ORGAN/TISSUE NAME
AND TUMOR NAME

LARGE INTESTINE
LEIOMYOSARCOMA
Spontaneocus tumor pcti 2%

LIVER
ADENOMA
Spontaneous tumor pct:- 4%

PANCREAS' ISLET
ADENOMA
Spontaneocus tumor pct: <=

PERITONEUM
HEMANGIOMA
Spontaneous tumor pct: <=

ADRENAL
SPINDLE CELL.TUMOR
Spontaneous tumor pct: <=

ADRENAL CORTEX
: CARCINOMA
( : Spontaneous tumor pct: <=

PITUITARY
CARCINOMA
Spontaneous tumor pct: <=

PITUITARY
ADENOMA

Spontaneous tumor pct: 4%
THYROID PARAFOLLICULAR CE
ADENOMA

Spontaneous tumor pct: <=
THYROID FOLLICULAR CELL
ADENOMA

Spontaneous tumor pcti <=

OVARY

LUTEOMA

Spontaneous tumor pct: 8%
OVARY

THECA CELL TUMOR
Spontaneous tumor pct: <=
OVARY

CYSTADENOMA

K Spontaneous tumor pct: 8%

Note: Dose Levels Included:
Missing value in Tumor-Caused Death is treated as tumor not causing death
Tumor Type: IN: Incidental (nonfatal) tumor, FA: Fatal tumor.

(ORG#) - TUMOR
(TMR¥) = TYPES

(12000 )} IN
(2040 ) IN
in ctrl. ~

(14000 ) IN
(70 ). IN
in ctrl. =

(18073 ) IN
(70 ). IN
1% in ctrl. -

(21000 ) IN
(1570 ) IN
1% in ctrl. =

(22000 ) IN
(3585 ) IN

1% ‘in ctrl. -
{22080 ) IN
(410 ) IN
1% ‘inctrl. -
(29000 ) FA
(410 ): FR
1% inctrl. -
(29000 Y IN
(70 ) IN
FA

FA

in ctrl. =
(31099 ) IN
(70 } - IN
1% in ctrl. =
{31413 ) IN
(70 ) IN

1% in ctrl. -

(40000 ) IN
{2085 ) IN
IN

IN

inctrl. =

(40000 ) IN
(3755 ) IN

IN

E IN

1% in ctrl. -
(40000 ) IN
(780 ) IN
IN

IN

in ctrl, =

64

Table 16 b

TIME
STRATA

104-104
104-104
Total

104-104
104-104
Total

104-104
104-104
Total

104-104
104-104
Total

104-104
104-104
Total

53-78
53-78
Total

97
97
Total

104-104
104-104
90

90
Total

104-104
104~104
Total

104-104
104-104
Total

79-91
79-91
104-104
104-104
Total

92-103
92-103
104-104
104-104
Total

92-103
92-103
104-104
104-104
Total

ROW. - 2xC_CONTINGENCY
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Source: C:\VIOXX\MOUSESTUFF2\animall.txt
CTRL LOW (0 60)
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Analysis of Carcinogenic Potential in Female Mouse
Test of Dose-Response (Tumor) Positive Linear Trend

EXACT =  ASYMP - ASYMP (CONTI
TOTIC ~NUITY CORR)
=PR(STATISTIC.GE.OBSERVED)

