315
— N 12 12 11 12 12
(98]
& SPLEEN (G
o MEAN 0.89 0. 75* 0.76 0.72 0.79
= S.D. 0.133 0.116 0.124 0.110 0.113
5 S.E. 0.038 0. 033 0. 037 0. 032 0. 033
O N 12 12 11 12 12
S
SPLEEN (G 100 G FI NAL BODY WEI GHT)
MEAN 0.179 0.151** 0.147 0.147 0.159
S.D. 0.0187 0.0210 0. 0209 0. 0154 0.0180
S.E. 0. 0054 0. 0061 0. 0063 0. 0044 0. 0052
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1
*

* %

Significantly different fromcontrol
Significantly different fromcontrol

was conpared to group 2.
group 1 at 0.05 using Dunnett’s test
group 1 at 0.01 using Dunnett’s test
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TABLE 13 ( SCHEDULED NECROPSY)

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PAGE 5
SPONSOR: MONSANTO COVPANY SUMVARY OF ORGAN WEI GHTS AND RELATI VE ORGAN ViEI GHTS
SPONSOR NO. : W - 08- 218
MALES
GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
SPLEEN (G 100 G BRAIN)
VEAN 41.688 35. 472 * 35.101 33. 414 36. 467
S.D. 4.7884 4.7005 4.1635 4.5563 5.2216
S.E. 1. 3823 1. 3569 1. 2553 1. 3153 1.5073
N 12 12 11 12 12
TESTES (Q
MEAN 3.62 3.43 3.58 3.75 3.47
S.D. 0. 310 0. 256 0.312 0. 345 0.279
S.E. 0. 089 0.074 0. 094 0. 100 0. 081
N 12 12 11 12 12
TESTES (G 100 G FI NAL BCDY WEI GHT)
VEAN 0.735 0. 696 0. 696 0. 767 0. 702
S.D. 0. 0722 0. 0809 0. 0870 0. 0455 0. 0561
S.E. 0. 0208 0. 0234 0. 0262 0.0131 0.0162
N 12 12 11 12 12
TESTES (G 100 G BRAI N)
VEAN 170. 519 162. 774 166. 157 173. 410 160. 867
S.D. 11. 7574 13. 3087 15. 7354 10. 4035 16. 1818
S.E. 3.3941 3. 8419 4.7444 3. 0032 4.6713
N 12 12 11 12 12
THYMUS (G
MEAN 0. 3440 0. 3286 0.3238 0. 2859 0. 3509
S.D. 0. 05233 0.07288 0. 09385 0. 05859 0. 05161
S.E. 0.01511 0.02104 0. 02830 0. 01691 0. 01490
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
** = Significantly different fromcontrol group 1 at 0.01 using Dunnett’s test



TABLE 13 ( SCHEDULED NECROPSY)
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 6
SUMVARY OF ORGAN VEEI GHTS AND RELATI VE ORGAN VEI GHTS

PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

MALES
GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
THYMUS (G 100 G FI NAL BCDY VAEI GHT)
VEAN 0. 070 0. 066 0. 062 0. 059 0.071
S.D. 0.0116 0. 0133 0. 0167 0. 0125 0.0116
S.E. 0. 0034 0. 0038 0. 0050 0. 0036 0. 0034
N 12 12 11 12 12
THYMUS (G 100 G BRAIN)
VEAN 16. 184 15.576 14.912 13. 249 16.178
S.D. 2.3147 3. 3555 4.0279 2. 7150 1. 8970
S.E. 0. 6682 0. 9687 1.2145 0. 7838 0.5476
N 12 12 11 12 12
THYRO DS/ PARA. (G
g MEAN 0. 0209 0.0191 0.0193 0.0178 0. 0189
& S.D. 0. 00369 0. 00445 0. 00390 0. 00284 0. 00161
- S.E. 0. 00107 0.00128 0.00118 0. 00082 0. 00046
. N 12 12 11 12 12
(O8]
IS THYRO DS/ PARA. (G 100 G FI NAL BODY VEI GHT)
o MEAN 0.004 0.004 0.004 0. 004 0. 004
=h S.D. 0. 0006 0. 0008 0. 0009 0. 0006 0. 0004
5 S.E. 0. 0002 0. 0002 0. 0003 0. 0002 0. 0001
vy N 12 12 11 12 12
S
THYRO DS/ PARA. (G 100 G BRAI N)
MEAN 0. 985 0.904 0. 897 0.821 0.872
S.D. 0. 1706 0. 1955 0. 1826 0.1185 0.0672
S.E. 0. 0492 0. 0564 0. 0550 0. 0342 0.0194
N 12 12 11 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.

