Experiment Number: 88035-03
Test Type: 90-DAY
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: Primidone (primaclone) Time Report Requested: 08:29:33
CAS Number: 125-33-7 First Dose M/F: NA/ NA
Lab: BAT

C88035
03/16/1992
All

All

All

All

All

Both
NONE



Experiment Number: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014

Test Type: 90-DAY Test Compound: Primidone (primaclone) Time Report Requested: 08:29:33
Species/Strain: Rat/F 344/N CAS Number: 125-33-7 First Dose M/F: NA/NA
Lab: BAT
e HEHHERHHRE
F 344/N Rat Male olololololololololo
0% 2121221222 2]|2]2
R RHHRRBE
ofojofojo|jojojofoj]o
ofojofojo|lo|joO]|J0Of0O]12
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Alimentary System
Esophagus + + + + + + + + o+ o+ 10
Intestine Large, Cecum + + + + + + + + + 4+ 10
Intestine Large, Colon + + + + + + + + + + 10
Intestine Large, Rectum + + + + + + + + + 4+ 10
Intestine Small, Duodenum + + + + + + + + + o+ 10
Intestine Small, lleum + + 4+ + 4+ + + + + 0+ 10
Intestine Small, Jejunum + + 4+ 4+ + + + o+ o+ o+ 10
Liver + + + + + + + 4+ + 4+ 10
Hepatodiaphragmatic Nodule X X X 3
Pancreas + 4+ + + + + + + o+ o+ 10
Salivary Glands + + + + + + + + + o+ 10
Stomach, Forestomach + + 4+ + 4+ + + + + 0+ 10
Stomach, Glandular + + 4+ + 4+ + + o+ + o+ 10
Cardiovascular System
Blood Vessel + + + + + + + + + o+ 10
Heart + 4+ + + + + + + o+ o+ 10
Cardiomyopathy, Chronic 1 2 1 1 2 1 2 1 8 14
Endocrine System
Adrenal Cortex + + + + + + + + + 4+ 10
Adrenal Medulla + + + + + + + + + 4+ 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

Page 2



Experiment Number: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014

Test Type: 90-DAY Test Compound: Primidone (primaclone) Time Report Requested: 08:29:33
Species/Strain: Rat/F 344/N CAS Number: 125-33-7 First Dose M/F: NA/NA
Lab: BAT
oavontesti ool 81l sl ol o] o] 8] 8
F 344/N Rat Male olololololololololo
0% 212122222 |2|2]|2
ANIMALID| | 0 | o |olofolo|o|o]o
ojojojojojojo0ojo0j0]o0
ojojojojojojojojo0|1
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Islets, Pancreatic + + 4+ + 4+ + + + + o+ 10
Parathyroid Gland + + 4+ + M + + + + o+ 9
Pituitary Gland + + 4+ 4+ + + + o+ o+ o+ 10
Pars Distalis, Cyst X 1
Thyroid Gland + + + + + + + + + + 10
General Body System
NONE
Genital System
Epididymis + o+ + o+ 10
Preputial Gland + o+ + o+ 10
Prostate + o+ + o+ 10
Inflammation, Chronic Active 1 1 2 1 4 13
Seminal Vesicle + o+ + o+ 10
Testes + o+ + + o+ 10
Germinal Epith, Degeneration 2 1 1 3 13
Hematopoietic System
Bone Marrow + + + + + + + + + o+ 10
Lymph Node, Mandibular + + 4+ + 4+ + + o+ + o+ 10
Lymph Node, Mesenteric + + + + + + + + + + 10
Spleen + + + + + + + + + + 10
Thymus + + + + + + + + + + 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: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Primidone (primaclone)
Species/Strain: Rat/F 344/N CAS Number: 125-33-7
DAYONTEST|O|Of(O|O|0O|O|O|O|O|O
o(o0o|jo0ofo0ojo0f0j0O0|j0O|0]O
0% 2|2|2]2]|2|2]|2]|2]|2]2
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 + + 4+ 4+ + + + o+ o+ o+ 10
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
Nephropathy 1 1 1 1 1 1 1 1 1 9 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

Page 4

Date Report Requested: 10/19/2014
Time Report Requested: 08:29:33
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014
Test Type: 90-DAY Test Compound: Primidone (primaclone) Time Report Requested: 08:29:34
Species/Strain: Rat/F 344/N CAS Number: 125-33-7 First Dose M/F: NA/NA