PROB

1.0000 0.8407 0.8438

1.0000
0.3298
0.3298
1.0000
1.0000
1.0000

0.8740

0.3298
1.0000

0.7553

0.6028

0.9259

0.9231

0.0770

0.0770

0.7585

0.6915

0.7689

0.7412

0.0770

0.7585

0.6446

0.3496

0.8537

0.9244

0.0796

0.0796

0.7640

0.6988

0.7742

0.7438

0.0796

0.7640

0.6467

0.3541

0.8550




UTERUS
HEMANGIOMA
Spontaneous tumor pct: <=

UTERUS
HEMANGIOSARCOMA
Spontaneous tumor pct: <=

UTERUS
LEIOMYOMA

Spontaneous tumor pct: 4%

UTERUS
POLYP
Spontaneous tumor pct: 3%

UTERUS ENDOMETRIAL STROMA
SARCOMA
Sponitaneous. tumor pcét: 2%

VAGINA
LEIOMYOMA
Spontaneous tumor pct: <=

SKIN
FIBROSARCOMA

Spontaneous tumor pct: 2%

SKIN .
BASAL CELL TUMOR
Spontaneous tumor pét: <=

SKIN
PAPILLOMA
Spontaneous tumor pet: <=

MAMMARY GLAND
SQUAMOUS. CELL CARCINOMA
Spontaneous tumor pct: <=

MAMMARY ' GLAND
ADENOCARCINOMA

Spontaneous tumor pct: 4%

LUNG
ADENOCARCINOMA

Spontaneous tumor pct: 7%

LUNG
ADENOMA

{42000 ). IN
(1570 ) IN
1% in etrl. -

(42000 ) IN
(1580 )y IN
1% in etrl. =

(42000 ). IN
(2030 ). IN

IN

IN

IN

IN

FA

FA

in ctrl. -
(42000 ) IN
(3250 ) IN
in ectrl. -

(42144 ) IN
(3460 ) IN
inetrl, =

(46000 ) IN
(2030 ) IN
1% in ctrl. =

{59000 ) IN
(1350 ). IN
FA

FA

in ectrl. =

(59000 ) IN
(280 ) IN
1% in ctrl. -

(58000 }IN
(2910 ) IN
1% in ctrl. -
(61000 ) IN
{3610 )} IN
1% in ctrl. =

(61000 y-IN
(60 ) IN

in etrl. =

{71000 ) IN
(60 ) IN

in etrl. -

(71000 ) IN
(70 ) IN

79-91
79-81
Total

104-104
104-104
Total

53-78
53<78
92-103
92-103
104-104
104-104
91

91
Total

104-104
104-104
Total

104-104
104-104
Total

104-104
104-104
Total

104-104
104-104
89

89
Total

79-91
79-91
Total

104-104
104~104
Total

92-103
92-103
Total

104-104
104-104
94

94

98

98
Total

92-103
92-103
104-104
104-104
71
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92

100
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Total

53-78
53-78
79-91
79-91
92-103
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. 4850

.6383

.8438

. 7640

. 8469

L7246

. 7640

.8013

7447
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0.9904 0.8701 0.9705




(” Sponitaneous tumor pet: 15% . in ctrl. =
. SPLEEN (77000 ) IN
HEMANGIOMA (1570 ) IN

Spontaneous tumor pet: <= 1% in ctrl. -

SPLEEN {77000 ) IN
HEMANGIOSARCOMA (1580 ) IN

Spontaneous tumor pct: <= 1% in ctrl. =

SKELETAL MUSCLE (87000 ). FA
RHABDOMYOSARCOMA (3420 ) FA

Spontanecus - tumor pet: <= 1% in ctrl. -

BRAIN (89000 ) FA

EPENDYMOMA (1210 } FA

Spontaneous tumor pct: <= 1% in cetrl. =~

BRAIN (89000 ) IN

MENINGIOMA (2270 ) IN

Spontaneous tumor pet: <= 1% in ctrl. -

STOMACH PYLORUS (9038 ) IN

ADENOMA (70 ) IN

Spontaneous: tumor pct: <= 1% in ctrl. -

EYE HARDERIAN GLAND (95409 ) IN
ADENOCARCINOMA (60 ) IN

Spontaneous tumor pct: 2% in etrl. -

EYE HARDERIAN GLAND (85408 ) IN

ADENOMA (70 ) IN

IN

IN

Spontaneous tumor: pct: 4% in e¢trl. -

PRIMARY SITE UNDETERMINED (98000 ) IN

( HISTIOCYTIC SARCOMA (1715 ) IN
~ FA
FA

FA

FA

FA

FA

FA

FA

Spontaneous tumor pct: 5% in ctrl. =

PRIMARY SITE OUNDETERMINED (98000 ) IN
LEIOMYOSARCOMA (2040 )y IN

Spontaneous tumor pct: <= 1% in ctrl. =

PRIMARY SITE UNDETERMINED: (98000 ) FA

LEUKEMIA (2050 ) FA

Spontaneous tumor pct: «= 1% in ctrl. =

PRIMARY SITE UNDETERMINED (98000 )} IN

LYMPHOMA (2150 ) IN

FA

FA

FA

FA

FA

FA

FA

FA

FA

FA

FA

FA

e FA
S FA
( ) FA
FA

E FA
FA

Total.

104-104
104-104
Total

104-104
104-104
Total

88
88
Total

89
89
Total

53-78
53-78
Total

104-104
104-104
Total

104-104
104-104
Total

53-78
53-78
104-104
104-104
Total

53-78
53-78
98

98
100
100
102
102
103
103
Total

104-104
104-104
Total

BS
85
Total

104-104
104-104
59
59
61
61
64
64
79
79
80
80
87
87
8s
88
89
89
92
92
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1.0000 0.7585

1.0000 0.7585

1.0000 0.7641

1.0000 0.7667

1.0000 0.6915

0.1064 0.0213

0.4010 0.2308

0.3768 0.2450

0.7045 0.5674

1.0000 D.7585

0.3433'0.0833

0.6556 0.5774

0.7640

0.7640

0.7695

0.7720

0.6988

0.0220

0.2336

0.2472

0.5701

0.7640

0.0860

0.5789



N
~3

FA 94 1 1.0

FA 94 2 75 41

FA 96 1 10

FA 96 2 74 40

FaA 97 1 01

FA 97 2 74 -39

FA 98 1000201

FA 98 2 71.37

FA 102 1 01

FA 102 2 6633

Spontaneous tumor pct: 15% in ctrl. - Total - 157
PRIMARY SITE UNDETERMINED (98000 - ) FA 51 1 10 1.0000 0.7558 0.7613