For statistical

anal yses,

control

group 1 was conpared to group 2.

None significantly different fromcontrol group



TABLE 13 ( SCHEDULED NECROPSY)
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 7
SUMVARY OF ORGAN VEEI GHTS AND RELATI VE ORGAN VEI GHTS

PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

0S€7 JO 6¢1 d3eg

FEMALES
GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
FI NAL BODY W (G
VEAN 268. 243 * 256. 267. 259.
S.D. 24.0 27.6 25. 3 24.3 22.8
S.E. 6.9 8.0 7.3 7.0 6.6
N 12 12 12 12 12
ADRENAL GLANDS (G
VEAN 0.0717 0. 0672 0. 0681 0. 0682 0. 0636
S.D. 0. 01057 0.01042 0. 00789 0. 00733 0. 00950
S.E. 0. 00305 0. 00301 0. 00228 0. 00212 0.00274
N 12 12 12 12 12
ADRENAL GLANDS (G 100 G FI NAL BODY VEI GHT)
VEAN 0.027 0.028 0.027 0.026 0.025
S.D. 0. 0052 0. 0050 0. 0026 0. 0036 0. 0045
S.E. 0. 0015 0. 0014 0. 0008 0. 0010 0. 0013
N 12 12 12 12 12
ADRENAL GLANDS (G 100 G BRAI N)
VEAN 3.631 3.548 3. 449 3.458 3.275
S.D. 0.5621 0. 5595 0. 3599 0.3792 0. 4758
S.E. 0.1623 0.1615 0. 1039 0. 1095 0.1374
N 12 12 12 12 12
BRAIN (G
MEAN 1.98 1. 90* 1.98 1.97 1.94
S.D. 0. 065 0.083 0.123 0.048 0. 056
S.E. 0.019 0.024 0. 035 0.014 0.016
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
* = Significantly different fromcontrol group 1 at 0.05 using Dunnett’s test



TABLE 13 ( SCHEDULED NECROPSY)
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 8
SUMVARY OF ORGAN VEEI GHTS AND RELATI VE ORGAN VEI GHTS

PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

0S€7 JO 9¢T d3eg

FEMALES
GROUP CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
BRAIN (G 100 G FI NAL BODY WEI GHT)
MEAN 0.742 0.787 0.778 0.744 0. 754
S.D. 0. 0740 0. 0675 0. 0668 0. 0579 0. 0647
S.E. 0.0214 0.0195 0.0193 0. 0167 0. 0187
N 12 12 12 12 12
HEART (G
MEAN 1. 04 0.99 1.02 1.08 1.03
S.D. 0.091 0.125 0. 064 0.117 0.101
S.E. 0.026 0. 036 0.019 0.034 0.029
N 12 12 12 12 12
HEART (G 100 G FI NAL BODY WEI GHT)
MEAN 0. 390 0.412 0. 401 0. 405 0.398
S.D. 0. 0257 0. 0622 0. 0356 0. 0489 0.0278
S.E. 0. 0074 0.0179 0.0103 0.0141 0. 0080
N 12 12 12 12 12
HEART (G 100 G BRAI N)
MEAN 52. 909 52. 440 51. 631 54.574 53.128
S.D. 5. 0801 6. 8183 3.6781 6. 2961 5. 8754
S.E. 1. 4665 1. 9683 1. 0618 1.8175 1. 6961
N 12 12 12 12 12
KI DNEYS (G
MEAN 2.03 1.86%* 1.97 2.08 2.02
S.D. 0.119 0.152 0.244 0.223 0.208
S.E. 0.034 0.044 0.070 0. 064 0. 060
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
** = Significantly different fromcontrol group 1 at 0.01 using Dunnett’s test



TABLE 13 ( SCHEDULED NECROPSY)

