Experiment Number: 88122-04
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Mouse/B6C3F1

C Number:
Lock Date:

Cage Range:
Date Range:

Reasons For Removal:

Removal Date Range:
Treatment Groups:
Study Gender:

PWG Approval Date

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/22/2014
Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 01:49:26
CAS Number: 37319-17-8 First Dose M/F: NA/ NA
Lab: BAT

C88122
11/13/1996
All

All

All

All

All

Both
NONE



Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)
Route: GAVAGE CAS Number: 37319-17-8

Species/Strain: Mouse/B6C3F1

S HANBRRHABE
B6C3F1 Mouse Male 9lo9lolololololalelo
0 MG/KG 3/3|3[|3[3[3]|3]|3|3]|3
ANIMALID| 6 | 6 0|0l o|o|olo|a]o
ojofojofojo|l0|0|0]|O
ojofojofo0o|O0O|l0O0O|O]|]O0O]|1
1]2]3|4[|5[6|7[8]9]0 *TOTALS
Alimentary System
Esophagus + + 4+ + 4+ + + o+ + o+ 10
Inflammation, Focal 1 1 1.0
Gallbladder + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Inflammation 2 1 20
Intestine Large, Cecum + 4+ 4+ 4+ 4+ o+ o+ o+ o+ o+ 10
Intestine Large, Colon + 4+ 4+ 4+ 4+ o+ o+ o+ o+ 4+ 10
Intestine Large, Rectum + + 4+ + 4+ + + o+ + o+ 10
Intestine Small, Duodenum + + 4+ + 4+ o+ o+ o+ o+ o+ 10
Intestine Small, lleum + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Intestine Small, Jejunum + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Liver + o+ o+ o+ o+ o+ o+ o+ o+ o+ 10
Inflammation 1 1 1 1 1 5 1.0
Pancreas + + + + o+ o+ o+ o+ o+ 4+ 10
Salivary Glands + + 4+ + 4+ o+ o+ o+ o+ o+ 10
Stomach, Forestomach + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Stomach, Glandular + 4+ 4+ + o+ o+ o+ o+ o+ o+ 10
Cardiovascular System
Blood Vessel + + 4+ + 4+ + + o+ + o+ 10
Heart + + + + 4+ o+ + o+ o+ 4+ 10
Endocrine System
* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade
+ ..Tissue examined microscopically M ..Missing tissue
X ..Lesion present A ..Autolysis precludes evaluation
I ..Insufficient tissue BLANK ..Not examined microscopically

Page 2

Date Report Requested: 10/22/2014
Time Report Requested: 01:49:26
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/22/2014

Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 01:49:26
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/NA
Species/Strain: Mouse/B6C3F1 Lab: BAT
S HANBRRHABE
B6C3F1 Mouse Male 9lololololalolololo
0 MG/KG 313|3[3[3|3[3[3|3]3
ANIMALID| 6 [0 [0 [0 [0 [o[o|o|o]o
ojojojojojojo0ojo0j0]o0
ojojojojojojojojo0|1
1]2]3|4[|5[6|7[8]9]0 *TOTALS
Adrenal Cortex + 4+ 4+ + 4+ o+ o+ o+ 4+ o+ 10
Adrenal Medulla + + 4+ 4+ + o+ o+ o+ o+ o+ 10
Islets, Pancreatic + + + o+ o+ o+ o+ o+ o+ 4+ 10
Parathyroid Gland M + M + + + + + M + 7
Pituitary Gland + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Thyroid Gland + + 4+ 4+ + + o+ o+ o+ o+ 10
General Body System
NONE
Genital System
Epididymis + 4+ 4+ + o+ o+ o+ o+ o+ o+ 10
Preputial Gland + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Prostate + + + + 4+ o+ o+ o+ o+ 4+ 10
Seminal Vesicle + + 4+ + 4+ + + o+ + o+ 10
Testes + o+ o+ o+ o+ o+ o+ 4+ o+ o+ 10
Hematopoietic System
Bone Marrow + o+ o+ o+ o+ o+ o+ o+ o+ o+ 10
Lymph Node, Mandibular + + + o+ 4+ o+ o+ o+ o+ 4+ 10
Lymph Node, Mesenteric + + 4+ 4+ 4+ + o+ o+ o+ o+ 10
Spleen + o+ o+ o+ o+ o+ o+ o+ + o+ 10
Thymus + o+ o+ o+ o+ o+ o+ o+ o+ o+ 10
Integumentary System
* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade
+ ..Tissue examined microscopically M ..Missing tissue 1-4 ..Lesion qualified as:
X ..Lesion present A ..Autolysis precludes evaluation 1) Minimal 3) Moderate
I ..Insufficient tissue BLANK ..Not examined microscopically 2) Mild 4) Marked
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Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)
Route: GAVAGE CAS Number: 37319-17-8

Species/Strain: Mouse/B6C3F1

DAYONTEST|O|Of(O|O|0O|O|O|O|O|O
o(o0o|jo0ofo0ojo0f0j0O0|j0O|0]O
B6C3F1 Mouse Male 9lo9lololololoalololg
0 MG/KG 3/3[3[3[3[|3]|3|3|3]|3
ojojojojojojojojo0yo0
ANIMALID| 6 1 o lo|lo|o|o|o|o]ofo
ojojojojojojo0ojo0j0]o0
ojojojojojojojojo0|1
1]2]3|4[|5[6|7[8]9]0 *TOTALS
Integumentary System
Mammary Gland + M 1
Skin + + + + + + + + + o+ 10
Musculoskeletal System
Bone + + + + + + + + + 4+ 10
Nervous System
Brain + + + + + + + + + o+ 10
Respiratory System
Lung + + + + + + + + + 4+ 10
Nose + + + + + + + 4+ + 4+ 10
Trachea + + + + + + + 4+ + 4+ 10
Special Senses System
NONE
Urinary System
Kidney + + + + + + + 4+ + 4+ 10
Urinary Bladder + + + + + + + + + + 10
* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade
+ ..Tissue examined microscopically M ..Missing tissue
X ..Lesion present A ..Autolysis precludes evaluation
| ..Insufficient tissue BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:26
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Mouse/B6C3F1