SCHWANNOMA (3475 ) FA 51 2 99 48

Spontaneous tumor pct: <= 1% in ctrl. = Total .= 10

(End of File)
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(’ Table 17 a
‘ Additional Statistical Analyses

Analysis of Carcinogenic Potential in Male Rat
Test of Dose-Response  (Tumor) Positive Linear Trend
Note: Dose Levels Included: CTRL LOW MED HIGH (0 2 5 8)
Missing value in Tumor-Caused Death is treated as tumor not causing death
Tumor Type: IN: Incidental (nonfatal) tumor, FA: Fatal tumor.

ORGAN/TISSUE NAME (ORG#) ~ TUMOR TIME ROW - 2xC_CONTINGENCY EXACT - ASYMP . ASYMP (CONTI1

AND' TUMOR NAME (TMR#) ~ TYPES STRATA NO. wwee- TABLE-==== PROB TOTIC = NUITY CORR)

=PR({(STATISTIC.GE.OBSERVED)

SMALLINTESTINE (11000 ) IN 105-105'1 0100 0.5621 0.5935 0.6564
ADENOCARCINOMA (60 ) IN 105-105 2 €67 30 29 26
Spontaneous tumor pct: <= 1% in ¢trl. - Total - 0 1.0 0
LARGEINTESTINECECUM {12051 } IN 105-105'1 2.00-0 1.0000 0.8994 0.9186
FIBROMA (1330 ) IN 105-105 2 €5 3129 26
Spontaneous tumor pct: 2% in ctrl. = Total - 2000
LARGEINTESTINECECUM (12051 ) IN 105-105'1 1-0:0-0 1.0000 0.8161 0.8570 B
MYXOMA (2430 ) IN 105-105'2 66 31.29 26 S
Spontaneous tumor pct: <= 1% in ctrl. = Total - 1:000 i
LIVER (14000 ) IN 105-105 1 0. 100 0.5621 0.5935 0.6564
HEMANGIOMA (1570 ) IN 105-105 2 67 30 29 26
Spontaneous tumor pct: <= 1% in ctrl. - Total - 0100

PANCREASACINUS (18014 ) IN 92~104 1 00 0.1 0.0321 0.0091 0.0125
ADENOMA (70 ) IN 92-104 2 12-8.10 6 :

IN 105-105°1 0001

IN 105-1052 673129 25
Spontaneous tumor pet: <= 1% in c¢trl. - Total - 0 00 2

oo 5+ s SRUBL <O AR Fy e a3 R

PERITONEUM (21000 - ) IN 92-104 1 0-°0:1-0 0.4595 0.2836 0.3431
LIPOMA (2080 ). IN 92-104 2 12 .:8-.9-7
Spontaneous tumor pct: <= 1% in ctrl. = Total - 00310
ADRENAL (22000 ) IN 92-104 1 0 1.0 1 0.2172 0.2054 0.2173
PHEOCHROMOCYTOMA (3060 Y IN 92-104 2 12710 ' 6
IN 105-105 1 6343
IN 105-105:2 6128 25 23
Spontaneous tumor pct: 6% in ctrl. - Total .~ 6 4 4 4
ADRENALCORTEX (22080 . ). FA 93 1 0:1:0-0 0.5882 0.6121 0.6737
CARCINOMA (410 ) FA 93 2 77 3739 .33
Spontaneous tumor pct: <= 1% in ctrl. - Total == 0100
R ADRENALCORTEX (22080 ) IN 79-81 1 0.0 0 1 0.0721 0.0291:0.0372
oo ADENOMA (70 ) IN 79-91" 2 6 4 37
IN 92-104 1 0001
- IN 92-104 2 12.:8.10- 6
Spontaneous- tumor pet: <= 1% in etrl. - Total - - 0.0 :0 2

68
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PARATHYROID (27000 ) IN 105-105:1 00170 0.3595 0.2237 0.2764

ADENOMA {70 ) IN 105-105-2 67 .31 .28 26

Spontaneous tumor pct: <= 1% in ctrl. - Total - 0010
PITUITARY (29000 ) IN 0-52 1 2000 0.3218 0.3161 0.3226