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH NON 87701 PACE 9
SPONSOR: MONSANTO COVPANY SUMMARY OF ORGAN WEI GHTS AND RELATI VE ORGAN VI GHTS
SPONSOR NO. : W - 08- 218
FEMALES
GROUP; CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
KI DNEYS (G 100 G FI NAL BODY VEI GHT)
MEAN 0. 758 0. 769 0. 769 0.778 0. 780
S.D. 0. 0426 0. 0634 0. 0583 0. 0480 0. 0521
S.E. 0.0123 0.0183 0.0168 0. 0139 0. 0150
N 12 12 12 12 12
KI DNEYS (G 100 G BRAI N)
MEAN 102. 693 98. 043 99. 524 105. 190 104. 108
S.D. 7.2817 7.7029 11. 2971 10. 3781 10. 5619
S.E. 2.1020 2.2236 3.2612 2. 9959 3. 0490
N 12 12 12 12 12
LI VER (G
g MEAN 7.27 6. 72* 7.18 7.44 7.52
() S.D. 0.399 0.739 0.873 0.788 0. 608
o S.E. 0.115 0.213 0. 252 0. 227 0.175
— N 12 12 12 12 12
(8]
= LI VER (G 100 G FI NAL BODY WEI GHT)
o MEAN 2.723 2.771 2.808 2.788 2. 906
= S.D. 0.1864 0. 2275 0. 1593 0.1744 0. 1658
5 S.E. 0. 0538 0. 0657 0. 0460 0. 0503 0. 0479
O N 12 12 12 12 12
S
LI VER (G 100 G BRAI N)
MEAN 368. 634 353. 887 363.974 377. 146 387. 413
S.D. 26. 6602 34.2188 43.6273 37.9746 30. 0159
S.E. 7.6961 9.8781 12. 5941 10. 9623 8. 6648
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
* = Significantly different fromcontrol group 1 at 0.05 using Dunnett’s test



TABLE 13 ( SCHEDULED NECROPSY)

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH NON 87701 PAGE 10
SPONSOR: MONSANTO COVPANY SUMMARY OF ORGAN VEI GHTS AND RELATI VE ORGAN VAl GHTS
SPONSOR NO. : W - 08- 218
FEMALES
GROUP; CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
OVARI ES/ OVI DUCTS (Q
VEAN 0.1362 0.1191 0.1278 0.1376 0.1316
S.D. 0.01739 0. 03460 0.01821 0. 02235 0.01827
S.E. 0. 00502 0. 00999 0. 00526 0. 00645 0. 00527
N 12 12 12 12 12
OVARI ES/ OVI DUCTS (G 100 G FI NAL BODY \AEI GHT)
MEAN 0. 051 0. 050 0. 050 0. 052 0. 051
S.D. 0. 0059 0. 0150 0. 0064 0. 0084 0. 0068
S E 0.0017 0.0043 0.0018 0. 0024 0. 0020
N 12 12 12 12 12
OVARI ES/ OVI DUCTS (G 100 G BRAI N)
g MEAN 6.913 6. 305 6.473 6.971 6.774
() S.D. 1. 0167 1. 8407 0. 8562 1.1200 0.9026
o S E 0.2935 0.5314 0.2472 0.3233 0. 2606
— N 12 12 12 12 12
W
oo SPLEEN (G
o MEAN 0.52 0. 42* 0. 49 0.50 0.48
= S.D. 0. 087 0. 082 0.126 0. 094 0. 089
~ S E 0. 025 0.024 0. 036 0. 027 0. 026
O N 12 12 12 12 12
S
SPLEEN (G 100 G FI NAL BODY WEI GHT)
MEAN 0.192 0.173 0.191 0.185 0.185
S.D. 0. 0297 0. 0248 0. 0396 0. 0263 0. 0264
S E 0. 0086 0.0072 0.0114 0.0076 0.0076
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
* = Significantly different fromcontrol group 1 at 0.05 using Dunnett’s test
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TABLE 13 ( SCHEDULED NECROPSY)

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH MON 87701 PAGE 11
SPONSOR: MONSANTO COVPANY SUMMARY OF ORGAN VEI GHTS AND RELATI VE ORGAN VAl GHTS
SPONSOR NO. : W - 08- 218
FEMALES
GROUP: CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
SPLEEN (G 100 G BRAIN)
VEAN 26. 056 22.148* 24. 847 25. 062 24. 745
S.D. 4.1024 4.0351 6. 2549 4.5912 4. 4088
S.E. 1.1843 1.1648 1. 8056 1. 3254 1.2727
N 12 12 12 12 12
THYMUS (G
MEAN 0.2818 0. 2674 0. 2802 0.2789 0.2796
S.D. 0. 06190 0. 08032 0. 04998 0.09147 0. 06984
S.E. 0.01787 0. 02319 0.01443 0. 02641 0.02016
N 12 12 12 12 12
THYMUS (G 100 G FI NAL BODY \AEI GHT)
VEAN 0. 105 0. 109 0.110 0. 105 0. 107
S.D. 0. 0215 0. 0267 0. 0213 0. 0357 0.0238
S.E. 0. 0062 0. 0077 0. 0061 0.0103 0. 0069
N 12 12 12 12 12
THYMUS (G 100 G BRAIN)
VEAN 14. 273 14.036 14. 201 14.175 14. 394
S.D. 3.1121 3. 9757 2.5281 4. 7562 3. 5593
S.E. 0. 8984 1.1477 0.7298 1. 3730 1. 0275
N 12 12 12 12 12
THYRO DS/ PARA. (O
MEAN 0. 0162 0. 0144 0. 0165 0. 0155 0. 0152
S.D. 0. 00301 0. 00187 0. 00291 0. 00241 0. 00259
S.E. 0. 00087 0. 00054 0. 00084 0. 00070 0. 00075
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
* = Significantly different fromcontrol group 1 at 0.05 using Dunnett’s test