DAY ON TEST
B6C3F1 Mouse Male

63 MG/KG
ANIMAL ID

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Compound: Elmiron (sodium pentosanpolysulfate)

CAS Number: 37319-17-8

PRPOOO(WWOO

NFRPOOO|WWOWOO

WROOO|IWWOO

AP OOO|WOOO

QFRPOOOIWOWOO

OFRPOOOIWWOWOO

NP OOO|WWOO

OFRPOOOIWWOWOO

OFrRPOOO|WWOO
ONOOO|IWWOO

*TOTALS

Alimentary System

Intestine Large, Rectum
Liver
Inflammation
Cardiovascular System

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

NONE
Hematopoietic System

Lymph Node, Mandibular
Infiltration Cellular, Histiocyte
Lymph Node, Mesenteric
Integumentary System

NONE

+

+

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically
X ..Lesion present
I ..Insufficient tissue

M ..Missing tissue
A ..Autolysis precludes evaluation
BLANK ..Not examined microscopically

Page 5

Date Report Requested: 10/22/2014
Time Report Requested: 01:49:26
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)
Route: GAVAGE CAS Number: 37319-17-8

Species/Strain: Mouse/B6C3F1

DAY ON TEST
B6C3F1 Mouse Male
63 MG/KG

ANIMAL ID

PROOO|WWOO
NRPOOOIWWOO
WrROOO|WWOO
AP OOCOIWOOO
UROOO|WWOO
ORO0OO0O|WWOO
NRPOOoOOoOWwwo o
OROO0O|WWOO
OrROO0O|WWOO
ONOOO|WWOO

*TOTALS

Musculoskeletal System

NONE
Nervous System

NONE
Respiratory System

NONE
Special Senses System

NONE
Urinary System

Kidney + 1
Nephropathy 1 1 10

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue

X ..Lesion present A ..Autolysis precludes evaluation
I ..Insufficient tissue BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:26
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/22/2014
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 01:49:26
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/ NA
Species/Strain: Mouse/B6C3F1 Lab: BAT

DAY ON TEST
B6C3F1 Mouse Male
125 MGI/KG

ANIMAL ID

PNOOO|WWOWOO

NNOOO|WWOWOO

WNOOO|IWWOO
ANOOO|WOOO
UONOOO|WWOO
ONOOO|WWOO
NNOOO|WWOWwoO O
ONOOO|WWOO
ONOOO|IWWOO
OWOOO|WWOO

*TOTALS

Alimentary System

Intestine Large, Rectum + + 4+ + 4+ + + o+ + o+ 10
Cardiovascular System

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

NONE
Hematopoietic System

Lymph Node, Mandibular + o+ + + + 4+ 4+ o+ 4 10
Infiltration Cellular, Histiocyte 1
Lymph Node, Mesenteric + o+
Infiltration Cellular, Histiocyte

Integumentary System

1.0

o+ P+
=Y
w

NONE
Musculoskeletal System

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue 1-4 ..Lesion qualified as:

X ..Lesion present A ..Autolysis precludes evaluation 1) Minimal 3) Moderate
I ..Insufficient tissue BLANK ..Not examined microscopically 2) Mild 4) Marked
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Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)
Route: GAVAGE CAS Number: 37319-17-8

Species/Strain: Mouse/B6C3F1

DAY ON TEST
B6C3F1 Mouse Male
125 MGI/KG

ANIMAL ID

PNOOO|WWOWOO
NMNNOOO|WWOWOO
WNOOO|IWWOO
ANOOO|WOOO
UONOOO|WWOO
ONOOO|WWOO
NNOOO|WWOWwoO O
ONOOO|WWOO
ONOOO|IWWOO
OWOOO|WWOO

*TOTALS

NONE
Nervous System

NONE
Respiratory System

NONE
Special Senses System

NONE
Urinary System

Kidney + 1
Nephropathy 1 1 10

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue

X ..Lesion present A ..Autolysis precludes evaluation
I ..Insufficient tissue BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:26
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Mouse/B6C3F1

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Compound: Elmiron (sodium pentosanpolysulfate)

CAS Number: 37319-17-8

DAY ON TEST
B6C3F1 Mouse Male
250 MG/KG

ANIMAL ID

PWOOO|WWOWwOO

NWOOO|WWOWOO

WWOOO|WWOO

ArWOOO|WOOO

WOOO|WWOO

ODWOOO|WWOO

~NWOOO|WWOoO O

VWOOO|IWWOO

OCWOOO|IWWOO
OhOOO|IWWOOO

*TOTALS

Alimentary System

Intestine Large, Rectum +
Infiltration Cellular, Histiocyte
Liver +
Inflammation
Cardiovascular System

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

NONE
Hematopoietic System

Lymph Node, Mandibular +
Infiltration Cellular, Histiocyte
Inflammation, Suppurative

Lymph Node, Mesenteric +
Ectasia

+

P+ e+

P+ e+

1.0

10
11
1.0

+ P, N+
'_\

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically
X ..Lesion present
I ..Insufficient tissue