ADENOMA (70 )y IN 0-52 2 “6..3 3.3

’ IN 53-78 1 0102

IN 53-78: 2 4253

IN 79-91 1 1001

IN 79-91 -2 1112

IN 92-104 1 4221

IN 92-104 2 §.3::3:-3

IN 105-105°1 39201615

IN 105-105 2 28111311

FA 56 1 1000

FA 56 2 82 474746

FA 65 1 2000

FA 65 2 B9 46 47 45

FA 74 1 0:0:.0:1

FR 74 2 88 45 44 42

FA 76 1 1000

FA 76 2 B6 45 44 42

FA 77 1 01 0.0

FA 77 2 B6 44 44 42

FA 79 1 0010

FA 79 2 B5 43 41 41

FA 83 1 1000

FA B3 2 8343 40 41

FA B84 1 0. 001

FA 84 2 83:43 .40 39

FA B6 1 0.:1.-0:0

FA B6 2 8342 40 38

FA 87 1 0001

FA 87 2 83 41 4037

- FA 88 1 1.0.0-0

( FA 88 2 Bl 41 4037

: FA B9 1 11000

- FA 89 2 80 40 .40 37

FA 90 1 01 01

FA 90 2 80 3940 36

FA 91 1 1012

FA 91 2 79393934

FA 92 1 1:0:0.0

FA 92 2 78 3939 33

FA 93 1 0010 N

FA 93 2 77383833

FA 94 1 0100

FA 94 2 76 3637 32

FA 95 1 00310

FA 85 2 7536 36 32

FA 97 1 0.0 01

FA 97 2 74:35.35 .31

FA 99 1 1100

FA 99 2 71 34 3531

FA 100 1 0100

FA 100 2 7133 35 31

FA 101 1 0 010

FA 101 2 70333331

FA 102 1 1012

FA 102 2 69 3231 28

FA 103 1 0 010

FA 103 2 68 32 29 26

Spornitanesus- tumor pct: 57% in ctrl. = Total - $7-30-25:28
SALIVARYGLAND (3000 ) IN 105-105:1 1 0.0:0 1.0000 0.8161 0.8570

SCHWANNOMA (3475 ) IN 105-105 2 66 3129 26

Spontaneous tumor pct: <= 1% in ctrl. - Total - 1:0:0.0
THYROIDPARAFOLLICULARCE {31099 y: IN 105-1051 1010 ©0.5912 0.5399 0.5862

. CARCINOMA (410 ) IN 105-105 2 663128 26

(\- . Spontaneous tumor pct: <= 1% in ctrl. - Total - = 1010
THYROIDPARAFOLLICULARCE {31099 ) IN 53-78:1 0.0 02 0.3281 0.3210 0.3314

ADENOMA (70 ). IN 53-78.. 2 8. 4 54

79-91 1 1010101
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P

Spontaneous tumor pct:

THYROIDFOLLICULARCELL
ADENOMA
Spontaneous tumor pct:

KIDNEY
LIPOMA
Spontaneocus tumor pct:

KIDNEY
ADENOCARCINOMA
Spontaneous: tumor pct:

KIDNEY
ADENOMA
Spontaneous tumor pet:

13%

<=

-

URINARYBLADDERTRANSITIO

PAPILLOMA
Spontaneous. tumor pct:

TESTIS
MESOTHELIOMA
Spontaneous tumor pct:

TESTIS
SEMINOMA
Spontaneous tumor pct:

TESTISLEYDIGCELL
ADENOMA
Spontaneous tumor pct:

PROSTATE
CARCINOMA
Spontaneous tumor pct:

PROSTATE
ADENOMA
Spontaneous tumor pct:

SKIN
FIBROMA

Spontaneocus tumor pct:

SKIN
FIBROSARCOMA

Spontaneous tumor pect:

SKIN
HEMANGIOMA
Spontaneous tumor pct:

SKIN
KERATOACANTHOMA

=

Cm

<

L4

L=

7%

3%

-

IN

IN

IN

IN

IN

in ctrl. -
(31413 ) IN
(70 )y IN
1t in ctrl. -
{33000 ) IN
(2080 ) IN
1% in ctrl. -
{33000 ) IN
(60 )y IN
1% in ctrl. -
(33000 ) IN
(70 ) IR
1% in ctrl., =
(36406 ) IN
(2910 ) IN
1% in etrl. -
{48000 ) IN
(2300 ) IN
1% in ctrl. -
(49000 ) IN
(3510 Y IN
1% in ctrl. -
(49157 }y IN
(70 ) IN
in ¢trl. -
(51000 ) IN
(410 ) IN
1% in ctrl. -
(51000 ) IN
(70 ) IN
1% in ctrl. -~
(59000 } IN
(1330 ) IN
IN

IN

IN

IN

FA

FA

FA

FA

FA

FA

in ctrl. -
(59000 ) IN
{1350 ) IN
FA

FA

FA

FA

in ctrl. -
(59000 ) IN
(1570 ) IN
1% in ctrl. =
(59000 ) IN
(1970 ) IN

IN

79-91
92-104
92-104
105-105
105-105
Total

105-10%
105-10S
Total

92-104
92-104
Total

105-105
105-105
Total

105-105
105-105
Total

105-105
105-105
Total

105-105
105-105%
Total

105-105
105-105
Total

105-105
105-105
Total

105-105
105-105
Total

105-105
105-105
Total

53-78
53-78
92-104
92-104
105-105
105-105
37

37

43

43

102

102
Total

105-105
105-105
96

96

100

100
Total

105=105
105-105
Total

79-91
79-91
92-104
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1.0000 0.8161 0.8570