TABLE 13 ( SCHEDULED NECROPSY)

PROJECT NO.: W L- 50352 A 90- DAY FEEDI NG STUDY | N RATS W TH NON 87701 PACE 12
SPONSOR: MONSANTO COVPANY SUMMARY OF ORGAN VEI GHTS AND RELATI VE ORGAN VAl GHTS
SPONSOR NO. : W - 08- 218
FEMALES
GROUP; CONTROL- 50352 TEST- 50352 REF1- 50352 REF2- 50352 REF3- 50352
THYRO DS/ PARA. (G 100 G FI NAL BODY WEI GHT)
VEAN 0. 006 0. 006 0. 006 0. 006 0. 006
S.D. 0. 0013 0. 0009 0. 0011 0. 0011 0. 0010
S.E. 0. 0004 0. 0003 0. 0003 0. 0003 0. 0003
N 12 12 12 12 12
THYRO DS/ PARA. (G 100 G BRAIN)
MEAN 0.822 0. 759 0.834 0.783 0.781
S.D. 0. 1601 0.0977 0.1479 0.1123 0.1337
S.E. 0. 0462 0. 0282 0. 0427 0. 0324 0. 0386
N 12 12 12 12 12
UTERUS (G
g MEAN 0.71 0.70 0.77 0.75 0. 69
() S.D. 0. 390 0. 340 0. 255 0. 307 0.285
o S.E. 0.113 0. 098 0.074 0. 089 0. 082
— N 12 12 12 12 12
AN
= UTERUS (G 100 G FI NAL BODY WEI GHT)
o MEAN 0. 259 0. 300 0. 300 0.287 0. 266
= S.D. 0.1195 0. 1608 0. 0954 0.1288 0.1088
5 S.E. 0. 0345 0. 0464 0. 0275 0. 0372 0.0314
O N 12 12 12 12 12
S
UTERUS (G 100 G BRAI N)
MEAN 35. 933 37.368 38.616 38. 251 35.784
S.D. 20.1739 19. 0522 12. 5642 16. 0604 15. 7015
S.E. 5.8237 5. 4999 3. 6270 4. 6362 4.5326
N 12 12 12 12 12

* | NDI CATES PARAMETRI C ANALYSI S AND + | NDI CATES NON- PARAMVETRI C ANALYSI S.
For statistical analyses, control group 1 was conpared to group 2.
None significantly different fromcontrol group
POFBSTV5. 13
11/19/ 2008
R: 08/ 10/ 2009
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TABLE 14 (UNSCHEDULED DEATH)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 1
SPONSOR: MONSANTO COMPANY SUMVARY OF CAUSE OF DEATH
SPONSOR NO. : W - 08- 218
MALES
CAUSE OF DEATH GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N GROUP 12 12 12 12 12
ANl MALS FOUND DEAD OR EUTHANI ZED | N EXTREM S 0 0 1 0 0
ANI MALS WTH A SI NGLE CAUSE OF DEATH 0 0 1 0 0
ANI MALS W TH MULTI PLE CAUSES OF DEATH 0 0 0 0 0
OTHER
MECHANI CAL | NJURY 0 0 1 0 0
1- CONTROL- 50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352
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TABLE 14 (UNSCHEDULED DEATH)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 2
SPONSOR: MONSANTO COMPANY SUMVARY OF CAUSE OF DEATH
SPONSOR NO. : W - 08- 218
FEMALES
CAUSE OF DEATH GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N GROUP 12 12 12 12 12