M ..Missing tissue
A ..Autolysis precludes evaluation
BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:26
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)
Route: GAVAGE CAS Number: 37319-17-8

Species/Strain: Mouse/B6C3F1

DAY ON TEST
B6C3F1 Mouse Male
250 MG/KG

ANIMAL ID

*TOTALS

N IPWOOOIWWOWOO
P INWOOO|WWOWOO
NIWWOOO|WWOO
P |RAWOOCOIWOOO
P |OWOOoOOoO|WWwWwOoOOo
P |OWOOOoOWWwOoOOo
P INWOOO|WWwWwoOo
P |0OWOOOWWOO
N OWOOOIWWOO
P |IOROOCOIWOOO

Infiltration Cellular, Histiocyte 10 1.3

Integumentary System

NONE
Musculoskeletal System

NONE
Nervous System

NONE
Respiratory System

NONE
Special Senses System

NONE
Urinary System

NONE

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue

X ..Lesion present A ..Autolysis precludes evaluation
I ..Insufficient tissue BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:26
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/22/2014
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 01:49:26
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/ NA
Species/Strain: Mouse/B6C3F1 Lab: BAT

DAY ON TEST
B6C3F1 Mouse Male
500 MGI/KG

ANIMAL ID

PROOO|WOOO
NRAROOO|WOOO
WhOOO|IWWOWOO
ArROOO|WOOO
ORhOOO|IWWOOO
OROOO|IWWOOO
NhROOO|WOOO
ORhOOO|IWWOOO
OhOOO|IWWOWOO
OQUIOOO|WWOO

*TOTALS

Alimentary System

+
+
+
+
+
+
+
+

Intestine Large, Rectum + o+ 10
Infiltration Cellular, Histiocyte 1 2 2 3 17
Liver + + + + + + +
Clear Cell Focus
Inflammation 1 1 1 1
Vacuolization Cytoplasmic 1 1 1
Cardiovascular System

P kX o+
H

D

1.0

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

NONE
Hematopoietic System

Lymph Node, Mandibular + + + + 4+ o+ o+ o+ o+ 4+ 10
Infiltration Cellular, Histiocyte 11 1 1 2 1 1 1 1 1 10 11
Lymph Node, Mesenteric + + + 4+ + o+ o+ o+ o+ o+ 10

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue 1-4 ..Lesion qualified as:

X ..Lesion present A ..Autolysis precludes evaluation 1) Minimal 3) Moderate
I ..Insufficient tissue BLANK ..Not examined microscopically 2) Mild 4) Marked
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Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)
Route: GAVAGE CAS Number: 37319-17-8

Species/Strain: Mouse/B6C3F1

DAY ON TEST
B6C3F1 Mouse Male
500 MGI/KG

ANIMAL ID

*TOTALS

10 1.1
10

Infiltration Cellular, Histiocyte
Spleen
Integumentary System

+ P |[PhOOO|WOOO
+ P |MNROOO|WOWOO
+ N | WhOOO|WWOWOO
+ R |[AhOOCO|WOOO
+ R |OIhOOO|WWOWOO
+ P |OhOOO|WOOO
+ R |[NhOOO|WOOO
+ R |(ORhOOO|WOWOO
+ P |OhOOO|WOWOO
+ P OO0 |WWOWOO

NONE
Musculoskeletal System

NONE
Nervous System

NONE
Respiratory System

NONE
Special Senses System

NONE
Urinary System

NONE

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue

X ..Lesion present A ..Autolysis precludes evaluation
I ..Insufficient tissue BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:26
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)

Route: GAVAGE CAS Number: 37319-17-8

Species/Strain: Mouse/B6C3F1

e HEHHERHHRE
B6C3F1 Mouse Male 9lo9lololololoalololg
1000 MG/KG 313|3[3[3|3[3]|3]|3]3
R RHHERBE
ofojofojo|lojojofo]o
515|5|5[5|5|5|5|5]|6
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Alimentary System
Esophagus + + + + + + + M + + 9
Inflammation, Focal 1 1 1.0
Gallbladder + + + + + + + + + 4+ 10
Intestine Large, Cecum + + + + + + + + + 4+ 10
Intestine Large, Colon + + + + + + + + + o+ 10
Intestine Large, Rectum + + 4+ 4+ + + + + o+ o+ 10
Infiltration Cellular, Histiocyte 3 3 3 3 2 3 2 2 3 2 10 2.6
Inflammation 2 2 1 1 1 1 1 1 8 13
Ulcer 2 1 2 15
Intestine Small, Duodenum + + + + + + + + + o+ 10
Intestine Small, lleum + + + + + + + + + o+ 10
Intestine Small, Jejunum + + 4+ 4+ + + + + o+ o+ 10
Liver + + + + + + + + + o+ 10
Clear Cell Focus X 1
Inflammation 1 2 1 1 1 2 1 2 2 2 10 15
Vacuolization Cytoplasmic 1 1 1 2 1 2 1 1 1 9 1.2
Pancreas + 4+ + + + + + + o+ o+ 10
Salivary Glands + + 4+ 4+ + + + + o+ o+ 10
Stomach, Forestomach + + 4+ + 4+ + + o+ + o+ 10
Stomach, Glandular + + + + + + + + + o+ 10
Inflammation 1 1 1.0
* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade
+ ..Tissue examined microscopically M ..Missing tissue
X ..Lesion present A ..Autolysis precludes evaluation
| ..Insufficient tissue BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:26
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

4) Marked



Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)
Route: GAVAGE CAS Number: 37319-17-8

