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was administered orally as a single dose at maximum
dose level of 53000 mg/kg.b.wt.of the test substance.
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QUALITY ASSURANCE STATEMENT

The work described in this report was performed under my supervision as
study director in accordance with Guidelines for toxicity and allergenicity,
Evaluation of Transgenic seeds, plants and plant parts (Adoption O.E.C.D
guidelines No. 401), Department of Biotechnology, Ministry of Science and

Technology, Government of India for non-clinical laboratory studies.

The report provides true and accurate record of results obtained.

irector &
Chief, Toxicology

The following scientific and supervisory personnel were involved

in the study

Dr. Binu Bhat
Dr. Dhirendra Singh

Manoj Kumar
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OBJECTIVE

(a) To determine the acute oral toxicity to the rat of the test substance

-when administered as a single dose at the maximum dose level of the

test substance.

b) To obtain information on the health hazards likely to arise from a short

term exposure by the oral route.

EXPERIMENTAL DESIGN
Name of species : Rattus Rattus albanicus
Strain of the animals : Wistar
No. of animals used per dose 5 Male, 5 Female
Age of the animals used : 5 to 8 weeks
Weight range 5 160-180 gms
Acclimatization period ; 7 Days
Route of administration : Oral
Vehicle used s Groundnut oil
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HUSBANDRY

All animals were caged in a group of 5 according to sex in plastic
cages fitted with wire mesh tops and having sterilized paddy husk
bedding. Water and standard rat diet were freely available. The room

temperature was maintained at 24 + 2 ° C with 40 - 70 % relative humidity.

The room was ventilated at the rate of approximately 15 air changes per
hour. Lighting was controlled to give 12 hours artificial light ( 8 a.m. - 8
p.m. ) each day.

METHOD OF ADMINISTRATION

The animals were fasted for approximately 18 hours before and 4 hours

after dosing.

Three groups of 5 male and 5 female rats each were designated for the study.
First group was kept as control which was administered with vehicle only.
Second group was administered with the non-transgenic crushed cotton seed
sample at the dose levels of 2500 and 5000mg/kg. B.wt. Similarly transgenic
crushed cotton seed sample were provided to group 3 at the dose levels of

2500 and 5000mg/kg. B.wt respectively.
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OBSERVATION

All experimental (test and control) animals were observed for 14 days
(Table-1). Observations were made three times on the day of dosing and
twice daily thereafter for the remainder of 14 days or until reversible toxic

signs or symptoms subsided.

Body weights : Recorded individually, before treatment
and at weekly intervals, thercafter mean
body weights were calculated.

- Signs / symptoms : Recorded daily in terms of clinical
manifestation, if any.

Mortalities : If any, subjected to detailed macroscopic

Examination.

The following clinical laboratory determinations were made in all the
animals of both (test and control) groups after termination of the experiment.
All animals were sacrificed and the organs were weighed and subjected to

detailed histopathological examinations.

CLINICAL LABORATORY STUDIES

Blood sampling : 3-5 ml of blood was withdrawn by cardiac
puncture under light nembutol anaesthesia

prior to sacrifice.
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HAEMATOLOGY :
Following haematological estimations were performed on control and
treated group of animals using Baker Haematology system 9120 .
Haematocrit (Hct) Differential Leucocyte counts (DLC)
~ Haemoglobin (Hb) Neutrophils (N)
Total Erythrocyte count (TEC)  Lymphocytes (L)
Platelet count Basophils (B)
. Total Leucocyte count (TLC) Monocyte (M)

o - Eosinophils (E)

. SERUM BIOCHEMISTRY

~ Following estimations were performed on control and treated rats using
Boehringer Mannheim diagnostic kits :

(a) Blood sugar

(b) Blood urea nitrogen (BUN)

(c) Total protein (TP)

- () Albumin

(¢) Serum glutamic oxalo acetate transaminase (SGOT)

() Serum glutamic pyruvic transaminase (SGPT)

(g) Serum alkaline phosphatase (SAP)
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SACRIFICE AND NECROPSY

All the experimental animals were subjected to necropsy, whether they were
sacrificed or died during study. All findings not considered normal were
recorded. '

Histopathology : Microscopic examination of the following tissues from

all animals of the control and treated group were carried

out :
Stomach Brain
[leum Heart
Liver Lungs
Spleen Kidneys (both)
Testis (both) in males Adrenals (both)
Ovaries (both) in females Uterus in females

Any other macroscopically abnormal tissue.

BIOSTATISTICAL METHOD USED ; Student’s T-test
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RESULT

Mortality and toxic signs

No mortality was recorded (Table-1) due to effect of test substance. No toxic
signs or symptoms (Table-2) were noticed in any test as well as control
group of animals.

Mean body weights

No significant differences were observed in the body weight gain/loss
pattern (Table 3 -3.11) in both test and control group.

Haematological evaluations

No significant changes were noted among both test and control group of
animals with respect to haematological findings (Tables 4-4.00) as all the
parameters fall within the accepted limits of normal variations.

Clinical biochemistry evaluations

Serum biochemistry evaluations (Tables 5-5.06) disclosed no significant
differences in test and control groups of animals as all the parameters fall
with in the accepted limits of normal variations.

Organ Weight

Absolute organ weights and their ratios (Relative organ weights) with body
weights are shown in tables 7-7.13. In absence of any significant change in
the organ weights, these organs have failed to suggest any specific target

organ to the test substance.
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Necropsy Finding

Necropsy examination (Tables 8-8.04) did not reveal any macroscopical
changes in any of the test (Transgenic group of crushed cotton seed) as well
as control groups i.e. administered crushed non-Transgenic cotton seed and

vehicle onlly.

Histopathological Finding

No remarkable histopathological changes (Tables 8.04-8.09) were observed
in the animals treated with any transgenic group of crushed cotton seed and
non-transgenic crushed cotton seed. These animals were comparable with

the animals of control group (vehicle only).

Under the condition of this study, the given samples of ‘Crushed whole seed
of Transgenic cotton line JKC738 was found to be non-toxic to wistar rats,
when compared to Non-transgenic crushed cotton line JKC738 as the
control, when it was administered orally as a single dose at maximum dose
level of 5000 mg/kg.b.wt.of the test substance.

The compound has been tested as per “Guidelines for toxicity and
allergenicity, Evaluation of Transgenic seeds, plants and plant parts
(Adoption O.E.C.D guidelines No. 401), Department of Biotechnology,
Ministry of Science and Technology, Government of India for non- clinical

laboratory studies.
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TABLE - 1
LDsy ASSAY - MORTALITY DATA

Sex & Dosage Time of Death ( Days)
level gm/rat

1234567 89101112 13 14 15

Cumulative
Mortality

MALES
CONTROL- WITHOUT ANY COTTON SEED, i.e. VEHICLE ONLY

00000 O0ODO0COOO OO0OO O

NON- TRANSGENIC COTTON SEED SAMPLE
2500 mg/kg .B.wt 0 000000O0O0OO0OCOCO0OCO0 O O

NON- TRANSGENIC COTTON SEED SAMPLE
5000 mg/kg .B.wt 0000000000000 0 0

TRANSGENIC COTTON SEED SAMPLE
2500 mg/kg .B.wt 0o000000O0CO0CO0CO0OCOCO O O

TRANSGENIC COTTON SEED SAMFPLE

5000 mg/kg .B.wt 0000000000 O0O0TO0 O O

FEMALES
CONTROL- WITHOUT ANY COTTON SEED, i.e. VEHICLE ONLY

00000 0CO0ODO0OCO0OCO0O O OO0 O0 O

NON- TRANSGENIC COTTON SEED SAMPLE
2500 mg/kg. Bowt 00 00000000000 0 0

NON- TRANSGENIC COTTON SEED SAMPLE
3000 mg/kg .B.wt 0000000CO0OO0O0O0OO0OCO0 0O O

TRANSGENIC COTTON SEED SAMPLE
2500 mg/kg .B.wt 0000000000000 0 0

TRANSGENIC COTTON SEED SAMPLE

5000 mg/kg .B.wt 0o0oo00O0CO0CQO0ODO0OOCOCOO0OCO O O

0/5

0/5

0/5

0/5

0/5

075

0/5

0/5

0/5

0/5
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TABLE-2

SUMMARY OF OBSERVATIONS

(MALES & FEMALES)

Dosage level
(gm/rat B.wt)

Clinical Observations

Necropsy Observations

Control (without
any cotton seed,
given vehicle

only)

Non-transgenic

cotton seed
(2500 mg/kg. b.wt.)

Non-transgenic
cotton seed
(5000 mg/kg. b.wt.)

Transgenic

cotton seed
(2500 mg/kg. b.wt.)

Transgenic

cotton seed
(5000 mg/kg. b.wt.)

No toxic signs or symptoms
were noted.

No treatment related toxic

signs or symptoms were noted.

No treatment related toxic

signs or symptoms were noted.

No treatment related toxic

signs or symptoms were noted.

No treatment related toxic

signs or symptoms were noted.

No noteworthy findings

No noteworthy findings

No noteworthy findings

No noteworthy findings

No noteworthy findings
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TABLE -3
MEAN PERCENTILE BODY WEIGHT DATA OF RATS

Gp. No. Sex Day0 | Day7 | Dayld4 | Sex Day0 | Day7 | Dayl4

1. Control Male 100 103.74 | 107.78 | Female 100 103.34 107.02
(vehicle only) '

2. Non- transgenic
sshiedgotion seed | Male 100 | 103.36 | 106.94 | Female 100 10329 | 107.16
sample
(2500 mg/kg.b.wt)

3.Non-Transgenic

Crushed COtItOH seed Male 100 103.77 | 107.43 Female 100 103.34 106.52
sample

(5000 mgﬁ(g.b.wt)

4. Transgenic

Crushed cotton seed Male 100 103.78 | 107.64 | Female 100 103.17 106.59
sample

2500 mg/kg.b.wt)

5. Transgenic
Crushed cotton seed Male 100 103.67 106.65 Female 100 103.54 107.20
sample
(5000 mg/ke.b.wt)
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TABLE - 3.01

WEEKLY PERCENTILE BODY WEIGHT DATA OF RATS
GROUP : CONTROL - Vehicle only

-
S.No. Sex Day 0 Day 7 Day14 S.No. Sex Day 0 Day 7 Dayl4
1 M 100 10327 | 106.93 1 F 100 103.06 | 106.37
2 M 100 103.24 | 106.54 7 F 100 103.47 | 108.02
3 M 100 10429 | 109.14 3 F 100 10423 | 107.69
4 M 100 103.68 | 107.55 4 F 100 103.15 | 106.98
5 M 100 103.74 | 108.90 5 F 100 102.82 | 106.10 |
Mean 100 103.74 | 107.78 Mean 100 103.34 | 107.02
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TABLE - 3.02

WEEKLY PERCENTILE BODY WEIGHT DATA OF RATS
GROUP : NON TRANSGENIC CRUSHED COTTON SEED SAMPLE
DOSE : 2500 mg/kg b.wt.