Lab: BAT

DAY ON TEST
F 344/N Rat Male
0.03%

ANIMAL ID

RPRPOOOINWOWOO

NFROOOINOOO

WFROOOINOOO
AP OOOINOOO
URPOOOINOOO
OFRPOOOINOOO
NFRPOOOINOOO
OFRPOOOINOOO
OFRPOOOINOOO

ONOOOINOOO

*TOTALS

Alimentary System

+
+

10
Hepatodiaphragmatic Nodule X 1
Cardiovascular System

Liver + + + + + + + 4+

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

NONE
Hematopoietic System

NONE
Integumentary System

NONE
Musculoskeletal System

NONE
Nervous 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: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Primidone (primaclone)
Species/Strain: Rat/F 344/N CAS Number: 125-33-7
DAYONTEST|O|O|OfO|O|0O)JO|0O|0O]O
ojo0of0jO0O|l0O|]O|JO|O]OfO
0.03% 2121221222 2]|2]2
ofojofojo|lojojofo]o
ANIMALIDI 5 1o lo|o|o|o|o|o|o0]o0
ofojofojo|fojojofoj]o
1]1(1j1|1f|1)212f1]1]|2
1]2]|3]4]5]6]7]8]9]0 *TOTALS
NONE
Respiratory System
NONE
Special Senses System
NONE
Urinary System
Kidney + + + + + + + + + o+ 10
Nephropathy 11 1 1 1 1 1 1 1 1 10 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: 10/19/2014
Time Report Requested: 08:29:34
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Primidone (primaclone)
Species/Strain: Rat/F 344/N CAS Number: 125-33-7

DAY ON TEST
F 344/N Rat Male
0.06%

ANIMAL ID

PNOOOINOOO
NMNNOOOINOOO
WNOOOINOOO
ANOOOINOOO
UONOOOINOOO
ONOOOINOOO
~NNOOOINOOO
ONOOOINOOO
ONOOOINOOO
OWOOOINOOO

*TOTALS

Alimentary System

+
+
+
+
+
+
+
+
+
+

Liver 10
Centrilobular, Hepatocyte, Hypertrophy 10 1.0
Hepatodiaphragmatic Nodule X 1

Cardiovascular System

[
[
[
[
[
[
[
[
[
[

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

NONE
Hematopoietic System

NONE
Integumentary System

NONE
Musculoskeletal 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: 08:29:34
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88035-03
Test Type: 90-DAY
Species/Strain: Rat/F 344/N

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL

Test Compound: Primidone (primaclone)
CAS Number: 125-33-7

DAY ON TEST
F 344/N Rat Male
0.06%

ANIMAL ID

PNOOOINOOO

NNOOOINOOO

WNOOOINOOO

ANOOOINOOO

ONOOOINOOO

ONOOOINOOO
~NNOOOINOOO
ONOOOINOOO
ONOOOINOOO
OWOOOINOOO

*TOTALS

Nervous System

NONE
Respiratory System

NONE
Special Senses System

NONE
Urinary System

Kidney
Nephropathy 1

1 1 1 2 1 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: 08:29:34
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Primidone (primaclone)
Species/Strain: Rat/F 344/N CAS Number: 125-33-7

DAY ON TEST
F 344/N Rat Male
0.13%

ANIMAL ID

PWOOOINOOO
NWOOOINOOO
WWOOOINOOO
AWOOOINOOO
WOOOINOOO
ODWOOOINOOO
~NWOOOINOOO
VWOOOINOOO
OWOOOINOOO
OhOOOINOOO

*TOTALS

Alimentary System

+
+
+
+
+
+
+
+
+
+

Liver 10
Centrilobular, Hepatocyte, Hypertrophy 10 21
Hepatodiaphragmatic Nodule X 1

Cardiovascular System

N
w
N
N
N
N
N
N
N
N

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

NONE
Hematopoietic System

NONE
Integumentary System

NONE
Musculoskeletal 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: 08:29:34
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88035-03
Test Type: 90-DAY
Species/Strain: Rat/F 344/N

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL

Test Compound: Primidone (primaclone)
CAS Number: 125-33-7

DAY ON TEST
F 344/N Rat Male
0.13%

ANIMAL ID

PWOOOINOOO

NWOOOINOOO

WWOOOINOOO

AWOOOINOOO

WOOOINOOO

ODWOOOINOOO
~NWOOOINOOO
VWOOOINOOO
OWOOOINOOO
OhOOOINOOO

*TOTALS

Nervous System

NONE
Respiratory System

NONE
Special Senses System

NONE
Urinary System

Kidney
Nephropathy 1

10
1 1 1 1 1 10 1.3

* _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: 08:29:34
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Primidone (primaclone)
Species/Strain: Rat/F 344/N CAS Number: 125-33-7