Species/Strain: Mouse/B6C3F1

R HHEHHEAHE
B6C3F1 Mouse Male 9lololololololalolo
1000 MG/KG 3[(3[3]3[3]3]3[3[3]3
amaco| (oo oo oo e el
ojo0|jo0ojo0ojJ0O0O|J]0O0O]0O]0O]|0O]|O
5|15|5|5|5|5[5|[5|5|6
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Cardiovascular System
Blood Vessel + + 4+ 4+ 4+ + o+ o+ o+ o+ 10
Heart + + + + + + + o+ o+ 4+ 10
Endocrine System
Adrenal Cortex + + + 4+ + o+ o+ o+ o+ o+ 10
Adrenal Medulla + + 4+ 4+ + o+ o+ o+ o+ o+ 10
Islets, Pancreatic + + 4+ 4+ 4+ + o+ o+ o+ o+ 10
Parathyroid Gland + MM + M M M + + + 5
Pituitary Gland + + 4+ 4+ 4+ + + + M o+ 9
Thyroid Gland + + 4+ 4+ + + o+ o+ o+ o+ 10
General Body System
NONE
Genital System
Epididymis + 10
Preputial Gland + 10
Inflammation 1 1 10
Prostate + 10
Seminal Vesicle + 10
Testes + 10
Hematopoietic System
* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade
+ ..Tissue examined microscopically M ..Missing tissue
X ..Lesion present A ..Autolysis precludes evaluation
| ..Insufficient tissue BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:26
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)
Route: GAVAGE CAS Number: 37319-17-8

Species/Strain: Mouse/B6C3F1

DAYONTEST|O|O|OfO|O|0O)JO|0O|0O]O
B6C3F1 Mouse Male 8 8 8 8 8 8 8 8 8 8
1000 MGI/KG 313[3]3]3]3[3[3]3][3
e HHHHARBBRE
ojolfojoOofO0O|O|O|O|O]|O
5(/5|5(5|5|5|5|5|5]|6
112]3|4[|5[6|7[8]9]0 *TOTALS
Bone Marrow + + + + + + + o+ o+ 4+ 10
Lymph Node, Mandibular + + 4+ 4+ + + + + o+ o+ 10
Infiltration Cellular, Histiocyte 1 1 2 2 2 1 1 2 8 15
Lymph Node, Mesenteric + + + + + + + + + 10
Infiltration Cellular, Histiocyte 1 2 1 2 1 1 1 1 2 2 10 1.4
Inflammation, Suppurative 1 1 10
Spleen + + + 10
Infiltration Cellular, Histiocyte 1 1 1 1 1 1 1 1 1 9 1.0
Thymus + o+ + 9
Integumentary System
Mammary Gland M 0

Skin + + + + + + + + + o+ 10
Musculoskeletal System

Bone + + 4+ o+ 4+ o+ 4+ o+ o+ O+ 10
Nervous System

Brain + + + + + + + + + o+ 10
Respiratory System

Lung + + 4+ 4+ + + o+ o+ o+ o+ 10
Inflammation 1 1 1.0

Nose + 10

Trachea + 10

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue
X ..Lesion present A ..Autolysis precludes evaluation
I ..Insufficient tissue BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:26
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL

Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)

Route: GAVAGE
Species/Strain: Mouse/B6C3F1

CAS Number: 37319-17-8

DAYONTEST|O|O|OfO|O|0O)JO|0O|0O]O
ofofofofofofofofofo
B6C3F1 Mouse Male 9lo9lolololololalelo
1000 MG/KG 3[(3[3]3[3]3]3[3[3]3
ojofo|fof|of|Of|O|O|O]|O
ANIMALID| 5 1 g lo|o|o|o|o|o]o|o
ojlofo|fof|of|Of|O|O|O]|O
515|5|5[5|5|5|5|5]|6
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Special Senses System
NONE
Urinary System
Kidney + + 4+ + 4+ + + o+ o+ 4+ 10
Nephropathy 1 1 2 10
Urinary Bladder + + + + 4+ o+ + o+ + o+ 10

***END OF MALE DATA***

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue
X ..Lesion present A ..Autolysis precludes evaluation
I ..Insufficient tissue BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:26
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Mouse/B6C3F1

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Compound: Elmiron (sodium pentosanpolysulfate)

CAS Number: 37319-17-8

S HANBRRHABE
B6C3F1 Mouse Female 9lolololololololoalg
0 MG/KG 313|3[3[3|3[3[3|3]3
ANIMALID| | 0 | o |olofolo|o|o]o
ojolojofO0O|O|O|O|JO]|O
6|6|6|6|6|6|6|6]|6|7
1]2]|3]4]|5]6]7]8]9]0 *TOTALS
Alimentary System
Esophagus + + 4+ + 4+ + + o+ + o+ 10
Inflammation, Focal 1 1 2 1.0
Gallbladder + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Intestine Large, Cecum + + + + o+ o+ o+ o+ o+ 4+ 10
Intestine Large, Colon + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Intestine Large, Rectum + + 4+ o+ 4+ o+ o+ o+ o+ o+ 10
Intestine Small, Duodenum + + + o+ 4+ o+ o+ o+ o+ 4+ 10
Intestine Small, lleum + + + o+ o+ o+ o+ o+ o+ 4+ 10
Intestine Small, Jejunum + + o+ o+ o+ o+ o+ o+ o+ 4+ 10
Liver + o+ o+ o+ o+ o+ o+ o+ o+ o+ 10
Inflammation 11 1 1 1 1 1 1 8 1.0
Pancreas + + + + 4+ o+ o+ o+ o+ 4+ 10
Salivary Glands + + 4+ + 4+ + + o+ + o+ 10
Stomach, Forestomach + + + + + + + + o+ o+ 10
Stomach, Glandular + + + + 4+ o+ o+ o+ o+ 4+ 10
Cardiovascular System
Blood Vessel + + + + 4+ o+ + o+ + o+ 10
Heart 10
Endocrine System
Adrenal Cortex + 4+ 4+ + o+ o+ o+ o+ o+ o+ 10