ANl MALS FOUND DEAD OR EUTHANI ZED | N EXTREM S

0 0 0 0 0
ANI MALS WTH A SI NGLE CAUSE OF DEATH 0 0 0 0 0
ANI MALS W TH MULTI PLE CAUSES OF DEATH 0 0 0 0 0

1- CONTROL-50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352
PPCDv4. 10
08/ 12/ 2009
R: 08/ 12/ 2009
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TABLE 15 (UNSCHEDULED DEATH)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 1
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— MALE -----
GROUP: 1 2 3 4 5

NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED 0 0 1 0 0
ADRENAL CORTEX

TOTAL NUMBER EXAM NED 0 0 1 0 0

EXAM NED, UNREMARKABLE 0 0 1 0 0
ADRENAL MEDULLA

TOTAL NUMBER EXAM NED 0 0 1 0 0

EXAM NED, UNREMARKABLE 0 0 1 0 0
BRAI' N

TOTAL NUMBER EXAM NED 0 0 1 0 0

EXAM NED, UNREMARKABLE 0 0 1 0 0
COLON

TOTAL NUMBER EXAM NED 0 0 1 0 0

EXAM NED, UNREMARKABLE 0 0 1 0 0
DUGCDENUM

TOTAL NUMBER EXAM NED 0 0 1 0 0

EXAM NED, UNREMARKABLE 0 0 1 0 0
EPI DI DYM DES

TOTAL NUMBER EXAM NED 0 0 1 0 0

EXAM NED, UNREMARKABLE 0 0 1 0 0

1- CONTROL- 50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTRCL GROUP USI NG 2- TAI LED FI SHER S EXACT TEST.
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TABLE 15 (UNSCHEDULED DEATH)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 2
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— MALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED 0 0 1 0 0
HEART
TOTAL NUMBER EXAM NED 0 0 1 0 0
EXAM NED, UNREMARKABLE 0 0 1 0 0
I LEUM
TOTAL NUMBER EXAM NED 0 0 1 0 0
EXAM NED, UNREMARKABLE 0 0 1 0 0
JEJUNUM
TOTAL NUMBER EXAM NED 0 0 1 0 0
EXAM NED, UNREMARKABLE 0 0 1 0 0
Kl DNEYS
TOTAL NUMBER EXAM NED 0 0 1 0 0
EXAM NED, UNREMARKABLE 0 0 1 0 0
LI VER
TOTAL NUMBER EXAM NED 0 0 1 0 0
EXAM NED, UNREMARKABLE 0 0 0 0 0
-1 NFI LTRATE, M XED | NFLAMVATORY CELL 0 0 1 0 0
M NI VAL NONE NONE 1 NONE NONE
- | NFLAMVATI ON, CHRONI C 0 0 1 0 0
M LD NONE NONE 1 NONE NONE
1- CONTROL- 50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTROL GROUP USI NG 2- TAI LED FI SHER' S EXACT TEST.
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TABLE 15 (UNSCHEDULED DEATH)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 3
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— MALE -----
GROUP: 1 2 3 4 5

NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED 0 0 1 0 0
LYMPH NODE, MES

TOTAL NUMBER EXAM NED 0 0 1 0 0

EXAM NED, UNREMARKABLE 0 0 1 0 0
NERVE, SCI ATIC

TOTAL NUMBER EXAM NED 0 0 1 0 0

EXAM NED, UNREMARKABLE 0 0 1 0 0
PANCREAS

TOTAL NUMBER EXAM NED 0 0 1 0 0

EXAM NED, UNREMARKABLE 0 0 1 0 0
PARATHYRO DS

TOTAL NUMBER EXAM NED 0 0 1 0 0

EXAM NED, UNREMARKABLE 0 0 1 0 0
RECTUM

TOTAL NUMBER EXAM NED 0 0 1 0 0

EXAM NED, UNREMARKABLE 0 0 1 0 0
SPI NAL CORD

TOTAL NUMBER EXAM NED 0 0 1 0 0

EXAM NED, UNREMARKABLE 0 0 1 0 0

1- CONTROL- 50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTROL GROUP USI NG 2- TAI LED FI SHER' S EXACT TEST.
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TABLE 15 (UNSCHEDULED DEATH)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 4
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— MALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED 0 0 1 0 0
SPLEEN
TOTAL NUMBER EXAM NED 0 0 1 0 0
EXAM NED, UNREMARKABLE 0 0 1 0 0
STOVACH, GLAN
TOTAL NUMBER EXAM NED 0 0 1 0 0
EXAM NED, UNREMARKABLE 0 0 1 0 0
STOVACH, NON
TOTAL NUMBER EXAM NED 0 0 1 0 0
EXAM NED, UNREMARKABLE 0 0 1 0 0
TESTES
TOTAL NUMBER EXAM NED 0 0 1 0 0
EXAM NED, UNREMARKABLE 0 0 1 0 0
THYMUS
TOTAL NUMBER EXAM NED 0 0 1 0 0
EXAM NED, UNREMARKABLE 0 0 0 0 0
- ATROPHY 0 0 1 0 0
MODERATE NONE NONE 1 NONE NONE
1- CONTROL- 50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTRCL GROUP USI NG 2- TAI LED FI SHER S EXACT TEST.
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PRQJECT NO.: W L-50352
SPONSOR: MONSANTO COMPANY
SPONSOR NO. : W - 08- 218

