Experiment Number: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

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: 10/19/2014
Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 16:08:07
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: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

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

CAS Number: 37319-17-8

S HANBRRHABE
F 344/N Rat Male ololololalolalolals
0 MG/KG 3|!3|3[3]|3[3[3]3|3][3
amaco| (oo oo oo e el
ojo|jojojojJO0O]jO]j]O]|0O]|O
o|jo0|0O|JO0O]JO]J]O]O]O]|O0O]|1
1/2|3|4|5]6]7]|8]9]0 *TOTALS
Alimentary System
Esophagus + + 4+ + 4+ + + o+ + o+ 10
Muscularis, Inflammation, Chronic 1 1 1 3 1.5
Intestine Large, Cecum + + + + + + + 4+ o+ 4+ 10
Intestine Large, Colon + + 4+ 4+ + + o+ o+ o+ o+ 10
Intestine Large, Rectum + + + + o+ o+ o+ o+ o+ 4+ 10
Intestine Small, Duodenum + + 4+ + 4+ + + + + 0+ 10
Intestine Small, lleum + + + o+ o+ o+ o+ o+ o+ 4+ 10
Intestine Small, Jejunum + + + + + + + + o+ o+ 10
Liver + + 4+ 4+ 4+ o+ o+ o+ o+ o+ 10
Inflammation 1 1 1.0
Pancreas + 4+ + 4+ + o+ o+ o+ o+ o+ 10
Atrophy, Acute 1 1.0
Salivary Glands + + 10
Stomach, Forestomach + + 10
Stomach, Glandular + + o+ o+ o+ o+ o+ o+ o+ 4+ 10
Cardiovascular System
Blood Vessel + 10
Heart + + + + + + o+ o+ 10
Myocardium, Degeneration 1 1 1 1 1 1 1 1 1.0

Endocrine System

* _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

Page 2

Date Report Requested: 10/19/2014
Time Report Requested: 16:08:07
First Dose M/F: NA/ NA

Lab: BAT

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

4) Marked



Experiment Number: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

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

CAS Number: 37319-17-8

S HANBRRHABE
F 344/N Rat Male 9lo9lolololololalelo
0 MG/KG 3/3|3[|3[3[3]|3]|3|3]|3
ANIMALID| 51 5| {0 |o|ofofo|o]o
o(ofojfofofOf|O|O|O]|O
ojofojfofofOf|O|O|O]|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 + + + + + o+ 9
Pituitary Gland + + M + + + + + + o+ 9
Thyroid Gland + + 4+ 4+ + + o+ o+ o+ o+ 10
General Body System
NONE
Genital System
Epididymis + + 4+ + 4+ o+ 4+ 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 + + 4+ + 4+ + 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+ 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
X ..Lesion present
I ..Insufficient tissue

M ..Missing tissue
A ..Autolysis precludes evaluation
BLANK ..Not examined microscopically
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Date Report Requested: 10/19/2014
Time Report Requested: 16:08:07
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

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
o(o0o|jo0ofo0ojo0f0j0O0|j0O|0]O
0 MG/KG 313]13]3|3[3[3]3]3]3
ojofojofojo|l0|0|0]|O
ANIMALID| 6 1 o lo|lo|o|o|o|o]ofo
ojofojofojo|l0|0|0]|O
ojofojofo0o|O0O|l0O0O|O]|]O0O]|1
1]2]3|4[|5[6|7[8]9]0 *TOTALS
Integumentary System
Mammary Gland + MM + M M + + + + 6
Skin + o+ + o+ + 10
Musculoskeletal System
Bone + + + + + + + + + 4+ 10
Nervous System
Brain + + + + + + + + + o+ 10
Respiratory System
Lung 10
Nose 10
Trachea 10
Special Senses System
NONE
Urinary System
Kidney + + + + + + + 4+ + 4+ 10
Infarct 2 1 20
Renal Tubule, Cyst 2 2 2 20
Urinary Bladder + + 4+ + + + + + + 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: 10/19/2014
Time Report Requested: 16:08:07
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

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

CAS Number: 37319-17-8

oavontest| ol ol ol el el el 8] 8] 8] 8
F 344/N Rat Male 5/9l9l9lolololololog
63 MG/KG 7131313 [3[3[3[3[3][3
e HHHHARBBRE
o|jo|jo0|jO0OjJ]O]J]O]J]O]O]|0O]O
1 (1|12 f2(2|2]|2]|1]2
1/2|3|4|5]6]7]|8]9]0 *TOTALS
Alimentary System
Esophagus + 1
Intestine Large, Cecum + 1
Intestine Large, Colon + 1
Intestine Large, Rectum + + + + + + + + + 4+ 10
Intestine Small, Duodenum + 1
Intestine Small, lleum + 1
Intestine Small, Jejunum + 1
Liver + + 2
Hepatodiaphragmatic Nodule X X 2
Midzonal, Vacuolization Cytoplasmic 1 1 10
Pancreas + 1
Salivary Glands + 1
Stomach, Forestomach + 1
Stomach, Glandular + 1
Cardiovascular System
Blood Vessel + 1
Heart 1
Endocrine System
Adrenal Cortex 1
Adrenal Medulla 1