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically
X ..Lesion present
I ..Insufficient tissue

M ..Missing tissue
A ..Autolysis precludes evaluation
BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:26
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

4) Marked



Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/22/2014

Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 01:49:27
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/NA
Species/Strain: Mouse/B6C3F1 Lab: BAT
S HHERHHEAHE
B6C3F1 Mouse Female 9lo9lolololololalelo
0 MG/KG 313|3[3[3|3[3[3|3]3
ANIMALID| 6 [0 [0 [0 [0 [o[o|o|o]o
ojojojojojojojo0j0]o0
6|/ 6|6 |6|6|6|[6|[6|6|7
112]3|4|5[6|7[8]9]0 *TOTALS
Adrenal Medulla + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Islets, Pancreatic + + 4+ 4+ + o+ o+ o+ o+ o+ 10
Parathyroid Gland + + 4+ 4+ 4+ + o+ o+ o+ o+ 10
Pituitary Gland + + 4+ + 4+ o+ o+ o+ o+ o+ 10
Thyroid Gland + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
General Body System
NONE
Genital System
Clitoral Gland + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Ovary + + 4+ 4+ 4+ o+ o+ o+ o+ o+ 10
Uterus + 4+ 4+ 4+ 4+ o+ o+ o+ o+ 4+ 10
Hematopoietic System
Bone Marrow + 4+ 4+ 4+ o+ o+ o+ o+ o+ o+ 10
Lymph Node, Mandibular + + 4+ 4+ 4+ o+ o+ o+ o+ o+ 10
Lymph Node, Mesenteric + + + + 4+ o+ o+ o+ + 4+ 10
Spleen + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Thymus + + + o+ 4+ o+ o+ o+ o+ 4+ 10
Integumentary System
Mammary Gland + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Skin + o+ o+ o+ o+ o+ o+ o+ o+ o+ 10
* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade
+ ..Tissue examined microscopically M ..Missing tissue 1-4 ..Lesion qualified as:
X ..Lesion present A ..Autolysis precludes evaluation 1) Minimal 3) Moderate
I ..Insufficient tissue BLANK ..Not examined microscopically 2) Mild 4) Marked
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Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)
Route: GAVAGE CAS Number: 37319-17-8

Species/Strain: Mouse/B6C3F1

DAYONTEST|O|Of(O|O|0O|O|O|O|O|O
o(o0o|jo0ofo0ojo0f0j0O0|j0O|0]O
B6C3F1 Mouse Female 9lo9lololololoalololg
0 MG/KG 3/3[3[3[3[|3]|3|3|3]|3
ojojojojojojojojo0yo0
ANIMALID| 6 1 o lo|lo|o|o|o|o]ofo
ojojojojojojojo0j0]o0
6|/ 6|6 |6|6|6|[6|[6|6|7
112]3|4|5[6|7[8]9]0 *TOTALS
Musculoskeletal System
Bone + + + + + + + + + 0+ 10
Nervous System
Brain + + + + + + + + + + 10
Respiratory System
Lung + + + + + + + + + 0+ 10
Nose + + + + 4+ o+ o+ o+ o+ 4+ 10
Trachea + + + + + + + + + + 10
Special Senses System
NONE
Urinary System
Kidney + + + + + + + + + + 10
Urinary Bladder + + 4+ + + + + + + o+ 10
* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade
+ ..Tissue examined microscopically M ..Missing tissue
X ..Lesion present A ..Autolysis precludes evaluation
| ..Insufficient tissue BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:27
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)
Route: GAVAGE CAS Number: 37319-17-8

Species/Strain: Mouse/B6C3F1

DAY ON TEST
B6C3F1 Mouse Female
63 MG/KG

ANIMAL ID

PNOOO|WWOO

NNOOO|WWOO

WNOOO|WWOOo
ANOOO|WOOO
UINOOO|WWOoOO
ONOOO|WWOO
N~NOOOoO|WWwo o
ONOOO|WWOO
O~NOOO|WWOO
OWOOO|WWOO

*TOTALS

Alimentary System

+
+
+
+
+
+
+
+
+
+

Intestine Large, Rectum 10
Liver + + + + + 5
Inflammation 1 1 1 1 1 5 1.0
Cardiovascular System

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

NONE
Hematopoietic System

Lymph Node, Mandibular + + + o+ 4+ o+ o+ o+ o+ 4+ 10
Lymph Node, Mesenteric + + 4+ 4+ 4+ + o+ o+ o+ o+ 10
Integumentary System

NONE
Musculoskeletal System

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue

X ..Lesion present A ..Autolysis precludes evaluation
I ..Insufficient tissue BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:27
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/22/2014

Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 01:49:27
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA / NA
Species/Strain: Mouse/B6C3F1 Lab: BAT
DAYONTEST|O0|O|OfO|JO|O]O|0O]O]O
0j0o|j0|jJ]0O|J0O]j]0OjO]|]OfO]fO
B6C3F1 Mouse Female 9lo9lololololoalololg
63 MG/KG 3/3|/3|3|3|3|3|3|3]|3
ofojofojo|lOo|jO]|JOfO]O
ANIMALID| g g |o|o|o|lo|o|lo]o]o
ofojofojo|lOo|jO]|JOfO]O
771777 7|7|7|7]8
1(2|3|4|5]|6]7]8]9]0 *TOTALS
NONE