TABLE 15 (UNSCHEDULED DEATH)
A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701
SUMVARY OF M CROSCOPI C FI NDI NGS

NUMBER OF ANI MALS | N DOSE GROUP
NUMBER OF ANI MALS EXAM NED

THYRO D GLANDS
TOTAL NUMBER EXAM NED
EXAM NED, UNREMARKABLE

1- CONTROL- 50352 2- TEST- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTRCL GROUP USI NG 2- TAI LED FI SHER S EXACT TEST.

----- MALE -----
GROUP: 1 2
12 12
0 0
0 0
0 0
3-  REF1-50352 4-  REF2-50352 5-

PHSI 2v4. 30
11/ 02/ 2009
R 11/ 02/ 2009
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TABLE 16 ( SCHEDULED NECROPSY)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 1
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— MALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED WEEK 13 12 12 11 12 12
ADRENAL CORTEX
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA
ADRENAL MEDULLA
TOTAL NUMBER EXAM NED 12 12 NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
BRAI' N
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA
COLON
TOTAL NUMBER EXAM NED 12 12 NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
DUGCDENUM
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
EPI DI DYM DES
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 9 9 NA NA NA
-1 NFI LTRATE, MONONUCLEAR 3 3 NA NA NA
M NI VAL 3 3 NA NA NA
1- CONTROL- 50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTROL GROUP USI NG 2- TAI LED FI SHER' S EXACT TEST.
NA = NOT APPLI CABLE
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TABLE 16 ( SCHEDULED NECROPSY)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 2
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— MALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED WEEK 13 12 12 11 12 12
HEART
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 8 10 NA NA NA
- CARDI OMYOPATHY 2 1 NA NA NA
M NI VAL 2 1 NA NA NA
- I NFI LTRATE, MONONUCLEAR 2 1 NA NA NA
M NI VAL 2 1 NA NA NA
I LEUM
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 11 12 NA NA NA
- DI VERTI CULUM 1 0 NA NA NA
PRESENT 1 NONE NA NA NA
JEJUNUM
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
Kl DNEYS
TOTAL NUMBER EXAM NED 12 12 11 12 12
EXAM NED, UNREMARKABLE 3 5 3 2 2
- BASOPHI LI C TUBULES 0 0 1 4 3
M NI VAL NONE NONE 1 4 3
- DI LATATI ON, TUBULAR 1 0 0 1 0
M NI VAL 1 NONE NONE 1 NONE
1- CONTROL-50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTROL GROUP USI NG 2- TAI LED FI SHER' S EXACT TEST.
NA = NOT APPLI CABLE
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TABLE 16 ( SCHEDULED NECROPSY)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 3
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— MALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED WEEK 13 12 12 11 12 12
KI DNEYS - CONTI NUED
- HYPERPLASI A, TUBULAR 0 0 1 1 0
M NI VAL NONE NONE 1 1 NONE
- HYPOPLASI A, TUBULAR 0 0 0 0 1
M NI VAL NONE NONE NONE NONE 1
- I NFI LTRATE, MONONUCLEAR 3 2 5 3 1
M NI VAL 3 2 5 3 1
- NEPHROPATHY, CHRONI C PROGRESSI VE 6 5 8 3 7
M NI VAL 6 5 8 3 6
M LD NONE NONE NONE NONE 1
- PROTEI NOSI S, TUBULAR 0 0 1 0 4
M NI VAL NONE NONE 1 NONE 2
M LD NONE NONE NONE NONE 2
LI VER
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREVARKABLE 1 2 NA NA NA
-1 NFI LTRATE, M XED | NFLAMVATCRY CELL 11 10 NA NA NA
M NI VAL 11 10 NA NA NA
LYMPH NODE, MAND
TOTAL NUMBER EXAM NED NA 1 NA NA NA
EXAM NED, UNREMARKABLE NA 0 NA NA NA
- HEMORRHAGE NA 1 NA NA NA
M NI VAL NA 1 NA NA NA
1- CONTROL-50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTROL GROUP USI NG 2- TAI LED FI SHER' S EXACT TEST.
NA = NOT APPLI CABLE
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TABLE 16 ( SCHEDULED NECROPSY)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 4
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— MALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED WEEK 13 12 12 11 12 12