* _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: 10/19/2014
Time Report Requested: 16:08:07
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014

Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 16:08:07
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/ NA
Species/Strain: Rat/F 344/N Lab: BAT
savontest o foTolelelelelele]s
F 344/N Rat Male 5/9l9l9lolololololog
63 MG/KG 713[3]13]3]3[3[3]3][3
e HHHHARBBRE
o(ofojfofof|Of|O|O|O]|O
111|111 ]|]1]1]|]1]|1]2
112]3|4[5[6|7[8]9]0 *TOTALS
Islets, Pancreatic + 1
Parathyroid Gland + 1
Pituitary Gland + 1
Thyroid Gland + 1
General Body System
NONE
Genital System
Epididymis + 1
Preputial Gland + 1
Prostate + 1
Seminal Vesicle + 1
Testes + 1
Hematopoietic System
Bone Marrow + 1
Lymph Node, Mandibular + 1
Lymph Node, Mesenteric + 1
Spleen + 1
Thymus + 1
Integumentary System
Mammary Gland + 1
Skin + 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: 88122-03 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: Rat/F 344/N

DAYONTEST|O|(OfOfOfOfOfOfOfO0OfO
ojo0of0jO0O|l0O|]O|JO|O]OfO
63 MG/KG 713|3]|3[3[3[3]|3][3]3
ofojofojo|lojojofo]o
ANIMALID| 5 lo|o|o|lo|o|o|lo|o]o
ofojofojo|fojojofoj]o
1]1(1j1|1f|1)212f1]1]|2
1/2|3|4|5]6]7]|8]9]0 *TOTALS
Skin + 1
Musculoskeletal System
Bone + 1
Nervous System
Brain + 1
Peripheral Nerve + 1
Spinal Cord + 1
Respiratory System
Lung + + + + 4+ o+ o+ o+ + 4+ 10
Alveolus, Infiltration Cellular, Histiocyte 1 1 2 10
Interstitium, Edema 3 1 30
Nose + 1
Trachea + 1
Special Senses System
NONE
Urinary System
Kidney + 1
Urinary Bladder + 1
* _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: 10/19/2014
Time Report Requested: 16:08:07
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 16:08:07
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/ NA
Species/Strain: Rat/F 344/N Lab: BAT

DAY ON TEST
F 344/N Rat Male
125 MG/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
Infiltration Cellular, Histiocyte
Inflammation, Chronic Active
Ulcer, Chronic

Liver + + 2
Hepatodiaphragmatic Nodule X X 2

Cardiovascular System

1.0
1.0

s
[y
= N

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

NONE
Hematopoietic System

Lymph Node, Mandibular + + + + 4+ o+ o+ o+ o+ 4+ 10
Lymph Node, Mesenteric + + 4+ 4+ + + 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: 88122-03 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: Rat/F 344/N

DAY ON TEST
F 344/N Rat Male
125 MG/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
Musculoskeletal System

NONE
Nervous System

NONE
Respiratory System

Lung + + + + 4+ o+ + o+ o+ 4+ 10
Alveolus, Infiltration Cellular, Histiocyte 1 1 1 1 1 5 1.0
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: 10/19/2014
Time Report Requested: 16:08:07
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014

Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 16:08:07
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/NA
Species/Strain: Rat/F 344/N Lab: BAT
DAYONTEST|O|(OfOfOfOfOfOfOfO0OfO
ojo0of0jO0O|l0O|]O|JO|O]OfO
250 MG/KG 313131333 [3[3[3]3
ofojofojo|lojojofo]o
ANIMALIDI 5 1o lo|o|o|o|o|o|o0]o0
ofojofojo|lfojojofo]o
3(3]13(3|3|3|3|3[3]4
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Alimentary System
Intestine Large, Rectum + + 4+ 4+ + + + o+ o+ o+ 10
Infiltration Cellular, Histiocyte 1 1 1 1 1 2 1 7 11
Inflammation, Chronic Active 1 1 1 1 1 1 1 7 1.0
Ulcer, Chronic 1 1 1 3 10
Liver + + + + + + + 4+ o+ 4+ 10
Inflammation 1 1 10
Cardiovascular System
NONE
Endocrine System
NONE
General Body System
NONE
Genital System
NONE
Hematopoietic System
Lymph Node, Mandibular + + + + + + + + + + 10
Infiltration Cellular, Histiocyte 1 1 1 3 10
Lymph Node, Mesenteric + + + + + + + + + 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: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