] .
S.No. Sex Day 0 Day 7 Dayl4 S.No. Sex Day 0 Day 7 Dayl4
] — M 100 102.88 | 106.26 1 F 100 103.77 .108.27
2 M 100 103.78 | 108.06 2 F 100 103.41 | 108.02
3 M 100 103.56 | 106.50 3 F 100 102.48 | 105.25
4 M 100 103.08 | 106.83 4 F 100 103.72 | 10745 |
5 M 100 10358 | 10728 | 5 F 100 102.77 | 106.82
[ Mean | 100 103.36 | 106.94 | Mean 100 103.29 | 107.16
[ I I ]
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TABLE - 3.03

WEEKLY PERCENT ILE BODY WEIGHT DATA OF RATS
GROUP : NON TRANSGENIC CRUSHED COTTON SEED SAMPLE
DOSE : 5000 mg/kg b.wt.

S.No. Sex Day 0 Day 7 Dayl14 S.No. Sex Day 0 Day 7 Day14
1 M 100 103.82 107.76 1 F 100 103.52 | 106.91.
2 M 100 104.54 107.65 2 F 100 102.65 105.86
3 M 100 103.70 107.72 3 F 100 103.33 106.32
4 M 100 104.16 108.38 4 F 100 103.56 106.24
5 M 100 102.72 105.78 5 I 100 103.67 107.29
Mean 100 103.77 107.453 Mean 100 103.34 106.52
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GROUP : TRANSGENIC CRUSHED COTTON SEED SAMPLE
DOSE : 2500 mg/kg b.wt.

S.No. Sex Day 0 Day 7 Day14 S.No. Sex Day 0 Day 7 Dayl4
l 1 M 100 104.60 107.53 1 F 100 102.96 106.65

2 M 100 103.10 106.48 2 F 100 103.60 107.08

3 M 100 103.80 | 108..98 3 F 100 103.65 106.70

4 M 100 103.83 107.67 4 F 100 103.57 107.14

3 M 100 103.63 107.58 5 F 100 102.05 105.34
Mean 100 103.78 107.64 Mean 100 103.17 106.59
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TABLE -3.05

WEEKLY PERCENTILE BODY WEIGHT DATA OF RATS
GROUP : TRANSGENIC CRUSHED COTTON SEED SAMPLE
DOSE : 5000 mg/kg b.wt.

100 107.55 102.54 | 105.25
103.67 Mean - 107.20
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TABLE -3.06 : AVERAGE BODY WEIGHT(GRAMS) DATA OF RATS

Gp. Sex Day 0 Day 7 Day14 Sex Day 0 Day 7 Dayl4
No. -

1. Control
(Vehicle only) | Male 169.92 176.28 183.14 Female 171.06 176.78 183.08

2 Non-transgenic .
Crushed cotton Male 171.40 177.16 183.34 Female 168.62 174.08 180.70
seed
5000 mg/kg.b.wt
3 Non-transgenic
Crushed cotton Male 161.96 174.30 180.44 Female 165.52 171.06 176.32
seed
5000 mg/kg.b.owt

4. Transgenic
Crushed cotton Male 169.58 176.00 182.54 Female 164.42 169.64 175.26
seed
2500 mg/kg.b.wt

5. Transgenic
Crushed cotton Male 167.12 172.26 178.24 Female 168.24 174.20 180.36

seed
QOOO mg/kgbwt |
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TABLE - 3.07
WEEKLY BODY WEIGHT DATA (in gms) OF RATS
GROUP : CONTROL - Vehicle only

S.No. Sex Day 0 Day 7 Dayl4 S.No. Sex Day 0 Day 7 Day14
1 M 180.30 186.20 | 192.80 1 F 160.00 164.90 170.20
2 M 178.90 184.70 | 190.60 2 E 166.90 172.70 180.30
3 M 165.20 172.30 180.30 3 F 167.60 174.70 180.50
4 M 160.20 166.10 172.30 4 F 180.50 186.20 193.10
5 M 165.00 172.10 179.70 5 E 180.30 185.40 191.30
Mean 169.92 176.28 183.14 Mean 171.06 176.78 183.08
o =+ = £ £ = = 2
S.D. 9.07 8.74 8.46 S.D. 9.02 9.01 8.34




TABLE - 3.08
WEEKLY BODY WEIGHT DATA (in gms) OF RATS
GROUP : NON-TRANSGENIC CRUSHED COTTON SEED

SHRIRAM INSTITUTE

CRUSHED WHOLE SEED OF TRANSGENIC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE
ACUTE ORAL TOXICITY STUDY IN RATS

DOSE : 2500 mg /kg b.wt.
S.No. Sex Day 0 Day 7 Dayl4 S.No. Sex Day 0 Day 7 Day14
l 1 M 180.40 185.60 191.70 1 F 164.30 170.50 177.90
2 M 161.20 167.30 174.70 2 F 166.90 172.60 180.30
8 M 179.18 186.20 191.50 3 F 169.30 | 173.50 178.20
4 M 165.40 170.50 176.70 4 F 177.00 183.60 190.20
5 M 170.20 176.30 182.60 5 F 165.60 170.20 176.90
Mean 171.40 177.16 183.34 Mean 168.62 174.08 180.70
+ + + + + + + +
S.D. 8.56 8.62 8.13 8., 503 5.50 5.45
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TABLE - 3.09
WEEKLY BODY WEIGHT DATA (in gms) OF RATS
GROUP : NON-TRANSGENIC CRUSHED COTTON SEED

DOSE : 5000 mg /kg b.wt.

S.No. Sex Day 0 Day 7 Dayl4 S.No. Sex Day 0 Day 7 Day14
1 M 167.50 173.90 | 180.50 1 F 164.80 170.60 176.20
2 M 167.20 174.80 180.00 2 F 162.00 166.30 171.50
3 M 161.80 167.80 174.30 3 F 180.20 186.20 191.60
4 M 163.40 170.20 177.10 4 F 160.20 165.90 170.20
5 M 179.90 184.80 190.30 5 F 160.40 166.30 172.10

Mean 167.96 17430 | 180.44 Mean 165.52 171.06 176.32
+ + + + + + + +

S.D. 7.10 6.51 6.04 S.D. 8.41 8.68 8.83
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TABLE - 3.10
WEEKLY BODY WEIGHT DATA (in gms) OF RATS
GROUP : TRANSGENIC CRUSHED COTTON SEED
DOSE : 2500 mg /kg b.wt.

S.No. Sex Day 0 Day 7 Dayl14 S.No. Sex Day 0 Day 7 Day14
1 M 167.20 174.90 179.80 1 F 165.30 170.20 176.30
2 M 180.60 186.20 192.30 2 F 160.90 166.70 172.30
3 M 173.60 180.20 189.20 3 F 167.10 173.20 178.30
4 M 164.20 170.50 176.80 4 F 167.90 173.90 179.90
5 M 162.30 168.20 174.60 5 F 160.90 164.20 | 169.50

Mean 169.58 176.00 182.54 Mean 164.42 169.64 175.26
i e S = = o = e ol

S.D. .50 231 N 5D 3.34 4.16 4.29
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TABLE -3.11
WEEKLY BODY WEIGHT DATA (in gms) OF RATS
GROUP : TRANSGENIC CRUSHED COTTON SEED SAMPLE
DOSE : 5000 mg /kg b.wt.

S.No.

Sex Day 0 Day 7 Dayl4 S.No. Sex Day 0 Day 7 Day15
1 M 164.90 170.20 176.30 1 K 170.80 177.30 183.90
2 M 160.20 165.80 172.30 y F 167.10 172.80 178.50
5 M 167.90 171.20 178.70 3 F 162.30 169.10 176.30
4 M 171.90 175.90 180.30 4 ¥ 164.00 170.30 176.80
5 M 170.70 | 178.20 183.60 5 I 177.0Q 181.50 186.30
Mean 167.12 172.26 178.26 Mean 168.24 174.20 180.36
+ + + + + + + +
S.D. 4.72 4.89 4.24 S.D. 5.87 5.14 4.48
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TABLE : 4.0 MEAN HAEMATOLOGY DATA OF M

ACUTE ORAL TOXICITY STUDY IN RATS

787.40 + 124.86 ’

ALE RATS
Parameters Control Non-transgenic Non-Transgenic Transgenic crushed Transgenic crushed
(Vehicle only) Crushed cotton seed | Crushed cotton seed cotton seed cotton seed
2500 mg /kg b.wt, 5000 mg /kg b.wt 2500 mg /kg b.wt 5000 mg /kg b.wt
WBC ( X10°) 7.52+1.90 7.56+£1.07 7.90 +£1.93 6.48+1.16 8.78+1.68
Differential
Lymphocytes % 87.60+1.67 87.04 +1.82 87.20+1.30 87.20+1.92 88.20+1.92
Neutrophils % 11.00 +1.00 11.20+1.30 11.44 +£0.73 11.80 +1.48 1060+1.14
Eosinophils % 0.40+0.55 0.20+ 0.45 0.20 £ 0.45 0.20+0.45 0.20+£0.45
Monocytes % 1004 1,73 1.20+ 1.64 1.20+ 1.79 0.80+1.30 1.00+1.73
Basophils % 0.00+0.00 0.00+0.00 0.00+0.00 0.00+0.00 0.00 £ 0.00
Protime 11.40 £0.55 11.60 = 0.89 11.60+0.89 11.60 £0.55 11.80 £ 0.84
[ R.B.C. (x10°)% 8.00+0.57 7.59+0.62 7.62+0.45 7.99 +0.60 8.73+0.73
Hb (gm %) 14.20 £ 0.68 1424 £ 0.49 14.08 £ 0.30 ‘ 14.40 £ 0.75 15.22 £ 0.93
Het % 41.36+2.70 40.88+3.57 40.68 + 2 45 41.44+2.69 44.78 + 3.92
L Platelets (x10 °) , 859.20 £ 52.07