Nervous System

NONE
Respiratory System

NONE
Special Senses System

NONE
Urinary System

NONE

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue 1-4 ..Lesion qualified as:
X ..Lesion present A ..Autolysis precludes evaluation 1) Minimal 3) Moderate
I ..Insufficient tissue BLANK ..Not examined microscopically 2) Mild 4) Marked
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Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/22/2014
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 01:49:27
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/ NA
Species/Strain: Mouse/B6C3F1 Lab: BAT

DAY ON TEST
B6C3F1 Mouse Female
125 MGI/KG

ANIMAL ID

RPOOOOO|WWOWOO

NOOOO|WWOWOO

OO OOIWWOWOO

WOOOO|WWOO
ArOOOOO|WOOO
ODOVOOO|WWOO
NOOOO|WWO O
VOO OO|WWOO
OCOWOOO|WWOO
QOVWOOO|WWOO

*TOTALS

Alimentary System

+
+
+
+
+
+
+
+
+
+

Intestine Large, Rectum 10
Liver + + + + + 5
Inflammation 1 1 1 1 1 5 1.0
Cardiovascular System

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

NONE
Hematopoietic System

Lymph Node, Mandibular + + 4+ 4+ + + + + o+ o+ 10
Infiltration Cellular, Histiocyte 2 1 2 15
Lymph Node, Mesenteric + + + + + + + + + + 10
Infiltration Cellular, Histiocyte 1 1 1.0
Integumentary System

NONE

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue 1-4 ..Lesion qualified as:

X ..Lesion present A ..Autolysis precludes evaluation 1) Minimal 3) Moderate
I ..Insufficient tissue BLANK ..Not examined microscopically 2) Mild 4) Marked
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Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/22/2014

Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 01:49:27
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/NA
Species/Strain: Mouse/B6C3F1 Lab: BAT
DAYONTEST|O|(OfOfOfOfOfOfOfO0OfO
ofofofofofofofofofo
B6C3F1 Mouse Female 9lo9lololololoalololg
125 MG/KG 313[3]3]3]3[3[3]3][3
ojolfojofO0O|O|O|O]|JO]|O
ANIMALIDI 5 1o lo|o|o|o|o|o|o0]o0
ojofojoO0ofO0O|O|O|O|O]|O
8(8|8(8|8[8|8|8|8]|9
1]2]|3]4]5]6]7]8]9]0 *TOTALS

Musculoskeletal System

NONE
Nervous System

NONE
Respiratory System

NONE
Special Senses System

NONE
Urinary System

NONE

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue 1-4 ..Lesion qualified as:
X ..Lesion present A ..Autolysis precludes evaluation 1) Minimal 3) Moderate
I ..Insufficient tissue BLANK ..Not examined microscopically 2) Mild 4) Marked

Page 23



Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/22/2014
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 01:49:27
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/ NA
Species/Strain: Mouse/B6C3F1 Lab: BAT

DAY ON TEST
B6C3F1 Mouse Female
250 MG/KG

ANIMAL ID

POOOO|IWWOWOO

NOOOO|WWOWOO

WOOOO|WWOO
POOCOCO|,AOOO
JOOOO|WWOO
DOOOO|WWOO
~NOOOO|WWO O
CMOOOO|WWOO
COOOO|WWOO
OOFRPOO|IWWOO

*TOTALS

Alimentary System

Esophagus
Gallbladder
Intestine Large, Cecum
Intestine Large, Colon
Intestine Large, Rectum + + o+
Intestine Small, Duodenum
Intestine Small, lleum
Intestine Small, Jejunum
Liver
Inflammation 1 1 1 1 1 1 1 7 1.0
Necrosis 1 20
Pancreas
Salivary Glands
Stomach, Forestomach
Stomach, Glandular
Cardiovascular System

+ + + 2+ + + + 4+
+
+
+
+
+
+
Nl

+ + + + N
[ S =N © K~ Rk O

+
[EnY

Blood Vessel
Heart + 1
Endocrine System

Adrenal Cortex + 1

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue 1-4 ..Lesion qualified as:

X ..Lesion present A ..Autolysis precludes evaluation 1) Minimal 3) Moderate
I ..Insufficient tissue BLANK ..Not examined microscopically 2) Mild 4) Marked
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Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/22/2014
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 01:49:27
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/ NA
Species/Strain: Mouse/B6C3F1 Lab: BAT

DAY ON TEST
B6C3F1 Mouse Female
250 MG/KG

ANIMAL ID

POOOO|IWWOWOO
NOOOO|WWOWOO
WOOOO|WWOO
JOOOO|WWOO
DOOOO|WWOO
NOOOO|WWOO
CMOOOO|WWOO
COOOO|WWOO
OOFRPOO|IWWOO

*TOTALS

Adrenal Medulla 1
Islets, Pancreatic
Parathyroid Gland
Pituitary Gland
Thyroid Gland

General Body System

+ + + + + |ROOOCO|MNOOO

R

NONE
Genital System

Clitoral Gland + 1

Ovary + 1

Uterus
Hematopoietic System

+
Iy

Bone Marrow + 1
Lymph Node, Mandibular + + M + + + + + + + 9
Infiltration Cellular, Histiocyte 1 1 1 1 2 1 1 7 11
Lymph Node, Mesenteric + + + + + 4+ 4+ o+ 4+ 10
Infiltration Cellular, Histiocyte 2 2 1 1 1 1 1 1 1 1 10 1.2
Spleen + o+ + + + + + + + 10
Hematopoietic Cell Proliferation 3 2 2 25
Lymph Follic, Atrophy 1 1 10
Thymus + 1
* .. Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade
+ ..Tissue examined microscopically M ..Missing tissue 1-4 ..Lesion qualified as:
X ..Lesion present A ..Autolysis precludes evaluation 1) Minimal 3) Moderate
I ..Insufficient tissue BLANK ..Not examined microscopically 2) Mild 4) Marked
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Experiment Number: 88122-04
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Mouse/B6C3F1