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

CAS Number: 37319-17-8

DAY ON TEST
F 344/N Rat Male
250 MGI/KG

ANIMAL ID

ODWOOO|WWOO

~NWOOO|WWOoO O
VWOOO|IWWOO
OhOOO|IWWOOO

*TOTALS

Infiltration Cellular, Histiocyte
Spleen
Integumentary System

+ P [(PWOOCO|WWOWOO

NONE
Musculoskeletal System

NONE
Nervous System

NONE
Respiratory System

Lung
Alveolus, Infiltration Cellular, Histiocyte 1
Special Senses System

NONE
Urinary System

NONE

+ P INWOOO|WWOWOO

+ P [WWOOO|WWOO

+ P [RPWOOO|WWOOO

+ P [OIWOOO|WWOO

6 10

+ P [OWOOO|WWOO

+

10

1.2

* _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: 10/19/2014
Time Report Requested: 16:08:07
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014

Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 16:08:07
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/NA
Species/Strain: Rat/F 344/N Lab: BAT
oavontestl ol ol ol el el 2] 8] 8] 8] 8
F 344/N Rat Male ololololol3lolololo
500 MG/KG 313133323 [3[3]3
ANIMALID| 0 | o | o {0 |olo|o|o]|o]o
ofojofojo|lojojofoj]o
4 (41444441445
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Alimentary System
Esophagus + + 2
Muscularis, Inflammation, Chronic 1 1 1.0
Ulcer 1 1 1.0
Intestine Large, Cecum + 1
Intestine Large, Colon + 1
Intestine Large, Rectum + + 4+ 4+ + + + + o+ o+ 10
Infiltration Cellular, Histiocyte 2 2 1 2 1 2 2 1 1 9 16
Inflammation, Chronic Active 1 1 1 1 1 2 1 1 8 1.1
Ulcer, Chronic 1 1 1 1 1 1 1 7 1.0
Intestine Small, Duodenum + 1
Intestine Small, lleum + 1
Intestine Small, Jejunum + 1
Liver + + + + + + + 4+ + 4+ 10
Hepatodiaphragmatic Nodule 1
Inflammation 1 1 1.0
Inflammation, Granulomatous 1 1 1 1 4 1.0
Midzonal, Vacuolization Cytoplasmic 1 1 1 1 4 1.0
Pancreas + 1
Hemorrhage 2 1 20
Salivary Glands + 1
Stomach, Forestomach + 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: 88122-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014

Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 16:08:08
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/NA
Species/Strain: Rat/F 344/N Lab: BAT
oavontestl ol ol ol el el 2] 8] 8] 8] 8
F 344/N Rat Male ololololol3lolololo
500 MG/KG 313133323 [3[3]3
r  HHHHARBBRE
ofojofojo|lojojofoj]o
4 (41444441445
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Hemorrhage 2 1 20
Stomach, Glandular + 1
Cardiovascular System
Blood Vessel + 1
Heart + 1
Endocrine System
Adrenal Cortex + 1
Adrenal Medulla + 1
Islets, Pancreatic + 1
Parathyroid Gland + 1
Pituitary Gland M 0
Thyroid Gland + 1
General Body System
NONE
Genital System
Epididymis + 1
Preputial Gland + 1
Prostate + 1
Seminal Vesicle + 1
Testes + 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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P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Compound: Elmiron (sodium pentosanpolysulfate)
CAS Number: 37319-17-8

Experiment Number: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

S HANBRRHABE
F 344/N Rat Male ololololol3lolololo
500 MG/KG 313[3]3]3]2]3[3]3][3
r  HHHHARBBRE
ojolfojofO0O|O|O|O|JO]|O
4144|1444 |4|4]|4]5
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Hematopoietic System
Bone Marrow + 1
Lymph Node, Mandibular + + + + + + + + + + 10
Infiltration Cellular, Histiocyte 1 1 1 1 2 1 1 1 8 1.1
Lymph Node, Mesenteric + + + + + + + + + o+ 10
Infiltration Cellular, Histiocyte 1 1 2 2 1 2 1 1 8 14
Spleen + + + + + + + 4+ o+ 4+ 10
Lymph Follic, Depletion Cellular 3 1 30
Thymus + 1
Atrophy 2 1 20
Integumentary System
Mammary Gland + 1

Skin + 1
Musculoskeletal System

Bone + 1
Nervous System

Brain + 1
Respiratory System

Lung + + + o+ 4+ o+ o+ o+ o+ 4+ 10
Alveolus, Infiltration Cellular, Histiocyte 1 2 1 1 1 1 1 1 1 1 10 11

* _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: 10/19/2014
Time Report Requested: 16:08:08
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014

Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 16:08:08
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/NA
Species/Strain: Rat/F 344/N Lab: BAT
oavontestl ol ol ol el el 2] 8] 8] 8] 8
F 344/N Rat Male ololololol3lolololo
500 MG/KG 313[3]3]3]2]3[3]3][3
r  HHHHARBBRE
ofojofojo|lojojofoj]o
4 (41444441445
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Inflammation, Acute 3 1 3.0
Interstitium, Inflammation, Chronic 1 1 10
Nose + 1
Trachea + 1
Hemorrhage 1 1 10
Special Senses System
NONE
Urinary System
Kidney + + + + + + + + + + 10
Inflammation 1 1 1.0
Renal Tubule, Necrosis 3 1 30
Urinary Bladder + 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: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

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

CAS Number: 37319-17-8

oavontest| ol ol ol el el el 8] 8] 8] 8
F 344/N Rat Male ol3lololololololalo
1000 MGI/KG 311134133 [3[3[3][3
e HHHHARBBRE
ojo|jo0jO0O]J]O]J]O]J]O]O]|0O]O
5|/5|5|5|5|5[5|5|5|6
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Alimentary System
Esophagus + + + + + + + + o+ o+ 10
Muscularis, Inflammation, Chronic 1 1 1 1 1 1 1 7 1.0
Intestine Large, Cecum + + + + + + + 4+ + 4+ 10
Intestine Large, Colon + + + + + + + + + o+ 10
Intestine Large, Rectum + A+ + + + + + + 4+ 9
Infiltration Cellular, Histiocyte 2 2 2 2 2 2 2 2 8 20
Inflammation, Chronic Active 2 1 2 2 2 2 2 1 8 1.8
Ulcer, Chronic 2 1 2 2 1 1 1 7 14
Intestine Small, Duodenum + + + + + + + + + + 10
Intestine Small, lleum + + + + + + + + + + 10
Intestine Small, Jejunum + + + + + + + + + o+ 10
Liver + + + + + + + o+ + o+ 10
Hepatodiaphragmatic Nodule X X X X 4
Inflammation, Granulomatous 1 1 2 1 1 1 6 1.2
Midzonal, Vacuolization Cytoplasmic 2 2 2 1 2 2 1 1 8 16
Pancreas + 4+ + + + + + + o+ o+ 10
Acinus, Atrophy 1 1 2 10
Salivary Glands + + + 10
Stomach, Forestomach + + + 10
Stomach, Glandular A + + 9

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: 10/19/2014
Time Report Requested: 16:08:08
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014

Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 16:08:08
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/NA
Species/Strain: Rat/F 344/N Lab: BAT
oavontest| ol ol ol el el el 8] 8] 8] 8
F 344/N Rat Male ol3lololololololalo
1000 MGI/KG 311134133 [3[3[3][3
e HHHHARBBRE
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
Blood Vessel + + 4+ + 4+ + + + + o+ 10
Heart + + + + + + + + 4+ o+ 10
Myocardium, Degeneration 1 1 1 1 1 1 1 7 1.0
Endocrine System
Adrenal Cortex + + + + + + + + + o+ 10
Adrenal Medulla + + + + + + + + + 4+ 10
Islets, Pancreatic + + 4+ + 4+ + + + + 0+ 10
Parathyroid Gland M M + + + + + + + + 8
Pituitary Gland + + 4+ 4+ 4+ o+ o+ o+ o+ o+ 10
Pars Distalis, Hyperplasia, Focal 1 1 10
Thyroid Gland + + + + + + + + + 4+ 10
General Body System
NONE
Genital System
Epididymis + + + + + + + + + + 10
Inflammation, Chronic 2 1 20
Preputial Gland + 10
Prostate + 10
Inflammation, Chronic 2 1 20
Seminal Vesicle + + + + 4+ o+ o+ o+ o+ 4+ 10
Inflammation, Chronic 3 1 3.0
* _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
| ..Insufficient tissue BLANK ..Not examined microscopically 2) Mild 4) Marked
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Experiment Number: 88122-03 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: Rat/F 344/N

DAYONTEST|O|Of(O|O|0O|O|O|O|O|O
ofofofofofofofofofo
1000 MGI/KG 311]13]4]13[3[3]3]3]3
ojojojojojojojojo0yo0
ANIMALID| 6 1 o lo|lo|o|o|o|o]ofo
ojo0|jo0ojo0ojJ0O0O|J]0O0O]0O]0O]|0O]|O
5|15|5|5|5|5[5|[5|5|6
112]3|4[|5[6|7[8]9]0 *TOTALS
Testes + + + + + + + + + 4+ 10
Hematopoietic System
Bone Marrow + + + + 4+ + + + + 4+ 10
Lymph Node, Mandibular + + + 4+ + + + 10
Infiltration Cellular, Histiocyte 1 1 2 1 2 1 1 7 13
Lymph Node, Mesenteric + A + + + + + + + + 9
Infiltration Cellular, Histiocyte 2 2 2 1 1 2 2 2 8 1.8
Spleen + + + + + + + 4+ + 4+ 10
Lymph Follic, Depletion Cellular 3 1 30
Thymus + + + + + + + + + + 10
Integumentary System
Mammary Gland + + 4+ + M M + + + M 7
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
Alveolus, Infiltration Cellular, Histiocyte 1 1 1 2 1 2 1 1 8 13
* _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: 10/19/2014
Time Report Requested: 16:08:08
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