797.80 + 66.82 ( 772.20 + 52.85 ‘ 816.80=91.84
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TABLE : 4.01 MEAN HAEMATOLOGY DATA OF FEMALE RATS

Parameters Control Non-transgenic Non-Transgenic Transgenic crushed | Transgenic crushed
(Vehicle only) Crushed cotton seed | Crushed cotton seed cotton seed cotton seed
2500 mg /kg b.wt. 5000 mg /kg b.wt 2500 mg /kg b.wt 5000 mg /kg b.wt
WBC ( X107) 7.44+2.19 7.56+1.93 7.66+1.50 752+ 198 6.75+2.61
Differential
Lymphocytes % 86.00+1.48 8740+£1.14 87.80+£1.30 86.60+£1.14 86.20+1.48
Neutrophils % 11.80+0.84 11.60 £ 0.89 11.20+ 0.84 12.00£2.23 11.81+ 1.30
Eosinophils % 020+ 045 0.20+0.45 0.20+0.45 0.40£0.55 0.20+£0.45
Monocytes % 1.20+1.09 0.80%1.10 0.80+1.09 1.00 £ 1.00 1.80+1.48
Basophils % 0.00 = 0.00 0.00£0.00 0.00 = 0.00 0.00£0.00 0.00 £ 0.00
Protime 11.75+£0.96 11.80+0.84 11.80+ 0.84 11.80£0.84 11.60 +0.55
R.B.C. (x10°) % 7.29+£0.58 7.23 +0.39 7.33+£0.53 7.04 £0.30 7.61 +0.60
Hb (gm %) 13.88+0.26 13.78 + 0.24 13.838+0.19 14.00 = 0.19 13.40+0.78
Het % 40.18+2.27 38.54+£1.50 39.62 £1.27 38.72+229 36.34 £3.28
Platelets (x10°) 783.60 £ 73.94 748.80 = 45.80 766.60 £ 72.20 795.00+ 72.46 865.60 =
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ACUTE ORAL TOXICITY STUDY IN RATS

TABLE -4.02
HAEMATOLOGY DATA OF CONTROL GROUP- RATS TREATED WITH VEHICLE ONLY
DIFFERENTIAL
Animal | Sex WBC L% N% - E% M% B% Protime | RBC Hb Hct Platelet
.| No. Count Count | Gm % % Count (x 10%)
(x 10%) (x 10%

| M 8.6 86 10 0 4 0 12.0 8.59 14.40 42.30 873.0

2 M 10.2 90 10 0 0 0 12.0 8.64 15.30 45.60 807.0

3 M 5.8 88 12 0 0 0 11.0 7.66 13.80 40.60 926.0

4 M 54 86 12 1 1 0 11.0 7.43 13.60 38.90 612.0

5 M 6.5 88 11 1 0 0 11.0 7.69 13.90 39.40 719.0
Mean 7.52 87.60 11.0 0.4 1.00 0.0 11.40 8.00 14.20 41.36 787.40

+ + + + + + + + + + + +

S.D 1.90 1.67 1.00 0.55 1.73 0.0 0.55 0.57 0.68 2.70 124.86

1 F 8.9 87 11 0 2 0 11.0 7.95 14.10 41.80 784.0

2 F 10.3 85 12 ] 2 0 12.0 6.84 13.60 38.90 841.0

3 F 7.3 87 13 0 0 0 12.0 6.67 13.60 36.80 697.0

4 F 5.6 86 12 0 2 0 13.0 7.83 14.0 41.30 871.0

9 F 5.1 89 11 0 0 0 11.0 7.14 14.10 42.10 725.0
Mean 7.44 86.80 11.80 0.20 1.20 0.0 11.75 7.29 13.88 40.18 783.60

+ s + bl b T & & . 5 + *
S.D 2.19 1.48 0.84 0.45 1.09 0.00 0.96 0.58 0.26 2.27 73.94

L = Lymphocytes

N = Neutrophils

E = Eosinophils
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CRUSHED WHOLE SEED OF TRANSGENIC COT

TABLE - 4.03-

g 5 5 e Lt o bt

TON LINE'ALONG WITH NON TRANSGENIC COTTON SEED LINE
ACUTE ORAL TOXICITY STUDY IN RATS

HAEMATOLOGY DATA OF NON-TRANSGENIC CRUSHED COTTON SEED
DOSE : 2500 mg /kg b.wt

DIFFERENTIAL
| Animal | Sex WBC L% N% E% M% B% Protime RBC Hb Het Platelet
No. Count Count | gm % % Count (x 10°)
(x 10°) (x 105
1 M 6.80 87.0 12.0 0 1 0 13.0 8.51 14.8 45.2 783.0
2 M 8.90 88.0 10.0 1 1 0 11.0 7.84 14.6 42,6 870.0
3 M 8.50 85.0 11.0 0 4 0 11.0 7.13 14.3 419 791.0
4 M 7.10 87.0 13.0 0 0 0 11.0 7.49 13.9 383 847.0
5 M 6.50 90.0 10.0 0 0 0 12.0 6.96 13.6 36.4 698.0
Mean 7.56 87.40 11.20 0.2 1.20 0.0 11.60 7.59 14.24 40.83 797.8
£ pul T S i 2y r - + = LN o
S.D 1.07 1.82 1.30 0.45 1.64 0.00 0.89 0.62 0.49 3.51 66.82
1 F 9.80 89.0 11.0 0 0 0 12.0 7.96 14.0 40.2 784.0
2 F 7.60 86.0 12.0 0 2 0 11.0 6.96 13.8 389 698.0
3 F 8.30 87.0 12.0 1 0 0 15.0 6.78 13.6 38.2 871.0
4 F 6.70 89.0 11.0 0 0 0 12.0 7.84 14.1 41.5 782.0
5 F 5.90 88.0 10.0 0 2 0 11.0 13 13.9 393 698.0
Mean 7.66 87.80 11.20 0.2 0.8 0.0 11.80 7.33 13.88 39.62 766.60
= o * i - s i = - x = i
S.D 1.50 1.30 0.84 0.45 1.09 0.00 0.84 0.53 0.19 1.27 72.20

L = Lymphocytes

N = Neutrophils

E = Eosinophils
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STITUTE

TABLE -4.04
HAEMATOLOGY DATA OF NON-TRANSGENIC CRUSHED COTTON SEED
DOSE : 5000 mg /kg b.wt

D WHOLE SEED OF TRANSGENIC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE

ACUTE ORAL TOXICITY STUDY IN RATS

DIFFERENTIAL
Animal Sex WBC L% N% E% M% B% Protime RBC Hb Hct Platelet
No. Count Count gm % % Count (x 10°)
(x 10*) (x 10°)
1 M 10.30 87.0 12.0 1 0 0 13.0 7.89 14.2 42.5 837.0
7] M 8.70 86.0 11.0 0 4 0 11.0 8.13 14.5 434 780.0
3 M 8.50 88.0 11.0 0 0 0 12.0 7.72 14.1 412 692.0
4 M 5.30 86.0 12.0 0 2 0 11.0 7.41 13.9 38.5 761.0
5 M 6.70 89.0 11.0 0 0 0 11.0 6.97 13.7 37.8 791.0
Mean 7.90 87.20 11.44 0.2 1.20 0.0 11.60 7.62 14.08 40.68 772.10
+ i in 15 &+ * b b ha * o +
SD 1.93 1.30 0.73 0.45 1.79 0.00 0.89 0.45 0.30 2.45 52.85
1 F 8.70 89.0 11.0 0 0 0 12.0 7.83 14.1 40.9 748.0
2 F 10.20 87.0 11.0 0 2 0 11.0 6.94 13.6 37.9 814.0
3 F 7.40 86.0 13.0 | 0 0 12.0 7.24 13.8 38.3 769.0
4 F 5.70 87.0 11.0 0 2 0 13.0 6.84 13.5 36.8 716.0
5] F 5.80 88.0 12.0 0 0 0 11.0 7.29 13.9 38.6 697.0
Mean 7.56 87.40 11.60 0.2 0.80 0.0 11.80 7.23 13.78 38.54 748.80 7]
+ s + i * i * + i x * a3
LS.D 1.93 14 0.89 0.45 I.10 0.00 8.84 0.39 0.24 1.50 45.88

L = Lymphocytes

|
N = Neutrophils

E = Eosinophils
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HAEMATOLOGY DATA OF TRANSGENIC CRUSHED COTTON SEED

WHOLE SEED OF TRA

NSGENIC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE
- ACUTE ORAL TOXICITY STUDY IN RATS

TABLE - 4.05

DOSE : 2500 mg /kg b.wt

DIFFERENTIAL
Animal Sex WBC L% N% E% M% B% Protime RBC Hb Het Platelet Count
No. Count Count gm % % (x 10%)
(x 10%) (x 10%
1 M 8.40 85.0 12.0 0 3.0 0 12.0 8.57 14.50 42.30 823.0
2 M 6.40 89.0 10.0 0 0.0 0 12.0 8.69 15.50 45.40 807.0
3 M 5.50 87.0 12.0 0 1.0 0 11.0 7.61 13.80 39.60 791.0
4 M 5.60 86.0 14.0 0 0.0 0 12.0 7.39 13.60 38.40 959.0
5 M 6.50 88.0 11.0 1 0.0 0 11.0 7.68 14.60 41.50 704.0
Mean 6.48 87.2 11.80 0.2 0.8 0.0 11.60 7.99 14.40 41.44 816.80
. + + + + + + + + + + +
S.D 1.16 1.92 1.48 0.45 1.30 0.00 0.55 0.60 045 2.69 91.85
1 F 4.20 §8.0 9.0 1 2 0 12.0 6.69 14.10 35.20 896.0
2 F 8.10 87.0 13.0 0 0 0 13.0 7.36 14.20 39.10 858.0
3 F 9.30 83.0 15.0 0 0 0 11.0 7.31 13.80 38.80 699.0
4 F 7.40 86.0 12.0 0 2 0 11.0 6.78 14.10 41.60 791.0
i F 8.60 §7.0 11.0 1 1 0 12.0 7.08 13.80 38.90 670.0
Mean 7.52 86.60 12.0 0.4 1.00 0.0 11.80 7.04 14.00 38.72 795.0
+ + * * + + * * s 2 o &
S.D 1.98 1.14 0.2.23 0.55 1.00 0.00 0.834 0.30 0.19 2.28 72.46