LYMPH NODE, MAND - CONTI NUED
- HYPERPLASI A, LYMPHO D NA 1 NA NA NA
M NI VAL NA 1
LYMPH NODE, MES
TOTAL NUMBER EXAM NED 12 12 NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
NERVE, SCI ATIC
TOTAL NUMBER EXAM NED 12 12 NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
PANCREAS
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 11 11 NA NA NA
- ATROPHY, GLANDULAR 1 0 NA NA NA
MODERATE 1 NONE NA NA NA
- I NFI LTRATE, MONONUCLEAR 1 1 NA NA NA
M NI VAL NONE 1 NA NA NA
MODERATE 1 NONE NA NA NA
PARATHYRO DS
TOTAL NUMBER EXAM NED 10 10 NA NA NA
EXAM NED, UNREMARKABLE 5 6 NA NA NA
NOT PRESENT FOR EXAM NATI ON 2 2 NA NA NA
- ONE PRESENT, NORMAL 5 4 NA NA NA
PRESENT 5 4 NA NA NA
1- CONTROL- 50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTRCL GROUP USI NG 2- TAI LED FI SHER' S EXACT TEST.
NA = NOT APPLI CABLE
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TABLE 16 ( SCHEDULED NECROPSY)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 5
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— MALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED WEEK 13 12 12 11 12 12
RECTUM
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12
SPI NAL CORD
TOTAL NUMBER EXAM NED 12 12
EXAM NED, UNREMARKABLE 12 12
SPLEEN
TOTAL NUMBER EXAM NED 12 12 NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
STOVACH, GLAN
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
STOVACH, NON
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 11 NA NA NA
- CYST, KERATIN 0 1 NA NA NA
PRESENT NONE 1 NA NA NA
1- CONTROL- 50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTRCL GROUP USI NG 2- TAI LED FI SHER' S EXACT TEST.
NA = NOT APPLI CABLE
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TABLE 16 ( SCHEDULED NECROPSY)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 6
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— MALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED WEEK 13 12 12 11 12 12
TESTES
TOTAL NUMBER EXAM NED 12 12 11 12 12
EXAM NED, UNREMARKABLE 12 11 10 9 11
- ATROPHY, TUBULAR 0 1 1 3 1
M NI VAL NONE NONE 1 3 1
M LD NONE 1 NONE NONE NONE
THYMUS
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 10 10 NA NA NA
- HEMORRHAGE 2 2 NA NA NA
M NI VAL 2 2 NA NA NA
THYRO D GLANDS
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
1- CONTROL-50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTROL GROUP USI NG 2- TAI LED FI SHER' S EXACT TEST.
NA = NOT APPLI CABLE
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TABLE 16 ( SCHEDULED NECROPSY)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 7
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— FEMALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED WEEK 13 12 12 12 12 12
ADRENAL CORTEX
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
ADRENAL MEDULLA
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
BRAI' N
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 11 12 NA NA NA
-1 NFI LTRATE, MONONUCLEAR, PERI VASCULAR 1 0 NA NA NA
M NI VAL 1 NONE NA NA NA
CERVI X
TOTAL NUMBER EXAM NED 2 3 NA NA NA
EXAM NED, UNREMARKABLE 2 2 NA NA NA
-1 MVATURE (JUVENI LE DEVELOPMENT) 0 1 NA NA NA
PRESENT NA 1 NA NA NA
COLON
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
1- CONTROL- 50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTRCL GROUP USI NG 2- TAI LED FI SHER S EXACT TEST.
NA = NOT APPLI CABLE
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TABLE 16 ( SCHEDULED NECROPSY)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 8
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— FEMALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED WEEK 13 12 12 12 12 12
DUODENUM
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
HEART
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 10 NA NA NA
- CARDI OMYOPATHY 0 1 NA NA NA
M NI VAL NONE 1 NA NA NA