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

CAS Number: 37319-17-8

savontest g ololelelelelele]s
F 344/N Rat Male ol3lololololololalo
1000 MGI/KG 311134133 [3[3[3][3
e HHHHARBBRE
ojo|jo0jO0O]J]O]J]O]J]O]O]|0O]O
5|/5|5|5|5|5[5|5|5|6
1/2|3|4|5]6]7]|8]9]0 *TOTALS
Congestion 2 1 20
Hemorrhage 3 1 30
Interstitium, Edema 2 2 2 20
Interstitium, Inflammation, Chronic 1 1 1 3 1.0
Nose + + 10
Trachea 10
Special Senses System
NONE
Urinary System
Kidney + + + A + + + + + + 9
Hemorrhage 2 1 20
Inflammation 1 1 10
Renal Tubule, Vacuolization Cytoplasmic 1 1 1 1 1 1 1 1 8 1.0
Urinary Bladder + + + + + + + + + + 10

***END OF MALE DATA***

* _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: 10/19/2014
Time Report Requested: 16:08:08
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014

Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 16:08:08
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/NA
Species/Strain: Rat/F 344/N Lab: BAT
R HHEHHEAHE
F 344/N Rat Female 9lo9lololololoalololg
0 MG/KG 313[3]3]3]3[3[3]3][3
R RHHERBE
ojojojojojojojo0j0]o0
6|/ 6|6 |6|6|6|[6|[6|6|7
1]2]|3]4]|5]6]7]8]9]0 *TOTALS
Alimentary System
Esophagus + + + + + + + + o+ o+ 10
Muscularis, Inflammation, Chronic 1 1 1 2 4 1.3
Intestine Large, Cecum + + + + + + + 4+ o+ 4+ 10
Intestine Large, Colon + + + + + + + + + o+ 10
Intestine Large, Rectum + + + + + + + + + 4+ 10
Intestine Small, Duodenum + + 4+ + 4+ + + + + 0+ 10
Intestine Small, lleum + + 4+ + 4+ + + o+ + o+ 10
Intestine Small, Jejunum + + + + + + + + o+ o+ 10
Liver + + + + 4+ o+ o+ o+ o+ 4+ 10
Hepatodiaphragmatic Nodule X 1
Inflammation, Granulomatous 1 2 1 1 9 1.2
Pancreas + + + + + + + + 4+ o+ 10
Acinus, Atrophy 1 1 2 1.0
Salivary Glands + + 4+ 4+ 4+ o+ o+ o+ o+ o+ 10
Stomach, Forestomach + + + + 4+ o+ o+ o+ o+ 4+ 10
Stomach, Glandular + + 4+ + + + + + + o+ 10
Cardiovascular System
Blood Vessel + + 10
Heart + + + + + + + o+ o+ 4+ 10
Myocardium, Degeneration 1 1 2 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
| ..Insufficient tissue BLANK ..Not examined microscopically 2) Mild 4) Marked
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Experiment Number: 88122-03 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: Rat/F 344/N

S HANBRRHABE
F 344/N Rat Female 9lololololalolololo
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
1]2]|3]4]|5]6]7]8]9]0 *TOTALS
Endocrine System
Adrenal Cortex + + 4+ 4+ 4+ + o+ o+ o+ o+ 10
Adrenal Medulla + + 4+ 4+ 4+ o+ o+ o+ o+ o+ 10
Islets, Pancreatic + + + + + + + + o+ o+ 10
Parathyroid Gland + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Pituitary Gland + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Thyroid Gland + + 4+ 4+ + o+ o+ o+ o+ o+ 10
General Body System
NONE
Genital System
Clitoral Gland + 9
Ovary + + 10
Cyst 3 1 3.0
Uterus + o+ o+ o+ o+ o+ o+ 4+ o+ o+ 10
Endometrium, Hyperplasia, Cystic 1 1 10
Hematopoietic System
Bone Marrow + + + + 4+ o+ o+ o+ o+ 4+ 10
Lymph Node, Mandibular + + + + 4+ o+ o+ o+ o+ 4+ 10
Lymph Node, Mesenteric + + + + 4+ o+ o+ o+ o+ 4+ 10
Spleen + 4+ 4+ + o+ o+ o+ o+ o+ o+ 10
Thymus + 4+ 4+ + 4+ o+ o+ o+ 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: 10/19/2014
Time Report Requested: 16:08:08
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03 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: Rat/F 344/N