DAY ON TEST
F 344/N Rat Male
0.25%

ANIMAL ID

PROOOINOOO
NRAROOOINOOO
WhOOOINOOO
ArRROOOINOOO
ORhOOOINOOO
OROOOINOOO
~NhROOOINOOO
ORhOOOINOOO
OhOOOINOOO
OQUIOOOINOOO

*TOTALS

Alimentary System

+

10
10 3.0

+
+
+
+
+
+
+
+

Liver
Centrilobular, Hepatocyte, Hypertrophy
Stomach, Forestomach
Epithelium, Hyperplasia
Cardiovascular System

w
w
w
w
w
w
w
w
N+ W+
w

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

NONE
Hematopoietic System

NONE
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: 10/19/2014
Time Report Requested: 08:29:34
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88035-03
Test Type: 90-DAY
Species/Strain: Rat/F 344/N

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL

Test Compound: Primidone (primaclone)
CAS Number: 125-33-7

DAY ON TEST
F 344/N Rat Male
0.25%

ANIMAL ID

PROOOINOOO

NRAROOOINOOO

WhOOOINOOO

A POOOINOOO

ORhOOOINOOO

OROOOINOOO

~NhROOOINOOO
ORhOOOINOOO
OhOOOINOOO
OQUIOOOINOOO

*TOTALS

NONE
Nervous System

NONE
Respiratory System

NONE
Special Senses System

NONE
Urinary System

Kidney +
Nephropathy 2

+ + + + 10

2 2 2 2 10 1.9

* _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: 08:29:34
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88035-03
Test Type: 90-DAY
Species/Strain: Rat/F 344/N

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL

Test Compound: Primidone (primaclone)
CAS Number: 125-33-7

oavontesti ool 81l sl ol o] o] 8] 8
F 344/N Rat Male olololololololololo
0.5% 2121221222 2]|2]2
R RHHRRBE
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
Intestine Large, Cecum + + + + + + + + + 4+ 10
Intestine Large, Colon + + + + + + + + + + 10
Intestine Large, Rectum + + + + + + + + + 4+ 10
Intestine Small, Duodenum + + + + + + + + + o+ 10
Intestine Small, lleum + + 4+ + 4+ + + + + 0+ 10
Intestine Small, Jejunum + + 4+ 4+ + + + o+ o+ o+ 10
Liver + + + + + + + 4+ + 4+ 10
Centrilobular, Hepatocyte, Hypertrophy 3 33 3.3 3 3 3 3 3 10 3.0
Necrosis 2 1 20
Pancreas + + 10
Salivary Glands + + 10
Stomach, Forestomach + + 10
Epithelium, Hyperplasia 2 1 20
Stomach, Glandular + + + + + + + + + + 10
Cardiovascular System
Blood Vessel + 9
Heart + + 10
Cardiomyopathy, Chronic 1 1 1 1 4 1.0

Endocrine 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: 08:29:34
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88035-03
Test Type: 90-DAY
Species/Strain: Rat/F 344/N

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL

Test Compound: Primidone (primaclone)
CAS Number: 125-33-7

S HANBRRHABE
F 344/N Rat Male 9lo9lolololololalelo
0.5% 212|2|2|2]|2]|2|2]2]2
ANIMALID| 6 [0 [0 [0 [0 [o[o|o|o]o
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
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 8
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 + O+ 4+ 4+ 4+ 4+ o+ + 10
Preputial Gland + 4+ 4+ o+ o+ o+ o+ + 10
Prostate + O+ 4+ o+ o+ o+ o+ + 10
Inflammation, Chronic Active 2 1 1 2 1 2 2 2 8 1.6
Seminal Vesicle + O+ 4+ o+ o+ o+ o+ + 10
Testes + 4+ o+ o+ o+ o+ o+ + 10
Germinal Epith, Degeneration 1 2 1 3 13
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

* _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: 08:29:34
First Dose M/F: NA/ NA