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Compound: Elmiron (sodium pentosanpolysulfate)

CAS Number: 37319-17-8

DAYONTEST|O|O|OfO|O|0O)JO|0O|0O]O
ofofofofofofofofofo
B6C3F1 Mouse Female 9lololslolololololg
250 MG/KG 313[3]4]3]3[3[3]3][3
ojolfojofO0O|O|O|O]|JO]|O
ANIMALIDI 5 1o lo|o|o|o|o|o|o0]o0
ojojfojofO0O|O|O|O]|O0O]|12
919199199999 |0
1]12]|3]4]5]6]7]8]9]0 *TOTALS
Atrophy 3 1 30
Integumentary System
Mammary Gland + 1
Skin 1
Musculoskeletal System
Bone + 1
Nervous System
Brain + 1
Respiratory System
Lung 1
Nose 1
Trachea 1
Special Senses System
NONE
Urinary System
Kidney + 1
Casts Protein 2 1 20
Renal Tubule, Accumulation, Hyaline Droplet 2 1 20
Urinary Bladder + 1

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade
M ..Missing tissue
A ..Autolysis precludes evaluation

BLANK ..Not examined microscopically

+ ..Tissue examined microscopically
X ..Lesion present
I ..Insufficient tissue
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:27
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

4) Marked



Experiment Number: 88122-04
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Mouse/B6C3F1

DAY ON TEST
B6C3F1 Mouse Female

500 MG/KG
ANIMAL ID

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Compound: Elmiron (sodium pentosanpolysulfate)

CAS Number: 37319-17-8

RPORPROO(WWOO

NOFRPOO|WWOWOO

WORPOO|IWWOO

ArOPRPOO|WOOO

GQORFROOIWOWOO

OORFRPOOIWOWOO

NORPOO|WWOO

VOFROOIWWOWOO

O©CORrROO|WWOO
ORPFRPOO|IWWOWOO

*TOTALS

Alimentary System

Intestine Large, Rectum
Infiltration Cellular, Histiocyte
Inflammation

Liver
Inflammation

Cardiovascular System

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

NONE
Hematopoietic System

Lymph Node, Mandibular
Infiltration Cellular, Histiocyte

Lymph Node, Mesenteric
Infiltration Cellular, Histiocyte

+ P W +

N + N+

N o+ R+

+

N o+ R+

B+ N+

N o+ R+

N o+ R+

N o+ R+

+
+

10
2.0

11

10

10
10 1.7

B+ N+
N

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically
X ..Lesion present
I ..Insufficient tissue

M ..Missing tissue
A ..Autolysis precludes evaluation
BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:27
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/22/2014

Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 01:49:27
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/NA
Species/Strain: Mouse/B6C3F1 Lab: BAT
DAYONTEST|O|O|OfO|O|0O)JO|0O|0O]O
ofofofofofofofofofo
B6C3F1 Mouse Female 9lo9lololololoalololg
500 MG/KG 313[3]3]3]3[3[3]3][3
ojolfojofO0O|O|O|O]|JO]|O
ANIMALIDI 5 1o lo|o|o|o|o|o|o]o0
1111121212111
o|jolojO0OflO|O|O|O]|]O]|12
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Spleen + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Infiltration Cellular, Histiocyte 1 1 1 1 4 1.0

Integumentary System

NONE
Musculoskeletal System

NONE
Nervous System

NONE
Respiratory System

NONE
Special Senses System

NONE
Urinary System

NONE

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue 1-4 ..Lesion qualified as:
X ..Lesion present A ..Autolysis precludes evaluation 1) Minimal 3) Moderate
I ..Insufficient tissue BLANK ..Not examined microscopically 2) Mild 4) Marked
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Experiment Number: 88122-04
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Mouse/B6C3F1

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Compound: Elmiron (sodium pentosanpolysulfate)

CAS Number: 37319-17-8

S HHERHHEAHE
B6C3F1 Mouse Female 9lo9lolololololalelo
1000 MG/KG 313[3]|3[|3[3]3[3[3]3
e HHHHEBBRE
1(1f{21f212f2(2|2|2]|1]1
1 (1|12 f2(2|2]|2]|1]2
1/2|3|4|5]6]7]|8]9]0 *TOTALS
Alimentary System
Esophagus + + 4+ + 4+ + + o+ + o+ 10
Inflammation, Focal 1 1 1 1 4 1.0
Gallbladder + + + + o+ o+ o+ 4+ + 10
Inflammation, Acute 1 1 1.0
Intestine Large, Cecum + 4+ + 4+ + + o+ o+ o+ o+ 10
Intestine Large, Colon + 4+ 4+ 4+ 4+ o+ o+ o+ o+ 4+ 10
Intestine Large, Rectum + + 4+ o+ 4+ o+ o+ o+ o+ o+ 10
Infiltration Cellular, Histiocyte 4 4 4 3 2 2 1 2 2 2 10 26
Inflammation 1 2 1 1 1 1 1 7 11
Intestine Small, Duodenum + o+ o+ o+ o+ o+ o+ o+ o+ 4+ 10
Intestine Small, lleum + 4+ 4+ + 4+ o+ o+ o+ 4+ o+ 10
Intestine Small, Jejunum + 4+ 4+ 4+ 4+ o+ o+ o+ o+ 4+ 10
Liver + + 4+ + 4+ + + o+ + o+ 10
Inflammation 1 1 1 1 2 1 2 1 2 9 13
Necrosis 1 1 1.0
Vacuolization Cytoplasmic 1 1 2 10
Pancreas + 4+ + 4+ + o+ o+ o+ o+ o+ 10
Salivary Glands + + + o+ 4+ o+ o+ o+ o+ 4+ 10
Stomach, Forestomach + + + o+ 4+ o+ o+ o+ o+ 4+ 10
Stomach, Glandular + + + o+ o+ o+ o+ o+ o+ 4+ 10