DAYONTEST|O|O|OfO|O|0O)JO|0O|0O]O
ofofofofofofofofofo
0 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
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
Thymus + + + + + + + + + o+ 10
Integumentary System
Mammary Gland + M + + + + + + + + 9

Skin + + + + 4+ o+ o+ o+ o+ 4+ 10
Musculoskeletal System

Bone + + + + + + + 4+ + 4+ 10

Nervous System

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

Lung + + + + + + + 4+ + 4+ 10
Nose + + + + + + + + + 0+ 10
Trachea + + + + + + + + + o+ 10

Special Senses System

NONE

Urinary System

Kidney + o+ o+ o+ o+ o+ o+ o+ o+ o+ 10
Urinary Bladder + + 4+ + 4+ o+ 4+ o+ o+ 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
I ..Insufficient tissue BLANK ..Not examined microscopically
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Date Report Requested: 10/19/2014
Time Report Requested: 16:08:08
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Compound: Elmiron (sodium pentosanpolysulfate)
CAS Number: 37319-17-8

Date Report Requested: 10/19/2014
Time Report Requested: 16:08:08
First Dose M/F: NA/ NA

Lab: BAT

Experiment Number: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

DAY ON TEST
F 344/N Rat Female
63 MG/KG

ANIMAL ID

PNOOO|WWOO

NNOOO|WWOO

WNOOO|WWOOo

ANOOO|WOOO

O~NOOO|WWOO

ONOOO|WWOO

NNOOO|WWwWwoOOo

O~NOOO|WWOO

O~NOOO|WWOO

OWOOO|WWOO

*TOTALS

Alimentary System

Intestine Large, Rectum
Infiltration Cellular, Histiocyte

10

10
1 1 1 10 1.0

Liver
Inflammation, Granulomatous 1 1 1 1 1
Cardiovascular System

P+ e+
P+ e+

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
Integumentary System

P+ e+
N

* _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

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate
2) Mild 4) Marked
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Experiment Number: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

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

CAS Number: 37319-17-8

DAY ON TEST
F 344/N Rat Female
63 MG/KG

ANIMAL ID

PNOOO|WWOO

NNOOO|WWOO

WNOOO|WWOOo

ANOOO|WOOO

O~NOOO|WWOO

ONOOO|WWOO

NNOOO|WWwWwoOOo

O~NOOO|WWOO

O~NOOO|WWOO
OWOOO|WWOO

*TOTALS

NONE
Musculoskeletal System

NONE
Nervous System

NONE
Respiratory System

Lung +
Alveolus, Infiltration Cellular, Histiocyte 1
Bronchiole, Foreign Body
Interstitium, Inflammation, Chronic

Special Senses System

NONE
Urinary System

NONE

+ + 10
1.0

1 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: 10/19/2014
Time Report Requested: 16:08:08
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Compound: Elmiron (sodium pentosanpolysulfate)
CAS Number: 37319-17-8

Date Report Requested: 10/19/2014
Time Report Requested: 16:08:08
First Dose M/F: NA/ NA

Lab: BAT

Experiment Number: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

DAY ON TEST
F 344/N Rat Female
125 MGI/KG

ANIMAL ID

RPOOOOO|WWOWOO

NOOOO|WWOWOO

WOOOO|WWOO

ArOOOOO|WOOO

OO OOIWWOWOO

OO OOWWOO

NOOOOO|WWOO

VOO OO|WWOO

O©COOOOIWWOO

QOVWOOO|WWOO

*TOTALS

Alimentary System

Intestine Large, Rectum
Infiltration Cellular, Histiocyte

10

10
1 1 1 10 1.0

Liver
Inflammation, Granulomatous 1 1 1 1 1 1
Cardiovascular System

P+ e+

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
Integumentary System

P+ e+
+
P+ e+
o1

* _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

1-4 ..Lesion qualified as:
1) Minimal 3) Moderate
2) Mild 4) Marked
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Experiment Number: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Compound: Elmiron (sodium pentosanpolysulfate)
CAS Number: 37319-17-8

DAY ON TEST
F 344/N Rat Female
125 MGI/KG

ANIMAL ID

RPOOOOO|WWOWOO

NOOOO|WWOWOO

WOOOO|WWOO

ArOOOOO|WOOO

OO OOIWWOWOO

OO OOWWOO
NOOOOO|WWOO
VOO OO|WWOO
O©COOOOIWWOO

QOVWOOO|WWOO

*TOTALS

NONE
Musculoskeletal System

NONE
Nervous System

NONE
Respiratory System

Lung +
Alveolus, Infiltration Cellular, Histiocyte 1
Special Senses System

NONE
Urinary System

NONE

+ 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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1.0

Date Report Requested: 10/19/2014
Time Report Requested: 16:08:09
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