L. = Lymphocytes

N = Neutrophils

E = Eosinophils
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3 M INSTITUTE
CRUSHED WHOLE SEED OF TRANSGENIC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE

ACUTE ORAL TOXICITY STUDY IN RATS

TABLE - 4.06
HAEMATOLOGY DATA OF RATS OF TRANSGENIC CRUSHED COTTON SEED SAMPLE
DOSE : 5000 mg /kg b.wt
DIFFERENTIAL
Anima Sex WBC L% N% E% M% B% Protime RBC Hb Het Platelet
1 Count Count | gm % % Count (x 10°)
No. (x 10%) (x 105
1 M 10.90 89.0 11.0 0 0 0 12.0 9.77 16.2 48.3 906.0
2 M 9.20 87.0 12.0 0 1 0 13.0 7.84 14.0 39.0 817.0
3 M 6.20 91.0 9.0 0 0 0 11.0 9.10 16.1 48.6 790.0
4 M 8.70 88.0 11.0 1 0 0 11.0 8.46 15.0 43.9 891.0
5 M 8.90 86.0 10.0 0 4 0 12.0 8.50 14.8 44.1 892.0
Mean 8.78 882 10.60 0.2 1.0 0.0 11.80 8.73 15.22 44.78 859.20
=5 ] * £ & i T & * x x +
S.D 1.68 1.42 1.14 0.45 1.73 0.00 0.84 0.73 0.93 3.92 52.07
1 F 5.60 86.0 13.0 0 1 0 12.0 6.97 13.5 36.9 787.0
2 F 5.30 84.0 11.0 1 4 0 11.0 8.04 14.5 413 929.0
3 F 11.20 87.0 13.0 0 0 0 12.0 6.84 13.7 36.8 860.0
4 F 7.40 86.0 12.0 0 2 0 11.0 6.57 12.7 33.3 ~ 857.0
3 F 7.40 §3.0 10.0 2 2 0 12.0 6.61 12.6 334 895.0
Mean 6.75 86.20 11.80 0.2 1.80 0.0 11.60 7.01 13.40 36.34 865.60
= s & & 25 25 & = s & = +
S.D 2.61 1.48 1.30 0.45 1.48 0.00 0.55 0.60 0.78 3.28 52.84

L = Lymphocytes

N = Neutrophils

E = Eosinophils
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M = Monocytes

B = Basophils



TRANSGENIC COTTON

TABLE - 5.0 MEAN BIOCHEMISTRY DATA ON MALE RATS

:L]NE ALONG WITH NON TRANSGENIC COTTON SEED LINE
ACUTE ORAL TOXICITY STUDY IN RATS

Non-transgenic

Non-transgenic

Transgenic

. Transgm
Crushed cotton

Parameters Control Group Crushed cotton seed Crushed cotton seed Crushed cotton
(Vehicle only) sample sample seed sample seed sample
2500 mg /kg b.wt. 5000 mg /kg b.wt 2500 mg /kg b.wt. 5000 mg /kg b.wt.
88.80 86.40 88.60 87.20 86.20
Glucose (mg %) + + + + +
4.76 6.19 4.39 5.17 5.89
26.04 26.36 26.88 27.82 29.10
BUN (mg %) + + + + + .
4.08 3.53 3.36 3.98 2.50
6.59 6.39 6.647 6.386 6.512
Total Protein + + + + +
(gm %) 0.42 0.0.65 0.225 0.102 0.301
31.07 33.43 30.73 32.00 32.73
S.GP.T(.U) =5 + + + +
5.63 7.17 6.77 6.20 3.44
S.G.O.T (1.U) 31.49 38.29 33.54 33.98 37.32
+ + + + =+
3.07 3.6l 5.23 6.71 5.82
Albumin (L.U) 3.85 3.98 3.95 3.83 3.93
=+ + i 2k *
0.14 0.14 0.15 0.26 0.11
SAP (un) 92.28 91.37 93.84 93.94 91.58
+ 2 = + e
3.67 10.50 7.63 7.47 6.42




SHRIRAM INSTITUTE
WHOLE SEED OF TRANSGENIC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE
— ACUTE ORAL TOXICITY STUDY IN RATS

TABLE -5.01 MEAN BIOCHEMISTRY DATA ON FEMALE RATS

Non-transgenic Non-transgenic Transgenic Transgenic
Parameters Control Group Crushed cotton Crushed cotton seed | Crushed cotton Crushed cotton
(Vehicle only) seed sample sample seed sample seed sample

2500 mg /kg b.wt. 5000 mg /kg b.wt | 2500 mg /kg b.wt. | 5000 mg /kg b.wt.

85.20 86.00 88.60 89.00 88.50
Glucose (mg %) + + * + +

7.12 5.00 N 6.88 7.50 - 7.26

27.14 27.66 27.70 25.96 27.83
BUN (mg %) + + £ Y

2.94 1.33 2.20 3.30

=
3.15
6.466 6.420 6.344 6.237
== = = =
0.402
34.71 33.82 32.86 34.49
+ & b= +
34.86 36.85 31.83 34.76
of =+ & £
2.64 5.14
395 3.97 3.90
+ =+ % = o
93.62 88.44 91.90
£ s =

Total Protein
(gm %)

S.G.P.T(LU)

$G.O.T(LU)

Albumin (L.U)

SAP (U/L)




}E*
 SEEI TRAN TTON INE ALONG WITH NON TRANSGENIC COTTON SEED LIN
T T - ACUTE ORAL TOXICITY STUDY IN RATS

TABLE - 5.02
BIOCHEMISTRY DATA OF CONTROL GROUP — RATS GIVEN VEHICLE ONLY

Animal Sex BUN (mg %) | Glucose (mg %) | Total Protein S.G.P.T S.G.O.T Albumin SAP
No. (gm%) LU LU ( gm%) U/L
1 M 29.9 88 7.052 26.93 29.57 3.83 89.3
2 M 26.4 93 6.988 32.80 30.23 4.02 96.8
3 M 30.1 81 6.544 39.28 28.60 3.70 92.0
4 M 229 92 6.089 24.83 36.20 3.98 95.1
5 M 21.0 90 6.321 31.49 32.85 3.74 §8.2
Mean 26.06 88.8 6.599 31.07 31.49 3.85 9228

i e 5 = oy G ad s =
D 4.08 4.76 0.42 5.63 3.07 0.14 3.67
1 M 24.0 97 7.65 30.47 3533 4.01 993
2 M 28.6 84 6.433 32.51 30.27 3.79 87.5
3 M 23.9 85 7.089 29.85 31.69 3.82 93.1
4 M 29.5 82 6.085 27.30 3523 3.86 83.9
5 M 29.7 78 6.433 33.90 29.90 3.96 92.3

Mean

e 27.14 25.2 6.621 30.81 32.48 3.89 ' 91.22

S D + e o + + i i B
’ 2.94 7.12 0.44 2.54 2.64 0.09 5.86
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TABLE - 5.03
BIOCHEMISTRY DATA OF NON TRANSGENIC CRUSHED COTTON SEED GROUP OF RATS
DOSE : 2500 mg /kg b.wt.

LONG WITH NON TRANSGENIC COTTON SEED LINE
ACUTE ORAL TOXICITY STUDY IN RATS

Animal Sex BUN (mg %) | Glucose (mg %) | Total Protein S.G.P.T S.G.0.T Albumin SAP
No. (gm%) LU LU (gm%) U/L
1 M 229 87 6.326 24 45 34.21 4.12 78.5
2 M 24.6 90 6.479 31.84 42.43 4.08 87.2
3 M 31.0 78 6.441 41.44 40.75 -3.75 82.7
4 M 292 83 6.345 39.95 34.91 3.96 93.8
5 M 24.1 94 6.364 29.47 39.14 401 101.0
Mean 26.36 86.4 6.391 33.43 38.29 3.98 9ilL. 357
4 =L i = & b - e
SD 3.53 6.19 0.065 7.17 3.6l 0.14 10.5r0
1 M 284 91 6.096 26.82 42.62 3.92 98.5
2 M 26.8 83 6.802 32.37 33.92 4.02 923
3 M 293 87 6.230 36.20 36.02 3.85 94.8
4 M 259 90 6.993 41.75 28.50 3.82 8§29
5 M 27.9 79 6.211 36.39 33.23 4.05 88.3
33.32 27.66 86.0 6.466 34.71 34.86 3.93 91.36
n i H o + o o o o
1.33 5.00 0.402 5.53 5.14 0.10 6.01
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BIOCHEMISTRY DATA OF NON TRANSGENIC CRUSHED COTTON SEED GROUP OF RATS

TABLE -5.04

DOSE : 5000 mg /kg b.wt.

INE ALONG WITH NON TRANSGENIC COTTON SEED LINE
" ~ ACUTE ORAL TOXICITY STUDY IN RATS

Animal Sex BUN (mg %) | Glucose (mg %) | Total Protein S.G.P.T S.G.O0.T Albumin SAP

No. (gm%) LU LU (gm%) U/L

1 M 26.8 95 6.993 34.26 2745 3.03 81.6

2 M 28.6 83 6.725 18.76 31.51 4.12 95.2

3 M 295 90 6.572 34.93 40.44 3.96 96.3

4 M 25.6 88 6.399 33.63 37.14 3.76 102.5

5 M 31.2 87 6.546 32.06 31.05 4.08 93.6

Mean 26.88 88.60 6.647 30.73 3354 3.95 93.84
+ ok s o + + = o

D 3.36 4.39 0.225 6.77 523 0.15 7.63

1 M 26.4 79 6.484 35.98 35.30 4.02 100.8

2 M 293 97 6.725 36.52 40.46 3.91 3.3

3 M 32.0 88 6.019 34.75 38.15 3.76 97.2

4 M 236 93 6.326 30.15 35.81 4.11 90.9

5 M 27.2 86 6.546 31.75 34.51 3.98 859

Mean 27.70 88.60 6.420 33.82 36.85 3.95 93.62
o + & 45 F o == ==

SD 3.15 6.88 0.266 2.77 243 0.13 5.73
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BIOCHEMISTRY DATA OF TRANSGENIC CRUSHED COTTON SEED GROUP OF RATS
DOSE : 2500 mg /kg b.wt.