1.0000 0.B660 0.B990

0.1699 '0.0395 0.0559

0.5621 0.5835 0.6564

1.0000 0.8161 0.8570

0.8099 0.7901 0.8224

0.1699 0.0395 0.0559

0.9830 0.9704 0.9743

1.0000 0.8161 0.8570

0.5621 0.5935 0.6564

0.9053 0.8938 0.9024

0.3372 0.3190 0.3418

1.0000 0.8161 0.8570

0.5983 0.5907 0.6188



Spontaneous’ tumor

SKIN
LEITOMYOMA
Spontaneous tumor

SKIN
LIPOMA
Spontaneous tumor

SKIN
BASALCELLTUMOR
Spontaneous  tumor

SKIN
PAPILLOMA
Spontaneous tumor

SKIN
SEBACEOUSADENOMA
Spontaneous ' tumor

SKIN
TRICHOEPITHELIOMA
Spontaneous tumor

MAMMARYGLAND
ADENOMA

Spontaneous  tumor

LUNG
ADENOCARCINOMA
Spontaneous tumor

LUNG
ADENOMA

Spontaneous tumor

PLEURA
FIBROMA
Spontaneous tumor

PLEURA
MESOTHELIOMA
Spontaneous tumor

HEART
SCHWANNOMA

Spontaneous tumor

SPLEEN
HEMANGIOSARCOMA
Spontaneous tumor

SPLEEN
MESOTHELIOMA
Spontaneous tumor

LYMPHNODE
HEMANGIOMA
Spontaneous. tumor

THYMUS
THYMOMA

pct:

pet:

pet:

pet:

pet:

pet:

pct:

pect:

pct:

pet:

pet:

pct:

pet:

pct:

pet:

pct:

< J

=

L

-

<=

<=

-

L4 ]

-

L

L4

=

Q.

IN

IN

IN
1% in ctrl. -
(59000 )y IN
(2030 ) IN
1% in ctrl. -
{59000 ) IN
(2080 ) IN
1% in ctrl. -
(59000 ) IN
(280 ) IN
1% in ctrl. -
(59000 ) IN
{2910 ) IN
1% in ctrl. -
{59000 ) IN
(3500 )y IN
1% in ctrl. -
(59000 ) IR
(3860 )y IN
1% in ctrl. ~
(61000 ) IN
(70 ) IN

IN

IN
1% in ctrl. -
(71000 ) IN
(60 )y IN
1% in ctrl. -
{71000 ) IN
(70 ) IN

IN

IN
1% in ctrl. -
(72000 ) IN
{1330 ) IN
1% in c¢trl, =~
(72000 } FA
(2300 ) FA
1% in ctrl. =
(73000 ) IN
(3475 ) IN

FA

FA

FA

FA
1% in ctrl. -
(17000 ) IR
(1580 ) IN
1% in ctrl. -
(77000 ) IN
{2300 ) IN
1% in ctrl. -
(79000 )} IN
(1570 ) IN
1% in ctrl. -«
{81000 } IR
(3790 ) IN

IN

92-104
105-105
105-105
Total

92-104
92-104
Total

105-105
105-105
Total

105-105
105-105
Total

105-105
105-105
Total

105-105
105-105
Total

92-104
92-104
Total

79-91
79-91
105-105
105-105
Total

105-105
105-105
Total

92-104
92-104
105-105
105-105
Total

92-104
92-104
Total

87
87
Total

105-105%
105-105
100

100
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Total
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Total
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0.4595

0.1084

0.5912

0.8099

1.0000

1.0000

0.5132

0.1699

0.3782

1.0000

1.0000

0.4315

0.0928

0.6757

0.5912

0.6538

0.2836

0.0777

0.5399

0.7501

0.8161

0.8660

0.4005

0.0395

0.3191

0.8660

0.8282

0.3852

0.0372

0.6685

0.5399

0.5942

0.3431

0.0893

0.58B62

0.8224

0.8570

0.8990

0.4435

0.0559

0.3624

0.8930

0.8665

0.4220

0.0478

0.7270

0.5862

0.6393
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Spontaneous tumor: pct:
BONE

OSTEOMA
Spontaneous tumor pct:
BONE
CHONDROSARCOMA
Spontaneous. tumor pct: <=
SKELETALMUSCLE
HEMANGIOMA
Spontaneous tumor pcti <=
SKELETALMUSCLE
HEMANGIOSARCOMA
Spontaneous: tumor pct:
SKELETALMUSCLE
RHABDOMYOSARCOMA
Spontaneous tumor pct:
BRAIN