- | NFLAMVATI ON, ACUTE 0 1 NA NA NA
M NI VAL NONE 1 NA NA NA
| LEUM
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12
JEJUNUM
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
KI DNEYS
TOTAL NUMBER EXAM NED 12 12 12 12 12
EXAM NED, UNREMARKABLE 9 9 8 7 7
- BASOPHI LI C TUBULES 0 0 1 1 1
M NI VAL NONE NONE 1 1 1
1- CONTROL-50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTROL GROUP USI NG 2- TAI LED FI SHER' S EXACT TEST.
NA = NOT APPLI CABLE
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TABLE 16 ( SCHEDULED NECROPSY)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 9
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— FEMALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED WEEK 13 12 12 12 12 12
Kl DNEYS - CONTI NUED
- DI LATATI ON, TUBULAR 0 0 0 1 0
M NI VAL NONE NONE NONE 1 NONE
- HYPOPLASI A, TUBULAR 0 0 1 0 0
M NI VAL NONE NONE 1 NONE NONE
- I NFI LTRATE, MONONUCLEAR 3 2 0 4 3
M NI VAL 3 2 NONE 4 3
- NEPHROPATHY, CHRONI C PROGRESSI VE 0 1 3 0 2
M NI VAL NONE 1 3 NONE 2
LI VER
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 2 6 NA NA NA
-1 NFI LTRATE, M XED | NFLAMVATORY CELL 10 6 NA NA NA
M NI VAL 10 6 NA NA NA
LYMPH NODE, MAND
TOTAL NUMBER EXAM NED 1 NA NA NA NA
EXAM NED, UNREMARKABLE 0 NA NA NA NA
- HEMORRHAGE 1 NA NA NA NA
M NI VAL 1 NA NA NA NA
- HYPERPLASI A, LYMPHO D 1 NA NA NA NA
M NI VAL 1 NA NA NA NA
1- CONTROL- 50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTROL GROUP USI NG 2- TAI LED FI SHER' S EXACT TEST.
NA = NOT APPLI CABLE
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TABLE 16 ( SCHEDULED NECROPSY)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 10
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— FEMALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED WEEK 13 12 12 12 12 12
LYMPH NODE, MES
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
NERVE, SCI ATIC
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
OVARI ES
TOTAL NUMBER EXAM NED 12 11 NA NA NA
EXAM NED, UNREMARKABLE 11 11 NA NA NA
NOT PRESENT FOR EXAM NATI ON 0 1 NA NA NA
- CYsST 1 0 NA NA NA
PRESENT 1 NONE NA NA NA
Ovl DUCTS
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 11 12 NA NA NA
- ONE PRESENT, NORMAL 1 0 NA NA NA
PRESENT 1 NONE NA NA NA
PANCREAS
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 10 NA NA NA
1- CONTROL- 50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTRCL GROUP USI NG 2- TAI LED FI SHER S EXACT TEST.
NA = NOT APPLI CABLE
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TABLE 16 ( SCHEDULED NECROPSY)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 11
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— FEMALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED WEEK 13 12 12 12 12 12
PANCREAS - CONTI NUED
- | NFI LTRATE, MONONUCLEAR 0 2 NA NA NA
M NI VAL NONE 2 NA NA NA
PARATHYRO DS
TOTAL NUMBER EXAM NED 10 10 NA NA NA
EXAM NED, UNREMARKABLE 2 5 NA NA NA
NOT PRESENT FOR EXAM NATI ON 2 2 NA NA NA
- ONE PRESENT, NORVAL 8 5 NA NA NA
PRESENT 8 5 NA NA NA
RECTUM
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
SPI NAL CORD
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
SPLEEN
TOTAL NUMBER EXAM NED 12 12 NA NA NA
EXAM NED, UNREMARKABLE 12 12 NA NA NA
1- CONTROL-50352 2- TEST- 50352 3- REF1- 50352 4- REF2- 50352 5- REF3- 50352

NONE SI GNI FI CANTLY DI FFERENT FROM THE CONTROL GROUP USI NG 2- TAI LED FI SHER' S EXACT TEST.
NA = NOT APPLI CABLE
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TABLE 16 ( SCHEDULED NECROPSY)

PRQJECT NO.: W L-50352 A 90- DAY FEEDI NG STUDY I N RATS WTH MON 87701 PAGE 12
SPONSOR: MONSANTO COMPANY SUMVARY OF M CROSCOPI C FI NDI NGS
SPONSOR NO. : W - 08- 218
————— FEMALE -----
GROUP: 1 2 3 4 5
NUMBER OF ANI MALS | N DOSE GROUP 12 12 12 12 12
NUMBER OF ANI MALS EXAM NED WEEK 13 12 12 12 12 12
STOVACH, GLAN
TOTAL NUMBER EXAM NED