TABLE - 5.05

" COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE
> _ ACUTE ORAL TOXICITY STUDY IN RATS

Animal Sex BUN (mg %) | Glucose (mg %) | Total Protein S.G.P.T S.G.O.T Albumin SAP
No. (gm%) LU LU (gm%) U/L
1 M 26.5 83.0 6.312 31.44 3431 4.11 87.30
2 M 32.1 96.0 6.522 29.88 2829 4.00 98.20
3 M 24.6 84.0 6.417 31.55 35.51 3.58 102.7
4 M 23.9 87.0 6.260 42.04 44.20 3.53 96.40
5 M 32.0 86.0 6.412 25.07 27.57 3.94 85.10
Mean 27.82 872 6.386 32.00 33.98 3.83 93.94
g - = + + + + +
SD 3.98 5.17 0.102 6.20 6.71 0.26 7.47
M 26.3 91.0 6.417 45.60 2572 3.89 89.30
2 M 227 95.0 6.207 24.80 37.43 3.87 97.00
3 M 27.0 78.0 6.260 33753 35.33 4.15 75.30
4 M 28.6 85.0 6.522 28.15 25.18 4.11 84.20
5 M 252 96.0 6.312 32.22 35:2 3.83 96.40
2596 89.0 6.344 32.86 31.83 3.97 88.44
33.32 + + + + + + +
+ 2.20 7.52 0.126 7.91 5.88 0.144 9.05
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BIOCHEMISTRY DATA OF TRANSGENIC CRUSHED COTTON SEED GROUP OF RATS
DOSE : 5000 mg /kg b.wt.

TABLE - 5.06

O \SGENIC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE
B ACUTE ORAL TOXICITY STUDY IN RATS

Animal No. Sex BUN (mg %) | Glucose (mg %) | Total Protein S.G.P.T S.G.O.T Albumin SAP
(gm%) LU .U (gm%) U/L
1 M 30.60 84.00 6.207 38.39 28.18 3.82 87.8
2 M 32.00 95.00 6.955 32.75 38.25 3.87 82.5
3 M 27.50 83.00 6.417 29.50 44.32 3.89 95.4
4 M 29.60 80.00 6.312 32.45 37.08 4.11 93.6
5 M 25.70 89.00 6.668 30.55 38.75 3.98 98.6
Mean Mean 29.10 86.20 6.512 32.73 37.32 303 91.58
4 + + + - = 4 = + +
S.D S.D 2.50 5.89 0.301 3.44 5.82 0.11 6.42
1 M 31.50 96.00 6.312 29.74 28.63 4.08 97.1
2 M 31.00 84.00 6.102 41.33 26.38 3.71 91.3
3 M 22.30 90.00 6.102 32.48 35.50 4.05 93.7
4 M 27.20 95.00 6.312 40.61 43.73 3.95 85.4
5 M 27.70 79.00 6.359 30.27 39.57 3.71 92,0
27.83 88.50 6.237 34.49 34.76 3.90 91.90
33.32 + + + + + + +
+ 3.30 7.26 0.125 6.16 7.28 0.18 4.27
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ISTITUTE

)LE SEED OF TRANSGENIC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE
ol ACUTE ORAL TOXICITY STUDY IN RATS

TABLE - 7
MEAN PERCENTILE ORGAN WEIGHT DATA OF MALE RATS

DOSAGE LEVEL j
Non-transgenic Non-transgenic Transgenic Transgenic
Organs Control crushed cotton seed Crushed cotton seed Crushed cotton seed Crushed cotton seed
(Vehicle only) sample sample sample sample
2500 mg/kg b.wt. 5000 mg/kg b.wt. 2500 mg/kg b.wt. 5000 mg/kg b.wt.
Lung 0.76 = 0.07 0.82 £0.08 0.88+0.08 0.82 +£0.06 0.80+0.09
Liver 3.04 £ 0.46 3.56 £0.19 3.83 £0.76 3.90+0.33 3.49+£0.36
Kidney 0.78+0.12 091 £0.08 0.81+£0.06 1.01 £0.07 0.73£0.06
Testis 1.30+0.13 142,155 1.31+0.14 L53 0.13 1.26 £ 0.08
Adrenal 0.04 £ 0.006 0.03 = 0.004 0.04 + 0.003 0.024 = 0.008 0.02 £ 0.006
Heart 0.38 £ 0.06 0.43+£0.05 0.41 £0.04 0.51+0.05 0.37+£0.04
Spleen 0.36 £ 0.07 0.38+0.06 0:32= 0.05 0.46 + 0.05 0.30£0.07
Brain 0.87=0.086 1.06+0.09 0.88+0.11 1.05+0.03 0.98 + 0.04
]

Page 38 of 61



TRANSGENIC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE
ACUTE ORAL TOXICITY STUDY IN RATS
TABLE - 7.01

MEAN PERCENTILE ORGAN WEIGHT DATA OF FEMALE RATS

DOSAGE LEVEL

Organs Control Non-transgenic Non-transgenic Transgenic Transgenic
(Vehicle only) crushed cotton seed Crushed cotton seed Crushed cotton seed Crushed cotton seed
sample sample sample sample
2500 mg/kg b.wt 5000 mg/kg b.wt. 2500 mg/kg b.wt. 5000 mg/kg b.wt.

Lung 0.80 +0.20 0.79 £ 0.10 0.83 £ 0.09 0.86+0.17 0.73 £ 0.065

Liver 2.61£0.36 3162042 3.27+£0.198 8,21 £0.63 3.50+0.30
Kidney 0.75+0.12 0.74 £0,12 0.75 4+ 0.06 0.72 £ 0.034 0.78 £ 0.09
Gonads 0.05+0.02 0.05+0.01 0.07 + 0.006 0.04 = 0.004 0.05 £+ 0.003
Adrenal 0.04 £ 0.005 0.03 +£0.03 0.03 £ 0.004 0.04 £ 0.002 0.02 + 0.005
Heart 0.40 £ 0.07 0.36 £0.015 0.38 +£0.023 0.40 £+ 0.05 0.32+0.03
Uterus 0374052 0.20+0.03 0.25+0.08 0.23 +0.04 0.17£0.02
Spleen 0.39+0.12 0.45+0.08 0.41 +£0.05 0.39+£0.08 038+ (.07
Brain 1.05+0.06 0.89+0.07 (.99 + 0.05 0.92+0.08 0.88+0.16

_
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L IC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE
A ACUTE ORAL TOXICITY STUDY IN RATS

TABLE - 7.02
AVERAGE ORGAN WEIGHT DATA OF MALE RATS
Dosage Mean Lung Liver Kidney Gonads Adrenal Heart Spleen Brains
Group body (gm) (gm) (gm) (gm) (gm) (gm) (gm) (gm)
wt. (gm)
Control 183.20 1.38 5.58 1.42 2.39 0.064 0.70 0.66 1.60
(Vehicle only) & * + + = + == &+ +
8.43 0.15 0.93 0.23 0.24 0.01 0.15 0.14 0.13
Non-transgenic
Crushed Cotton 183.34 1.50 6.53 1.67 2.60 0.06 0.79 0.71 1.96
seed + + + + + + + + +
2500 mg/kg b.wt 8.13 0.15 0.14 0.12 0.24 0.007 0.09 0.08 0.12
Non-transgenic
Crushed Cotton 180.44 1.58 6.92 1.45 2.38 0.07 0.75 0.60 1.60
seed + + + 4 + + + + +
5000 mg/kg b.wt 6.04 0.10 0.17 0.07 0.32 0.005 0.08 0.12 0.11
Transgenic
crushed cotton 182.54 1.51 7.10 1.85 2.81 0.04 0.94 0.84 1.92
seed Sample + + + + + + + + +
2500 mg/kg b.wt 7.80 0.16 0.74 0.18 0.26 0.016 0.13 0.11 0.11
Transgenic
Crushed Cotton 178.24 1.44 6.22 1.31 2.24 0.04 0.67 0.54 [.75
seed Samp[e + + + + + + + + +
5000 mg/kg b.wt 4.25 0.15 0.57 0.07 012 0.01 0.04 0.39 0.08
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AVERAGE ORGAN WEIGHT DATA OF FEMALE RATS

TABLE - 7.03

COTTONLINE A

oo ainy ol Dibe el ISl SRl st p it Skt LU

LbNG WITH NON TRANSGENIC COTTON SEED LINE
ACUTE ORAL TOXICITY STUDY IN RATS

Dosage Mean Lung Liver Kidney | Gonads Uterus Adrenal Heart Spleen Brains
Group body (gm) (gm) (gm) (gm) (gm) (gm) (gm) (gm) (gm)
wt. (gm)
Control 183.08 1.48 4.83 1.39 0.096 0.59 0.066 0.74 0.72 1.93
(Vehicle on]y) + - - - == b~ + =+ - = =
9.33 0.41 0.78 0.26 0.02 0.20 0.009 0.13 0.25 0.14
Non-transgenic
Crushed Cotton 180.70 1.43 5.70 1.35 0.096 0.37 0.056 0.66 0.81 1.63
seed + + + + + + - + + +
2500 mg/kg 545 0.18 0.63 0.18 0.02 0.05 0.005 0.015 0.14 0.11
b.wt
Non-transgenic
Crushed Cotton 176.32 1.48 5.78 1.32 0.13 0.42 0.06 0.68 0.73 1.75
seed + + + + + + + + + 1
5000 mg/kg 8.83 0.24 0.46 0.07 0.007 0.17 0.008 0.04 0.12 0.08
b.wt
Transgenic
crushed cotton 175.20 1.52 6.15 1.26 0.072 0.40 0.06 0.70 0.70 1.62
seed Sample + + + + + + + + + +
2500 mg/kg 427 0.29 0.99 0.06 0.008 0.07 0.005 0.07 0.14 0.11
b.wt
Transgenic
Crushed Cotton 180.40 1.32 6.30 1.46 0.094 0.32 0.04 0.59 0.68 1.60
seed Samp]e + + + + + + + + + +
5000 mg/kg 448 0.13 0.50 0.16 0.005 0.04 0.01 0.06 0.11 2.28
b.wt
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1C COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE

_ ACUTE ORAL TOXICITY STUDY IN RATS

; TABLE - 7.04
ABSOLUTE & RELATIVE ORGAN WEIGHT DATA OF CONTROL GROUP OF MALE RATS
(VEHICLE ONLY)
Animal - Sex Body Lung Liver Kidney | Gonads Adrenal Heart Spleen Brain
No Weight | Wt. % |[Wt. % | Wt. % |Wt %Wt %|Wt. % Wt %|W. %
ingms |in Body |in Body |[in Body |In Body |in Body |in Body |in Body |in Body
gms wt [gms wt|gms wt|Gms gms wt |gms wt|gms wt|gms wt
wt
1 M 192.8 | 137 0.71 6.00 3.11 | 1.47 0.76 | 221 1.14 [ 0.05 0.03 | 0.78 0.40 | 0.53 0.27 | 1.48 0.76
2 M 1906 |1.66 087 |674 353 |1.66 0.87 |2.78 1.45 | 0.08 0.04 | 091 047 | 0.86 045 | 1.66 0.87
3 M 180.3 .29 071 504 279 [1.32 073 | 232 1.28 | 0.06 0.03 | 0.58 032 | 0.74 0.41] 1.81 1.00
4 M 172.3 1.31 0.76 584 338 [1.59 092 | 247 1.43 | 0.06 0.04 | 0.65 037 | 0.60 0.35 | 1.55 0.70
5 M 179.7 .31 0.73 432 239 |1.08 0.60 |2.17 1.20 | 0.07 0.04 | 0.57 0.32 | 0.56 0.31 1.54 0.85
Mean 183.2 1.388 0.756 | 5.58 3.04 | 1.44 077 | 2.39 130 | 0.06 0.03 | 0.69 033 |0.66 036 | 1.60 0.87
g = + - + + + o+ + + + o+ + % + % + o+
SD. 8.43 0.154 (.66 0.93 046 | 023 0.13 [ 024 0.13 | .01 0.006 0.15 0.06 | .14 0.07 0.13 0.09

Page 42 of 61




TABLE - 7.05

SEED OF MALE RATS
DOSE : 2500 mg /kg b.wt.

'COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE

ACUTE ORAL TOXICITY STUDY IN RATS

AB_SOLUTE & RELATIVE ORGAN WEIGHT DATA OF NON-TRANSGENIC CRUSHED COTTON

Body Lung Liver Kidney Gonads Adrenal Heart Spleen Brain
Animal Weight in Wit. . Wt. % | Wt % | Wt % | Wt. % | Wt. % | Wt. % | Wt. %
No Sex gms % in Body [in Body |In Body|in Body|in Body|in Body |in  Body
in  Body | gms wt | gms wt | Gms gms wt | gms wt | gms wt | gms wt

gms wt wt

1 M 191.7 1.37 0.71 | 6.68 348 | 1.67 0.87 [2.40 1.25]0.06 0.03 | 093 048 [ 0.59 030 |2.03 1.05
2 M 174.2 1.31 0.75 | 657 3.77 | 1.54 0.88 |236 135|006 003|074 042|077 044 |2.07 1.18
3 M 191.5 1.59 0.83 [ 6.29 3.28 | 1.58 0.82 [2.69 1.40 (0.05 0.03 |0.71 0371070 0.36 | 1.94 1.01
4 M 196.7 1.59 0.89 | 624 371 | 1.75 099 | 296 1.67|0.06 0.03 | 084 047 | 0.78 044 | 2.01 1.23
5 M 182.6 1.65 090 | 6.55 3.58 | 1.83 1.00 |2.59 142 ]0.07 0.04 | 0.73 040 ] 0.72 0.89 | 1.76 0.96
Mean 183.34 1.50 0.82 | 6.53 3.56 | 1.67 091 |2.60 142|006 0.03 |0.79 043 |0.71 038 | 1.96 1.06

+ = = = ba = % & i = + % + + + = o = £ =2
8.13 0.15 0.08 | 0.14 0.19 | 0.12 0.08 | 0.74 0.16 | 0.0070.004 | 0.09 0.05 | 0.08 0.06 | 0.12 0.09

5.1k




TABLE - 7.06
ABSOLUTE & RELATIVE ORGAN WEIGHT DATA OF NON-TRANSGENIC CRUSHED COTTON
SEED OF MALE RATS

ENIC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE

- ACUTE ORAL TOXICITY STUDY IN RATS

DOSE : 5000 mg /kg b.wt.

Body Lung Liver Kidney Gonads Adrenal Heart Spleen Brain
Animal Weight in | Wt. % | Wt % | Wt % | Wt % | Wt % | Wt. % | Wt. % | Wt. %
No Sex gms % in  Body |in  Body |In Body|in Body [in Body |[in Bedy |in  Body
in Body | gms wt | gms wt | Gms gms wt | gms wt | gms wt | ems wt

gms wt wt

1 M 180.5 146 0.80 | 6.68 3.70 | 1.47 0.81 {2.49 1.38 | 0.06 0.03 [ 0.87 0.48 [ 0.54 030 | 1.56 0.86
2 M 180.0 1.62 090 | 6.79 3.77 | 1.37 0.76 | 2.00 1.11 { 0.06 0.03 | 0.71 0.39 | 0.56 0.-31 1.71 0.95
3 M 174.3 1.71 098 | 7.10 4.07 | 1.54 0.88 | 2.20 1.26 [ 0.07 0.04 [ 0.73 0.42 [0.46 026 | 1.53 0387
4 M 177.1 1.63 092 | 697 393|151 0.85 236 133 [0.07 0.04 [0.67 038 [0.66 037 | .47 0.83
3 M 190.3 1.50 0.79 | 7.05 3.70 | 1.39 0.73 | 2.85 1.49 | 0.07 0.04 [ 0.77 0.40[0.72 038 | 1.71 0.89
Mean 180.44 1.58 0.88 | 6.92 3.83 | 1.45 0.81 | 238 1.31 |0.07 0.04 [0.75 041 [0.60 032 | 1.60 0.88

A = mc =+ + & + =+ it £ =% = + + i B =+ =
D 6.04 0.10 0.08 [ 0.17 0.76 | 0.07 0.06 | 0.32 0.14 | 0.0050.004 | 0.08 0.04 | 0.12 0.05 [ 0.11 0.05




; TABLE - 7.07
ABSOLUTE & RELATIVE ORGAN WEIGHT DATA OF TRANSGENIC CRUSHED COTTON SEED
OF MALE RATS

C COTTON INE AI.DNG WITH NON TRANSGENIC COTTON SEED LINE

- ACUTE ORAL TOXICITY STUDY IN RATS

DOSE : 2500 mg /kg b.wt.
Body Lung Liver Kidney Gonads Adrenal Heart Spleen Brain
Animal Weight in | Wt. : Wt. % | Wt % | Wt % | Wt % | Wt % | Wt. % | Wt. %
No Sex gms % in Body |in  Body |In Body|in Body | in Body | in  Body [in  Body
in Body | gms wt | gms wt | Gms gms wt | gms wt | gms wt | gms wt
gms wt wt
1 M 179.8 1.30 0.72 1 6.26 3.48 | 1.83 1.01 [2.51 1.39]0.05 0.03 ] 080 044 10.70 039 [1.96 1.09
2 M 1923 1.72 0.89 | 7.89 4.10 [ 2.15 1.11 [320 1.66 |[0.07 0.04 | 1.09 056 1.00 0.52 [2.05 1.06
3 M 189.2 1.62 0.85 1 748 395 | 1.82 0.96 | 2.68 1.41 |0.03 0.02 | 1.06 0.56 | 0.84 0.44 [2.00 1.05
4 M 176.8 151 0.85]7.62 430 [1.83 1.03 [294 1.66 |0.04 002 | 0.85 0.48 1 0.89 0.50 | 1.83 1.03
5 M 174.6 1.42 0.81 | 642 3.67 [ 1.65 094 274 1.56 | 0.03 002 | 089 0.50 [0.78 0.45 | 1.78 1.02
Mean 182.54 .51 0.82 | 7.10 3.90 [ 1.85 1.01 [2.8T 1.53 | 0.04 0.02 | 094 03] 0.84 046 |1.92 1.05
i & = + =+ + = = + + =+ =+ o o & x = o e
SD 7.80 0.16 0.06 | 0.74 033 | 0.18 0.07 [ 026 0.13 | 0.0020.008 | 0.13 0.05 0.11 0.05 | 0.11 ().0::J




s B 40
TRANSGENIC COTTON LINE

TABLE - 7.08
ABSOLUTE & RELATIVE ORGAN WEIGHT DATA OF TRANSGENIC CRUSHED COTTON SEED
OF MALE RATS
DOSE : 5000 mg /kg b.wt.

UTE _
ALONG WITH NON TRANSGENIC COTTON SEED LINE

ACUTE ORAL TOXICITY STUDY IN RATS

Animal Sex Body Lung Liver Kidney Gonads Adrenal Heart Spleen Brain
No Weight in ‘
gms
Wit. % | Wt % | Wt % | Wt % | Wt. % | Wt % | Wt % | Wt %
in Body | in Body | in Body | In Body [in  Body | in Body | In Body | in Body
gms wt | gms wt | gms wt | Gms wt | gms wt | gms wt | Gms wt | gms wt
1 M 176.3 1.28 072 | 551 3.12 | 127 0.72 [2.03 1.15 [ 0.02 0.01 | 0.65 037 | 037 021 | 1.77 1.00
2 M 172.3 1.58 091 [6.83 3.96 | 1.41 0.81 [232 1.35]0.04 0.02 [0.71 041 | 0.58 033 | 1.67 0.96
3 M 178.7 1.57 0.88 | 6.76 3.78 | 1.38 0.77 | 2.36 1.32 [ 0.03 0.02 [ 0.61 034 | 0.65 036 | 1.68 0.94
4 M 180.3 1.49 0.82 | 5.85 3.24 [ 127 0.70 [2.26 1.25 [ 0.05 0.03 | 0.71 039 | 0.44 024 | 1.86 1.03
5 M 183.6 126 0.68 | 6.16 3.35 | 1.24 0.67 [2.24 1.22 [0.04 0.02 [0.67 0.36 | 0.66 0.36 | 1.76 0.96
Mean 178.24 1.44 0.80 1 6.22 349 | 131 0.73 | 2.24 1.26 | 0.04 0.02 [0.67 037 | 054 030 | 1.75 098
+ + & =+ c L o =+ &+ s + + == o o % £ + £ £
SD 4.25 0.16 0.10 | 0.57 0.36 | 0.07 0.06 | 0.12 0.08 | 0.01 0.006 | 0.04 0.04 | 0.39 007 0.08 0.04
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OLE SEED OF TRANSGENIC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE

ACUTE ORAL TOXICITY STUDY IN RATS

TABLE -7.09
ABSOLUTE & RELATIVE ORGAN WEIGHT DATA OF CONTROL GROUP OF FEMALE RATS
(VEHICLE ONLY)
Animal | Sex | Body Lung Liver Kidney | Gonads | Adrenal Heart Uterus | Spleen Brain
No Wt. in
gms
Wt. % Wt. % | Wt % | Wt % | Wt % | Wt % | Wt % | Wt % | Wt %
in  Body In Body | in Body | in Body | in Body | in  Body | in Body | in Body | in  Body
gms wt Gms gms wt | gms wt | gms wt | gms wt | gms  wt | gms wt | gms wt
wt '
1 F 170.2 L.I7 0.68 |424 243 [1.11 0.65]0.10 0.06 0.06 0.04 | 0.66 038 [ 0.850.50 | 0.59 035 | 1.74 1.02
2 F 180.5 179 099 | 534 296 165 091 [0.14 0.08 0.07 0.04 | 093 0.51 [ 036020 | 0.64 0.35 .20 1.16
3 F 180.5 .16 0.64 | 440 243 [1.18 065 | 0.08 0.04 0.08 0.04 1073 040 (043024 | 057 031 1.88 1.04
4 F 193.1 206 1.06 [5.97 3.05]1.68 0.87 |0.09 0.05 0.06 0.03 [0.79 041072037 | 1.18 0.61 2.03 1.05
5 E 191.3 .26 0.66 [4.23 221 [ 132 069 | 0.07 0.04 0.06 0.03 [ 0.58 0.30 | 0.590.30 | 0.63 033 1191 0.99
Mean 183.08 | 1.48 0.81 4.83 2.61 [ 1.39 0.75[0.10 0.05 ] 0.07 0.04 0.74 0.40 | 0.590.32 [ 0.72 0.39 | 1.93 1.05
" + + = = b = + + o o £ o = = + £ ] % + ==
0.33 0.41 0.20 0.78 036 [ 0.26 0.12 | 0.02 0.02 | 0.009 0.005 0.13 0.08 1 0.200.12 | 0.25 0.12 | 0.14 0.06
S.D.
L
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ABSOLUTE &

TRANSGENIC COTTON LINE ALONG WI

TABLE -7.10

E

SEED SAMPLE OF FEMALE RATS
DOSE : 2500 mg/kg b.wt.

TH NON TRANSGENIC COTTON SEED LINE

ACUTE ORAL TOXICITY STUDY IN RATS

RELATIVE ORGAN WEIGHT DATA OF NON-TRANSGENIC CRUSHED COTTON

Animal | Sex | Body Lung Liver Kidney | Gonads | Adrenal Heart Uterus Spleen Brain
No Wt. in
gms
Wt. % | Wt % | WL % | Wt % | Wt % | Wt % | Wt % | Wt % | Wt %
in  Body |In Body |in Body |in Body |in  Body | in Body | in Body |in Body |[in  Bedy
gms wt Gms wt | gms wt | gms wt | gms wt | gms wt | gms  wt gms wt gms wt
1 F 177.9 172 096 | 646 3.63 | 1.65 092 [0.13 0.07 [ 0.06 0.03 | 0.66 0.38 |0.39 0.22 082 046 | 1.70 0.95
2 B 180.3 122 0.67 1535 296 | 1.16 0.64 [0.08 0.04 [ 0.05 0.03 | 0.93 0.51 | 0.33 0.18 | 1.01 0.56 | 1.58 0.87
5 E 178.2 144 080 | 617 346 | 1.36 0.76 | 0.10 0.06 | 0.06 0.03 | 0.73 0.40 | 0.42 0.23 0.63 035 | 145 0381
4 F 190.2 144 075 | 488 256 | 1.23 0.64 | 0.08 0.04 [0.05 0.03 [ 0.79 0.41 | 042 022 186 045 | 1.66 087 |
5 F 176.9 133 075 |5.66 3.21 |1.35 0.76 [0.09 0.05]0.06 0.03|0.58 030|031 0.17 0.73 041 | 1.75 098
Mean 180.7 1243 079 | 5.70 3.16 | 135 0.74 [ 0.10 0.05 | 0.06 0.03 | 0.74 0.40 | 0.37 020 | 0.81 045 | 1.63 0.89
5 + A2 = + + o %= =+ + % o o o e = + +* a2 +
5.45 018 0.10 |0.63 042 |0.18 0.12 | 0.02 0.01 | 0.0050.003 | 0.13 0.08 | 0.05 0.03 ] 0.14 0.08 |0.11 0.07
S.D.
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TRANSGENIC COTTO

TABLE - 7.11
ABSOLUTE & RELATIVE ORGAN WEIGHT DATA OF NON-TRANSGENIC CRUSHED COTTON

N LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE

SEED SAMPLE OF FEMALE RATS

DOSE : 5000 mg/kg b.wt.

ACUTE ORAL TOXICITY STUDY IN RATS

Animal Sex Body wt. Lung Liver Kidney Gonads Adrenal Heart Uterus Spleen Brain T
No in gms
Wit. % | Wt. oWt % |WL % [Wt % | Wt % |WL % Wt. % | Wt %
in Body |in Body |In Body | in Body |in Body |in Body |in Body |in Body |[in Body
gms wt |gms wt |Gms wt |gms wt gms  wt | gms wt |gms wt gms  wt | gms  wt
1 F 176.2 1.97 0.77 (626 3.55 [ 1.26 0.71 | 0.13 0.07 | 0.06 0.03 077042 [0.67 038|073 041 |1.82 1.03
2 F 171.5 .35 0.78 [5.16 3.00 | 1.26 0.73 [ 0.12 0.07 | 0.05 0.03 053 030 021 023[056 032 |1.65 096
3 E 191.6 191 099 1621 324 [1.32 069 0.13 0.07 | 0.06 0.03 0.65036 | 034 0.17 [0.89 046 | 1.78 0093
4 F 170.2 1.37 080 [552 324 [1.43 0384 [0.13 0.08 |0.05 0.03 0.57031 048 028074 043 [1.67 0098
5 F 172.1 141 082 | 574 333 [1.35 0.78 | 0.14 0.08 | 0.07 0.04 0.58033 [0.38 022 (074 043 | 1.81 1.05
Mean 17632 | 1.48 0.83 [578 327 [1.32 0.75 | 0.13 0.07 | 0.06 0.03 1062 034 042 025073 041 | 1.75 0099
+ + + & + + + + +  + + + |+ + + + + + + +
S.D. 8.83 024 0.09 | 0.46 0.19 | 0.07 0.06 | 0.007 0.006 | 0.008 0.004 0.04 0.05/0.17 0.08 |0.12 0.05 | 0.08 0.05
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TABLE -7.12

ABSOLUTE & RELATIVE ORGAN WEIGHT DATA OF TRANSGENIC CRUSHED COTTON SEED

SAMPLE OF FEMALE RATS
DOSE : 2500 mg/kg b.wt.

E SEED OF TRANSGENIC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE

ACUTE ORAL TOXICITY STUDY IN RATS

Animal Sex Body wt. Lung Liver Kidney Gonads Adrenal Heart Uterus Spleen Brain
No in gms
Wit. % | Wt o [Wt. % (Wt % |[Wt % [Wt % | Wt % | Wt % | Wt %
in  Body |in  Body [ in Body |in Body | in Body | in Body [in Body |in Body | in Body
gms  wt gms wt | gms wt [gms wt [gms wt gms  wt | gms wt |[gms. wt gms  wt
| F 176.0 134 0.76 |5.16 293 | 1.28 0.72 [ 0.06 0.03 | 0.06 0.03 | 0.78 0.44 | 0.31 0.18 045 025 | 1.74 098
2 I 172.3 .82 1.05 | 6.50 3.77 [ 1.34 0.77 [ 0.07 0.04 [ 0.06 0.03 | 0.64 037 |0.46 027 | 077 0.44 | 1.55 0.89
3 F 178.3 1.82 1.02 | 6.56 3.67 [ 1.23 0.69 [ 0.08 0.04 | 0.07 0.04 | 068 038 | 038 021 074 041 | 1.61 0.90
4 F 179.9 119 066 | 511 2.84 [ 1.24 0.69 | 0.08 0.04 | 0.06 0.03 | 0.63 035 | 0.48 027 0.73 040 | 1.48 0.82
5 F 169.5 1.42 0.83 | 740 436 [1.19 0.70 [ 0.07 0.04 [ 0.06 0.03 | 0.78 0.46 | 039 0.23 0.77 045 | 1.72 1.01
Mean 179.80 | 1.52 0.86 [ 6.15 3.51 [1.26 0.72 [ 0.07 0.04 | 0.06 0.04 | 0.70 0.40 | 0.40 023 0.70 039 | 1.62 0.92
+ + + + + + + + + o+ + + + + + + + + + +
S.D. 277 0.29 0.17 | 099 0.63 | 0.06 0.03 | 0.0080.004 | 0.0050.002 | 0.07 0.05 | 0.07 0.04 0.08 0.11 0.08
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TABLE -7.13
ABSOLUTE & RELATIVE ORGAN WEIGHT DATA OF TRANSGENIC CRUSHED COTTON SEED
SAMPLE OF FEMALE RATS

'I‘RANSGENICV CO'ITON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE

ACUTE ORAL TOXICITY STUDY IN RATS

DOSE : 5000 mg/kg b.wt.