GLIOMA

Spontaneous tumor pct: <=

BRAIN
GRANULARCELLTUMOR

Spontaneous- tumor pct: 4%

STOMACHNONGLANDULARMUCO
PAPTILLOMA
Spontaneocus tumor pct: <=

SPINALCORD
GLIOMA

Spontaneous tumor pct: <=

SPINALCORD
MENINGIOMA
Spontaneous tumor pct: <=

EARZYMBAL'SGLAND
CARCINOMA
Spontaneous tumor pct:. <=

EARZYMBAL'SGLAND
ADENOMA
Spontaneous tumor pct: <=

PRIMARYSITEUNDETERMINED
HISTIOCYTICSARCOMA

Spontaneous tumor pcti 2%

PRIMARYSITEUNDETERMINED
LYMPHOMA
Sporitaneous tumor pct: <=

PRIMARYSITEUNDETERMINED
SCHWANNOMA
Spontaneous tumor pcti <=

(End)

IN

1% in ctrl. -
(84000 ) IN
(2730 ) IN
1% in etrl. -
(84000 ) FA
(580 ) FA
1% in ctrl. -
(87000 ) IN
(1570 ) IN
1% in ctrl. -
(87000 )y IN
{1580 ) IN
1% in ctrl. -
(87000 ). FA
(3420 ) FA
1% in ctrl. -
(89000 )y IN
(1468 ) IN
- FA

FA

1% in etrl. -
(89000 ) IN
(1535 ). IN
IN

IN

FA

FA

in etrl. -
(9027 ) IN
{2910 )y IN
1% 'in ctrl. -
(91000 ) FA
(1468 ) FA
FA

FA

1% in ctrl. -
(91000 ) FA
(2270 ) FA
1% in ctrl. -
(97485 ) FA
(410 ) FA
1% in ctrl. =~
(97485 } FA
(70 ) FA
1% in ctrl. -
{98000 ) IN
(1715 ) IN
FA

FA

in ctrl. -
(98000 ) IN
(2150 )y IN
1% in ctrl. -
(98000 ) FA
(3475 ) FA

1% in ctrl. -

105-105
Total

105-105
105-105
Total

77
77
Total

105-10%
105-105
Total

105-105
105-105
Total

7
77
Total

105-<105
105-105
77

77
Total

79-81
79-91
105-10%
105-105
98

98
Total

$3-78
$3-78
Total

67
67
80
80
Total

92
92
Total

101
101
Total

93
93
Total

105-105
105-105
95

95
Total

105-105
105-105
Total

102
102
Total
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1.0000

1.0000

1.0000

1.0000

0.6037

0.0749

0.9032

1.0000

0.8417

1.0000

0.1845

1.0000

1.0000

0.1970

1.0000

0.8161

0.B339

0.8161

0.8161

0.6249

0.0503

0.8879

0.8623

0.8190

0.8259

0.0471

0.8281

0.9035

0.1405

0.8224

.B570

.8713

.8570

.8570

. 6848

.0596

.B8999

.8936

.8476

.8652

.0655

.8669

.9220

L1685

.8617
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{ : Table 17 b
Additional Statistical Analyses

Analysis of Carcinogenic Potential in Female Rat
Test of Dose-Response (Tumor) Positive Linear Trend

Note: Dose Levels Included: CTRL LOW MED HIGH (0.2 5 8)
Missing value in Tumor-~Caused Death is treated as tumor not causing death
Tumor Type: IN: Incidental (nonfatal) tumor, FA: Fatal tumor.

ORGAN/TISSUE NAME (ORG#) - TUMOR TIME ROW -~ 2xC_ CONTINGENCY EXACT = ASYMP: ASYMP(CONTI
AND- TUMOR NAME (TMR#) TYPES STRATA ~NO. = wew-= TABLE===== PROB TOTIC NUITY CORR)
=PR{STATISTIC.GE.OBSERVED)

SMALLINTESTINE (11000 ) IN 79-91 1 1 000 1.0000 0.8495 0.8880
LEIOMYOMA (2030 ) IN 79-91. .2 912 6.5
Spontaneous tumor pct: <= 1% in ctrl. - Total - 1000
SMALLINTESTINE (11000 ) IN 53-78 1 0010 0.4615 0.3114 0.3657
ADENOCARCINOMA (60 ) IN 53-78 2 11 3.4 7
Spontaneous tumor pct: <= 1% in ctrl. - Total - 0010

2 6 eon Vb AT ORI 2L b

LIVERBILEDUCT (14058 ) IN 105-1061 0001 0.1583 0.0373 0.0530
ADENOMA (70 ) IN 105-106 2 64 24 29 .21
Spontaneous tumor pct: <= 1% in ctrl. - Total - 0001