DAY ON TEST
F 344/N Rat Female

250 MG/KG
ANIMAL ID

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

CAS Number: 37319-17-8

POOOO|IWWOWOO

NOOOO|WWOWOO

WOOOO|WWOO

PrOOOCO|WOOO

GQOOOOWWOWOO

ODOOOO0OIWWOO

NOOOO|WWOO

VOOOOIWWOO

COOOO|WWOO
OOFRPOO|IWWOO

*TOTALS

Alimentary System

Intestine Large, Cecum
Infiltration Cellular, Histiocyte
Intestine Large, Rectum
Infiltration Cellular, Histiocyte
Liver
Hepatodiaphragmatic Nodule
Inflammation, Granulomatous
Cardiovascular System

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

Ovary
Cyst
Hematopoietic System

Lymph Node, Mandibular

P X + B +

+

1.0

+ 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: 10/19/2014
Time Report Requested: 16:08:09
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

DAY ON TEST
F 344/N Rat Female

250 MG/KG
ANIMAL ID

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

CAS Number: 37319-17-8

POOOO|IWWOWOO

NOOOO|WWOWOO

WOOOO|WWOO

PrOOOCO|WOOO

ODOOOO0OIWWOO

COOOO|WWOO
OOFRPOO|IWWOO

*TOTALS

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

NONE
Musculoskeletal System

NONE
Nervous System

NONE
Respiratory System

Lung
Alveolus, Infiltration Cellular, Histiocyte
Infiltration Cellular, Histiocyte
Interstitium, Inflammation, Chronic
Special Senses System

NONE
Urinary System

NONE

+

+

P 4+ P |UTOOO0OIWWOWOO

+

P 4+ P |INOOOO|WWOO

P+ P |0O0COO0COIWWOWOO

3 10

+
~

1 7 10

10
1 1 6 1.0
1 10
1 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: 10/19/2014
Time Report Requested: 16:08:09
First Dose M/F: NA/ NA

Lab: BAT

1-4 ..Lesion qualified as:

1) Minimal 3) Moderate
2) Mild 4) Marked



Experiment Number: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

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

CAS Number: 37319-17-8

DAYONTEST|O|(OfOfOfOfOfOfOfO0OfO
ofofofofofofofofofo
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
Alimentary System
Intestine Large, Rectum + + 4+ 4+ + + + o+ o+ o+ 10
Infiltration Cellular, Histiocyte 2 2 1 2 1 1 1 1 2 2 10 15
Inflammation, Chronic Active 1 1 1 1 1 1 1 1 1 9 1.0
Ulcer, Chronic 1 1 1 1 1 1 6 1.0
Liver + + + + + + + 4+ o+ 4+ 10
Inflammation, Granulomatous 1 1 2 1 1 1 1 1 2 9 12
Cardiovascular System
NONE
Endocrine System
NONE
General Body System
NONE
Genital System
NONE
Hematopoietic System
Lymph Node, Mandibular + + + + + + + + + + 10
Infiltration Cellular, Histiocyte 1 1 1 3 10
Lymph Node, Mesenteric + + + + + + + + + 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: 10/19/2014
Time Report Requested: 16:08:09
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014
Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 16:08:09
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/ NA
Species/Strain: Rat/F 344/N Lab: BAT

DAY ON TEST
F 344/N Rat Female
500 MGI/KG

ANIMAL ID

RPORPROO(WWOO

WORPOO|IWWOO

ORPFRPOO|IWWOWOO

*TOTALS

Infiltration Cellular, Histiocyte 7 10
Spleen +

Integumentary System

+ P [NOrROO|WWOO
+ P |[hOroojwwoo
+ P [UIOFrROO|WWOO
+ P [OOFrROO|WWOWOO
+ P [NOrOO|WWOoOO
+ P [0OFrROO|WWOO
+ P [OOFrROO|WWOO

+ 10

NONE
Musculoskeletal System

NONE
Nervous System

NONE
Respiratory System

Lung + + + + + + + + 4+ 10
Alveolus, Foreign Body

Alveolus, Infiltration Cellular, Histiocyte
Interstitium, Inflammation, Chronic

Special Senses System

1 1 1 1 1 1 7 1.0
1 1 3 10

PP X+
[EnY

NONE
Urinary System

Kidney + + + + + + + + + + 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: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