Animal Sex Body Lung Liver Kidney Gonads Adrenal Heart Uterus Spleen Brain
No Wt. in
gms

Wt. % | Wt % | Wt % | Wt. % | Wt. % | Wt. % | Wt. % | Wt % | Wt. %

in  Body |In Body |In Body |In Body |In Body |in Body |in Body |in Body |in  Body

gms wt |Gms wt |gms wt |gms wt|gms wt|gms wt|gms wt|lgms wt|gms wt

1 F 183.9 1.50  0.81 [ 592 322|137 0.74|0.09 0.05]0.05 0.03 {068 0.37 |0350.19 [0.72 039 [ 130 0.70

2 B 178.5 136 0.76 | 6.89 3.86 | 1.70 0.95 [ 0.09 0.05 [ 0.04 0.02 [0.50 0.28 [ 0.370.20 | 0.66 0.37 | 1.27 0.71

3 F 1763 131 0.74 | 5.60 3.17 | 1.35 0.76 | 0.10 0.06 | 0.03 0.02 | 0.61 0.34 [ 0.300.17 | 0.81 0.46 | 1.75 0.99

4 F 176.8 115 0.65 | 6.51 3.68 | 1.33 0.75 | 0.10 0.06 | 0.03 0.02 |0.57 032 [0310.17 [0.71 0.40 | 1.82 1.03

5 F 186.3 126  0.67 | 631 338 | 1.33 0.72 | 0.09 0.05 005 0.03 059 031 |0270.14 | 051 027 [ .84 0.98

Mean 180.4 132 0.73 | 631 3.50 | 142 0.78 | 0.09 0.05 | 0.04 0.02 | 0.59 0.32 [0.320.18 [ 0.68 038 [ 1.60 0.88

+ + + + + + + + + + + + + + + &£ + + + +

S.D. 4.48 0.13  0.07 | 0.50 0.30 | 0.16 0.09 | 0.0050.003 | 0.01 0.005 | 0.06 0.03 [ 0.040.02 | 0.11 0.07 [ 0.28 0.16
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TABLE - 8-0 INTENSITY OF GROSS PATHOLOGICAL LESIONS OF
CONTROL GROUP (VEHICLE ONLY) IN RATS

E ALONG WITH NON TRANSGENIC COTTON SEED LINE
ACUTE ORAL TOXICITY STUDY IN RATS

ANIMAL NO.
MALE RATS FEMALE RATS
ORGAN T 7 3 4 5 1 7 3 7} 5
Lungs NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Diives NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
e NAD NAD NAD NAD NAD NAD NAD NAD NAD | NAD
Gonads | NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Spleen | NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Kidney | NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Brain NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Adrenal | NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Gastro-
ftestingl | NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Tract

NAD- No Abnormal Development
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i R AP
RIRAM INSTITUTE SGENIC COTTON SEED LINE

iz TRANSG OTTON LINE ALONG WITH NON TRANSGE

R i ACUTE ORAL TOXICITY STUDY IN RATS

TABLE -8.01 INTENSITY OF GROSS PATHOLOGICAL LESIONS OF
NON-TRANSGENIC CRUSHED COTTON SEED SAMPLE IN RATS

DOSE : 2500 mg/kg B.wt

ANIMAL NO.
MALE RATS FEMALE RATS
ORGAN 1 2 3 4 5 1 2 3 4 5
Lungs NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Liver NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Heart NAD NAD NAD NAD NAD NAD NAD NAD. NAD NAD
Gonads | NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Spleen NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Kidney NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Brain NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Adrenal NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Gastro-
Intestinal NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Tracts

NAD- No Abnormal Development
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o jid

E ALONG WITH NON TRANSGENIC COTTON SEED LINE

_ ACUTE ORAL TOXICITY STUDY IN RATS

TABLE -8.02 INTENSITY OF GROSS PATHOLOGICAL LESIONS OF

NON - TRANSGENIC CRUSHED COTTON SEED SAMPLE IN RATS
DOSE : 5000 mg/kg. B.wt.

ANIMAL NO.
MALE RATS FEMALE RATS
ORGAN 1 2 3 4 5 1 2 3 4 3
Lungs NAD | NAD NAD NAD NAD NAD NAD NAD NAD NAD
Liver NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Heart NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Gonads NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Spleen NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Kidney NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Brain NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Adrenal NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
13225;1 NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Tract

NAD- No Abnormal Development Page 54 of 61



TTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE
ACUTE ORAL TOXICITY STUDY IN RATS

TABLE -8.03 INTENSITY OF GROSS PATHOLOGICAL LESIONS OF

TRANSGENIC CRUSHED COTTON SEED SAMPLE IN RATS
DOSE : 2500 mg/kg. B.wt.

ANIMAL NO.
MALE RATS FEMALE RATS

ORGAN 1 2 3 4 5 1 2 3 4 5
Lungs NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Liver NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Heart NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Gonads NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Spleen NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Kidney NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Brain NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Adrenal NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
hizzgﬁ;l NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Tract
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TABLE -8.04 INTENSITY OF GROSS PATHOLOGICAL LESIONS OF

TRANSGENIC CRUSHED COTTON SEED SAMPLE IN RATS
DOSE : 5000 mg/kg. B.wt.

SGENIC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE
e it ACUTE ORAL TOXICITY STUDY IN RATS

ANIMAL NO.
MALE RATS FEMALE RATS

ORGAN 1 2 3 4 5 1 2 3 4 5
Lungs NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Liver NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Heart NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Gonads NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Spleen NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Kidney NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Brain NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Adrenal NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Iri:zgr?e_ﬂ NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Tract

NAD- No Abnormal Development
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RIRAM INSTITUTE
CRUSHED WHOLE SEED OF TRANSGENIC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE

et g e bt G st s L ab bl L ettt

AECUTE ORAL TOXICITY STUDY IN RATS
TABLE -8.05 INTENSITY OF HISTOPATHOLOGICAL LESIONS
OF CONTROL GROUP (VEHICLE ONLY) IN RATS

NAD /

ANIMAL NO. j
MALE RATS FEMALE RATS ]
ORGAN 1 7] 3 4 5 1 2 3 4 5
Lungs NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Liver Mi‘?zgﬂs NAD NAD NAD NAD NAD NAD NAD NAD NAD
LHearl NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Gonads NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Spleen NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Kidney NAD NAD NAD NAD NAD NAD NAD NAD Coség:iton NAD
Brain { NAD NAD ’ NAD , NAD NAD , NAD ( NAD i NAD NAD NAD
[ Adrenal NAD NAD ’ NAD NAD NAD { NAD f NAD ’ NAD NAD I NAD
Ir(l}tzzgr?al NAD NAD NAD NAD NAD ( NAD / NAD NAD NAD
e

NAD- No Abnormal Development
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ug
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{ GENIC COTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE
T ACUTE ORAL TOXICITY STUDY IN RATS

TABLE -8.06 INTENSITY OF HISTOPATHOLOGICAL LESIONS OF

NON-TRANSGENIC CRUSHED COTTON SEED SAMPLE IN RATS
DOSE : 2500 mg/kg.B.wt.

ANIMAL NO. B
MALE RATS FEMALE RATS
ORGAN I 2 3 4 5 I 2 3 1 5
Lungs NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Liver NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Heart NAD NAD NAD NAD NAD NAD NAD NAD NAD | NAD
Gonads | NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Spleen | NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Slight
Kidney | NAD NAD NAD NAD | congestion | NAD NAD NAD NAD NAD
Brain NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Adrenal | NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Gastro-
Intestinal | NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
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OTTON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE

i ACUTE ORAL TOXICITY STUDY IN RATS

TABLE -8.07 INTENSITY OF HISTOPATHOLOGICAL LESIONS OF

NON - TRANSGENIC CRUSHED COTTON SEED SAMPLE IN RATS
DOSE : 5000 mg/kg.B.wt.

ANIMAL NO.
MALE RATS FEMALE RATS
ORGAN 1 2 3 4 5 1 2 3 4 5
Facid

Lungs NAD NAD M.N.cell NAD NAD NAD NAD NAD NAD NAD
Liver NAD NAD NAD NAD NAD NAD NAD NAD NAD | NAD
Heart NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Gonads NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Spleen NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Kidney NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Brain NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Adrenal NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
(Gastro-
Intestinal | NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
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=tk b

NIC CO'I‘TON LINE ALONG WITH NON TRANSGENIC COTTON SEED LINE
ACUTE ORAL TOXICITY STUDY IN RATS

TABLE -8.08 INTENSITY OF HISTOPATHOLOGICAL LESIONS OF

TRANSGENIC CRUSHED COTTON SEED SAMPLE IN RATS
DOSE : 2500 mg/kg.B.wt.

ANIMAL NO.
MALE RATS FEMALE RATS
ORGAN 1 2 3 4 5 1 2 3 4 5
Facid Facid

Lungs NAD NAD M.N.cell NAD M.N.cell NAD NAD NAD NAD NAD
Liver NAD NAD NAD NAD NAD NAD NAD NAD NAD = | NAD
Heart NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Gonads NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Spleen NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Kidney NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Brain NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Adrenal NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Gastro-
Intestinal | NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
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TABLE

TRANSGENIC C

COTTON LINE ALONG W

ITH NON TRANSGENIC COTTON SEED LINE
ICITY STUDY IN RATS

_ ACUTE ORAL TOX

-8.09 INTENSITY OF HISTOPATHOLOGICAL LESIONS OF

RUSHED COTTON SEED SAMPLE IN RATS
DOSE : 5000 mg/kg.B.wt.

ANIMAL NO.
MALE RATS FEMALE RATS
ORGAN 1 2 3 4 5 1 2 3 4 5
Facid
Lungs NAD NAD M.N.cell NAD NAD NAD NAD NAD NAD NAD
Liver NAD NAD NAD NAD NAD NAD NAD NAD | NAD NAD
Heart NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Gonads NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Spleen NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Slight
Kidney | congestion | NAD NAD NAD NAD NAD NAD NAD NAD NAD
Brain NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Adrenal NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD
Gastro-
Intestinal | NAD NAD NAD NAD NAD NAD NAD NAD NAD NAD

L
NAD- No Abnormal Development

Page 61 of 61




	Page 1
	Page 2
	Page 3
	Page 4
	Page 5
	Page 6
	Page 7
	Page 8
	Page 9
	Page 10
	Page 11
	Page 12
	Page 13
	Page 14
	Page 15
	Page 16
	Page 17
	Page 18
	Page 19
	Page 20
	Page 21
	Page 22
	Page 23
	Page 24
	Page 25
	Page 26
	Page 27
	Page 28
	Page 29
	Page 30
	Page 31
	Page 32
	Page 33
	Page 34
	Page 35
	Page 36
	Page 37
	Page 38
	Page 39
	Page 40
	Page 41
	Page 42
	Page 43
	Page 44
	Page 45
	Page 46
	Page 47
	Page 48
	Page 49
	Page 50
	Page 51
	Page 52
	Page 53
	Page 54
	Page 55
	Page 56
	Page 57
	Page 58
	Page 59
	Page 60
	Page 61