ANCREASISLE il e A e < TR RN R RN U MEY R

ADRENAL (22000 } IN 79-91 1 1 0.1001 0.0878 0.0993
PHEOCHROMOCYTOMA (3060 ) IN 79-91 2 10 11 -

IN 92-104 1 0

IN 92-104 2 11 8 1

IN 105-1061 1

IN 105-106 2 64 2327 2 )
Spontaneous tumor pct: <= 1% in ctrl. - Total = = 2
ADRENALCORTEX (22080 ) IN 105-106 1 1 0.7898 0.7833 0.8164
CARCINOMA (410 ) IN 105-106 2 63 2329 2
Spontaneous tumor pct: <= 1% -in ctrl. = Total = 1

ADRENALCORTEX (22080 ) IN79-91 1 0.5123 0.4914 0.5170
ADENOMA (70 ) IN 79-91 2 10 1

IN 92-104 1

IN:92-104 2 1 1

IN 105-106.1

IN 105-106.2 62 2329 2
Spontaneous tumor pct: 3% in ctrl. - Total =
PARATHYROID (27000 ) IN 105-~106 1 0.1880 0.1334 0.1606
ADENOMA {70 ) IN 105-106 2 6423292

Spontaneous tumor pct: <= 1% in ctrl. - Total
PITUITARY : (29000 ) IN 0-52 0.8928 0.8892 0.8927
ADENOMA (70 ) IN 0-52

IN 53-78
IN 53-78
IN 79-91
IN 79-91
IN 92-104
IN 92-104
IN 105-106
IN 105-106
FA 46
FA 46
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Spontaneous tumor pct: 78%

THYROIDPARAFOLLICULARCE
CARCINOMA
Spontaneous tumor. pct: 2%

THYROIDPARAFOLLICULARCE
ADENOMA

Spontaneous: tumor pct: 5%

THYROIDFOLLICULARCELL
ADENOMA

Spontaneous tumor pct: 3%

KIDNEY
LIPOSARCOMA
Spontaneous tumor pct: <=

KIDNEY
ADENOMA
Spontaneocus tumor pct: <=

URINARYBLADDERTRANSITIO
PAPILLOMA
Spontaneous tumor pct: <=

in ctrl. =

(31099 ) IN
(410 ) IN
in ctrl. -

(31099 ) IN
(70 ) IN

in: ctrl: -

(31413 ) IN
(70 ) IN

{33000 ) FA
(2090 ) FA
1% in ctrl. -

(33000 ) IN
{70 ) IN
1% in ctrl, -

(36406 ) 1IN
(2910 ) IN
it in ctrl. -

64
64
76
76
77
17
79
79
81
81
83
83
85
85
86
86
87
87
88
88
90
90
91
91
94
94
95
95
96
96
97
97
99
99
100
100
101
101
103
103
104
104
Total

105-106
105~-106
Total

0-52
0-52
79-91
79-81
92-104
92-104
105-106
105-106
Total

92-104
92-104
105-106
105-106
Total

102
102
Total

79-91
79-91
Total

105-106
105-106
Total
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1 0.9049