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

CAS Number: 37319-17-8

R HHEHHEAHE
F 344/N Rat Female 9lo9lololololoalololg
1000 MGI/KG 313131333 [3[3[3]3
R HHEBRE
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 + + + + + + + + o+ o+ 10
Muscularis, Inflammation, Chronic 1 1 1 1 1 1 1 7 1.0
Intestine Large, Cecum + + + + + + + + 10
Inflammation, Chronic Active 2 1 20
Intestine Large, Colon + + + + + + + + + o+ 10
Intestine Large, Rectum + + 4+ 4+ + + + + o+ o+ 10
Infiltration Cellular, Histiocyte 2 2 2 2 2 2 2 2 2 2 10 2.0
Inflammation, Chronic Active 2 1 1 1 1 1 2 2 2 1 10 1.4
Ulcer, Chronic 1 1 1 1 1 1 1 1 8 1.0
Intestine Small, Duodenum + + + + + + + + + o+ 10
Intestine Small, lleum + + + + + + + + + o+ 10
Intestine Small, Jejunum + + 4+ 4+ + + + + o+ o+ 10
Liver + + + + + + + + + o+ 10
Hepatodiaphragmatic Nodule X 1
Inflammation, Granulomatous 2 1 1 1 1 1 1 1 2 2 10 1.3
Midzonal, Vacuolization Cytoplasmic 1 1 1 1 1 1 1 7 10
Pancreas + 4+ + + + + + + o+ o+ 10
Salivary Glands + + 4+ 4+ + + + + o+ o+ 10
Stomach, Forestomach + + 4+ + 4+ + + o+ + o+ 10
Stomach, Glandular + + + + + + + + + o+ 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: 10/19/2014
Time Report Requested: 16:08:09
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014

Test Type: 90-DAY Test Compound: Elmiron (sodium pentosanpolysulfate) Time Report Requested: 16:08:09
Route: GAVAGE CAS Number: 37319-17-8 First Dose M/F: NA/NA
Species/Strain: Rat/F 344/N Lab: BAT
R HHEHHEAHE
F 344/N Rat Female 9lo9lololololoalololg
1000 MGI/KG 313[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
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Blood Vessel + + 4+ + 4+ + + + + o+ 10
Heart + + + + + + + + 4+ o+ 10
Myocardium, Degeneration 1 1 1 1 1 5 1.0
Endocrine System
Adrenal Cortex + + + + + + + + + o+ 10
Adrenal Medulla + + + + + + + + + 4+ 10
Islets, Pancreatic + + 4+ + 4+ + + + + 0+ 10
Parathyroid Gland + M + + + + + + + o+ 9
Pituitary Gland + + 4+ 4+ 4+ o+ o+ o+ o+ o+ 10
Thyroid Gland + + 4+ 4+ 4+ o+ o+ o+ o+ o+ 10
General Body System
NONE
Genital System
Clitoral Gland + 10
Ovary + 10
Cyst 3 1 3.0
Uterus + + + + + + + + 4+ o+ 10
Hematopoietic System
Bone Marrow + 10
Lymph Node, Mandibular + + + + + + + + + 4+ 10
Infiltration Cellular, Histiocyte 11 1 1 2 1 1 2 1 1 10 1.2
* _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
| ..Insufficient tissue BLANK ..Not examined microscopically 2) Mild 4) Marked
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Experiment Number: 88122-03
Test Type: 90-DAY

Route: GAVAGE
Species/Strain: Rat/F 344/N

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

CAS Number: 37319-17-8

R HHEHHEAHE
F 344/N Rat Female 9lo9lololololoalololg
1000 MGI/KG 313[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
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Infiltration Cellular, Histiocyte 1 1 1 1 2 1 1 2 1 1 10 1.2
Lymph Node, Mesenteric + + 4+ 4+ + + + + o+ o+ 10
Infiltration Cellular, Histiocyte 1 1 1 1 1 1 1 1 1 2 10 11
Spleen + + + + + + + + + o+ 10
Capsule, Inflammation, Focal 1 1 1.0
Thymus + + + + + + + + + + 10
Integumentary System
Mammary Gland + 10
Skin 10
Musculoskeletal System
Bone + + + + + + + + + + 10
Nervous System
Brain + + + + + + + + + o+ 10
Respiratory System
Lung + + + + + + + + 4+ 10
Alveolus, Infiltration Cellular, Histiocyte 1 2 2 1 1 1 1 2 1 9 13
Hematopoietic Cell Proliferation 1 1 10
Interstitium, Inflammation, Chronic 1 1 1 1 1 1 6 1.0
Nose + o+ + o+ + 10
Trachea + 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: 10/19/2014
Time Report Requested: 16:08:09
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88122-03

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL

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

Route: GAVAGE
Species/Strain: Rat/F 344/N

CAS Number: 37319-17-8

DAYONTEST|O|O|OfO|O|0O)JO|0O|0O]O
ofofofofofofofofofo
F 344/N Rat Female 9lololololololalolo
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 o |lo|o|o|o|o|ofo
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
Special Senses System
NONE
Urinary System
Kidney + + 4+ 4+ 4+ o+ o+ o+ o+ o+ 10
Renal Tubule, Vacuolization Cytoplasmic 11 1 1 1 1 1 1 1 1 10 1.0
Urinary Bladder + + 4+ 4+ + o+ o+ o+ o+ o+ 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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Date Report Requested: 10/19/2014
Time Report Requested: 16:08:09
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