Cardiovascular System

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically
X ..Lesion present
I ..Insufficient tissue

M ..Missing tissue
A ..Autolysis precludes evaluation
BLANK ..Not examined microscopically
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Date Report Requested: 10/22/2014
Time Report Requested: 01:49:27
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate

2) Mild

4) Marked



Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)
Route: GAVAGE CAS Number: 37319-17-8

Species/Strain: Mouse/B6C3F1

S HANBRRHABE
B6C3F1 Mouse Female 9lo9lolololololalelo
1000 MG/KG 3[(3[3]3[3]3]3[3[3]3
e HHHHEBBRE
1(1f212f2f2(2|2]|2]|1]1
1 (1112|212 (2|2]|12]|1]2
112]3|4[5[6|7[8]9]0 *TOTALS
Blood Vessel + 4+ 4+ + 4+ o+ o+ o+ 4+ o+ 10
Heart + + + + 4+ o+ o+ o+ o+ 4+ 10
Endocrine System
Adrenal Cortex + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Adrenal Medulla + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Islets, Pancreatic + 0+ o+ + o+ o+ o+ o+ o+ o+ 10
Parathyroid Gland + 4+ 4+ 4+ 4+ o+ o+ o+ o+ 4+ 10
Cyst 3 1 30
Pituitary Gland + 10
Thyroid Gland + + + + + + + + o+ o+ 10
General Body System
NONE
Genital System
Clitoral Gland + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Ovary + 0+ o+ o+ o+ o+ o+ 4+ o+ o+ 10
Uterus + + 4+ o+ o+ o+ + o+ 4+ 10
Hematopoietic System
Bone Marrow + 4+ 4+ 4+ o+ o+ o+ o+ o+ o+ 10
Lymph Node, Mandibular + + + + + + M + + + 9
Infiltration Cellular, Histiocyte 2 2 2 2 2 3 2 2 2 9 21
Lymph Node, Mesenteric + + + + 4+ o+ o+ o+ o+ 4+ 10
* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade
+ ..Tissue examined microscopically M ..Missing tissue
X ..Lesion present A ..Autolysis precludes evaluation
I ..Insufficient tissue BLANK ..Not examined microscopically
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Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)
Route: GAVAGE CAS Number: 37319-17-8

Species/Strain: Mouse/B6C3F1

DAYONTEST|O|O|OfO|O|0O)JO|0O|0O]O
ofofofofofofofofofo
B6C3F1 Mouse Female 9lo9lololololoalololg
1000 MG/KG 3/3[3[3[3[|3]|3|3|3]|3
ojojojojojojojojo0yo0
ANIMALIDI 5 1o lo|o|o|o|o|o|o]o0
1|]1(1j1|1f|1)12f1]1|1
1 (1112|212 (2|2]|12]|1]2
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Lymph Node, Mesenteric + + + + + + + + + o+ 10
Infiltration Cellular, Histiocyte 11 2 2 1 2 1 2 2 2 10 16
Spleen + + + + + + + 4+ + 4+ 10
Infiltration Cellular, Histiocyte 1 1 1 1 1 1 1 1 1 1 10 1.0
Thymus + + + + + + + + + + 10
Integumentary System
Mammary Gland + + 4+ + + + M + + + 9
Skin + + + + + + + 4+ + 4+ 10
Musculoskeletal System
Bone + + + o+ 4+ o+ o+ o+ o+ 4+ 10
Nervous System
Brain + + + + + + + 4+ + 4+ 10
Respiratory System
Lung + + + o+ 4+ o+ o+ o+ o+ 4+ 10
Interstitium, Inflammation 1 1 1.0
Pigmentation, Hemosiderin 1 1 10
Nose + 10
Trachea + 10
Special Senses System
NONE
* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade
+ ..Tissue examined microscopically M ..Missing tissue
X ..Lesion present A ..Autolysis precludes evaluation
| ..Insufficient tissue BLANK ..Not examined microscopically
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Experiment Number: 88122-04 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate)
Route: GAVAGE CAS Number: 37319-17-8

Species/Strain: Mouse/B6C3F1

DAYONTEST|O|(OfOfOfOfOfOfOfO0OfO
ofofofofofofofofofo
B6C3F1 Mouse Female 9lo9lolololololalelo
1000 MG/KG 313[3]|3[|3[3]3[3[3]3
ojofo|fof|of|Of|O|O|O]|O
ANIMALID| 5 1 g lo|o|o|o|o|o|o]o
111|111 ]1]1]1]1
1]1(1j1|1f|1)212f1]1]|2
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Urinary System
Kidney + + 4+ + 4+ + + o+ + o+ 10
Nephropathy 1 1 10
Urinary Bladder + + + + 4+ o+ o+ o+ o+ 4+ 10

** END OF REPORT **

* _Total animals with tissue examined microscopically; Total animals with lesion and mean severity grade

+ ..Tissue examined microscopically M ..Missing tissue
X ..Lesion present A ..Autolysis precludes evaluation
I ..Insufficient tissue BLANK ..Not examined microscopically
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