0.4604

1.0000

1.0000
0.6570

0.3669

0.8763

0.4506

0.9568

0.8164

0.6210

0.2170

0.8951

0.4661

0.9648

0.8575

0.6878

0.2691
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0.2221 0.1643 0.1895

( OVARY (40000 ). IN 105-106-1 1011
{ . GRANULOSACELLTUMOR {1560 ) IN 105-106 2 6324 28 21
. Spontaneous tumor peot: <= 1% in ctrl. - Total = 1011
UTERUS (42000 ) IN 105-106 1 0110 0.4074 0.3445 0.3890
FIBROMA (1330 ) IN:105-106-2 6423 28 22
Spontaneous tumor pet: <= 1% in ctrl. = Total - 50100100
UTERUS (42000 Y IN 79~91 1 2010 0.9838 0.9747 0.9775
POLYP {3250 ) IN 79-91 2 81258
IN 92-104 1 0 -1 00
IN 92-104 2 117 °9:10
IN 105-106-1 6.1 .10
IN 105-106 2 5823 28 22
Spontaneous tumor pct: 8% in ctrl. - Total - 8.:2:2..0
UTERUS (42000 ) FA 72 1 01 0 0 0.5929 0.6163 0.6774
SCHWANNOMA (3475 ) FA 72 2 92454741
Spontaneous tumor pct: <= 1% in ctrl. ~ Total e 0100
UTERUS (42000 Y IN 105-106.1 0. 0:1:0 0.3669 0.2170 0.2691
ADENOCARCINOMA (60 ). IN 105-106 2 64 24 28 22
Spontaneous tumor pct: <= 1% in ctrl. < Total =~ 00 10
VAGINA (46000 ) IN 105-106°1 1000 1.0000 0.8120 0.8537
NEUROFIBROSARCOMA (2550 ) IN 1051062 63 24 29 22
Spontaneous. tumor pct: <= 1% in ctrl. - Total - 1000
VAGINA (46000 } IN 53-78 1 1..0.0:0 0.6022 0.5741 0.6099
POLYP (3250 )  IN 53-78 2 9.3 .57
IN 105-106 .1 0-0:01
IN 105-106 2 64 24.29-21
FA 76 1 1000
FA 76 2 B8 4445 39
Spontaneous tumor pect: 2% in ctrl. - Total - 2001
( SKIN (59000 ) IN 105-1061 1100 0.9150 0.8846 0.9022
: FIBROMA (1330 ) IN 105-106 2 63 23 29 22
) FA 54 1 150070
FA 54 2 94 47 49 44
Spontaneous’ tumor pct: 2% in ectrl. - Total - 2100
MAMMARYGLAND (61000 ) IN 53-78 1 10 01 0.3124°0.3058 0.3136
FIBROADENOMA (1320 Y IN 53-78 2 B 2 56
IN 79-91 1 2120
IN 79-91 2 711 458 N
IN 92-104 1 2441
IN 92-104"2 B 247
IN:105-106:1 189 157
IN 105-106 2 46 151415
FA 53 1 1-.0.0-0
FA 53 2 954749 44
FA 64 1 1000
FA 64 2 93 47 4844
FA 75 1 01 0.0
FA 75 2 91 44 4540
FA 91 1 10 00
FA 91 2 76 34 .39 32
FA 92 1 0100
FA 92 2 75 3138 .32
FA 94 1 0.0 01
FA 94 2 75 31 3829
FA 97 1 0010
FA 97 2 €9 28 33 29
FA 98 1 1000
FA 98 2 67 .27 33 27
FA 100 1 01 0.0
FA 100 2 66 2632 26
FA 101 1 0.0 01
FA 101 2 65 2632 23
- Spontanecus tumor pct: 27% in etrl. - Total =~ 2717 22 11
(; : MAMMARYGLAND (61000 ) IN105-1061 1. 000 1.0000 0.9006 0.9196
- CARCINOSARCOMA (420 ) IN 105-106 2 63 24 29 22
FA 88 1 1°0:0:0
FA 88 2 8037 4033

75




Spontaneous” tumor pct: 2% in-ctrl. -
MAMMARYGLAND (61000 ). IN
ADENOCARCINOMA (60 ) IN
IN
IN
IN
IN
IN
IN
FA
FA
FA
FA
FA
FA
FA
FA
FA
FA
FA
FA
FA
FA
FA
FA
Spontaneous tumor pect: 21% in ctrl. -~
MAMMARYGLAND (61000 ) IN
ADENOMA (70 ) IN
IN
IN
IN
IN
Spontaneous tumor pet: 2% in ctrl. =
NOSENASOLACRIMALDUCT (63516 ) FA
SQUAMOUSCELLCARCINOMA (3610 ) FA
Spontaneous tumor pct: <= 1% in ctrl, -
THYMUS (81000 ) IN
THYMOMA (3790 ) IN
FA
FA
Spontaneéous tumor pet: <= 1% in ctrl. =
BRAIN (89000 Y IN
GLIOMA (1468 ) IN
IN
IN
FA
FA
FA
FA
FA
FA
Spontaneous tumor pct: <= 1% in ctrl. =
BRAIN {88000 Yy IN
GRANULARCELLTUMOR (1535 ) IN
IN
IN
Spontaneous tumor pct: <= 1% in ctrl. =
STOMACHNONGLANDULARMUCO (8027 ) IN
PAPILLOMA (2910 ) IN
IN
IN
Spontaneous tumor pct: <= 1% 'in etrl. -
SPINALCORD {91000 ) FA
GLIOMA (1468 } FA
Sponitaneous tumor pct: <= 1% in ctrl. -
EYE {95000 ) IN
MELANOMA (2250 ) IN

Total

53-78
$3-78
79-91
79-91
92-104
92-104
105-106
105-106
52

52

68

68

' 75

75
78
78
79
79
80
80
82
82
95
95
Total

79-91
79-81
92-104
92~104
105-106
105-106
Total

87
87
Total

105-106
105<106
73

73
Total

92-104
92-104
105-106
105-106
90+

90

93

93

97

97
Total

92-104
92-104
105~106
105-106
Total

92-104
92-104
105-106
105-106
Total

89
89
Total

79-91
79-91
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0.9822.0.9789 0.9802

0.4764

0.3846

0.3552

0.0408

0.8667

0.5140

1.0000

0.3333

0.4530

0.2372

0.2837

0.0256

0.8428

0.4418

0.8267

0.2173

0.4786

0.2911

0.3246

0.0303

0.6689

0.4876

0.8658

0.2743