Lab: BAT

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

4) Marked



Experiment Number: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Primidone (primaclone)
Species/Strain: Rat/F 344/N CAS Number: 125-33-7
DAYONTEST|O|O|OfO|O|0O)JO|0O|0O]O
ofofofofofofofofofo
0.5% 212122222 |2|2]|2
ojolfojofO0O|O|O|O]|JO]|O
ANIMALID| 6 1 o lo|lo|o|o|o|o]ofo
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
Thymus + + + + + + + + + o+ 10
Integumentary System
Mammary Gland + + + + + + + + + + 10

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
Nephropathy 3 33 3.3 3 3 3 3 3 10 3.0
Urinary Bladder + + 4+ + 4+ + + o+ o+ 4+ 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: 10/19/2014
Time Report Requested: 08:29:34
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014

Test Type: 90-DAY Test Compound: Primidone (primaclone) Time Report Requested: 08:29:34
Species/Strain: Rat/F 344/N CAS Number: 125-33-7 First Dose M/F: NA/NA
Lab: BAT
e HEHHERHHRE
F 344/N Rat Female 9lo9lololololoalololg
0% 2121221222 2]|2]2
R RHHRRBE
ofojofojo|lfojojofo]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 + + + + + + + + o+ o+ 10
Intestine Large, Cecum + + + + + + + 4+ o+ 4+ 10
Intestine Large, Colon + + + + + + + + o+ o+ 10
Intestine Large, Rectum + + + + + + + + + 4+ 10
Intestine Small, Duodenum + + + + + + + + + o+ 10
Intestine Small, lleum + + 4+ + 4+ + + + + 0+ 10
Intestine Small, Jejunum + + 4+ 4+ + + + o+ o+ o+ 10
Liver + + + o+ o+ o+ o+ o+ o+ 4+ 10
Hepatodiaphragmatic Nodule X X 2
Pancreas + 4+ + + + + + + o+ o+ 10
Salivary Glands + + + + + + + + + o+ 10
Stomach, Forestomach + + 4+ + 4+ + + + + 0+ 10
Stomach, Glandular + + 4+ + 4+ + + o+ + o+ 10
Cardiovascular System
Blood Vessel + + + + + + + + + o+ 10
Heart + + + + + + + + + + 10
Endocrine System
Adrenal Cortex + + + o+ o+ o+ o+ o+ o+ 4+ 10
Adrenal Medulla + + o+ o+ o+ o+ o+ o+ o+ 4+ 10
Islets, Pancreatic + + + + + + + + + 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
| ..Insufficient tissue BLANK ..Not examined microscopically 2) Mild 4) Marked
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Experiment Number: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014

Test Type: 90-DAY Test Compound: Primidone (primaclone) Time Report Requested: 08:29:34
Species/Strain: Rat/F 344/N CAS Number: 125-33-7 First Dose M/F: NA/NA
Lab: BAT
DAYONTEST|O|O|OfO|O|0O)JO|0O|0O]O
ofofofofofofofofofo
F 344/N Rat Female 9lolololololololoalg
0% 212122222 |2|2]|2
ojolfojofO0O|O|O|O]|JO]|O
ANIMALID| o 1 g o |o|o|o|o|o|o]o
ojolojofO0O|O|O|O|JO]|O
6|6|6|6|6|6|6|6]|6|7
112]3|4|5[6|7[8]9]0 *TOTALS
Parathyroid Gland M + + + + + + + M + 8
Pituitary Gland + + + + 4+ o+ + o+ + o+ 10
Craniophar Dct, Pars Distalis, Cyst X X 2
Thyroid Gland + + 4+ + 4+ o+ o+ o+ o+ o+ 10
General Body System
NONE
Genital System
Clitoral Gland + + + + 4+ o+ o+ o+ o+ 4+ 10
Ovary + 0+ + + o+ o+ o+ o+ o+ o+ 10
Uterus + + 4+ + 4+ + + o+ o+ 4+ 10
Hematopoietic System
Bone Marrow + + + + + + + + + + 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+ 4+ o+ o+ o+ o+ 4+ 10
Integumentary System
Mammary Gland + + + + 4+ o+ o+ o+ o+ 4+ 10

Skin + + + + 4+ o+ o+ o+ o+ 4+ 10
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: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Primidone (primaclone)
Species/Strain: Rat/F 344/N CAS Number: 125-33-7
DAYONTEST|O|Of(O|O|0O|O|O|O|O|O
o(o0o|jo0ofo0ojo0f0j0O0|j0O|0]O
0% 2|2|2]2]|2|2]|2]|2]|2]2
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
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: 10/19/2014
Time Report Requested: 08:29:34
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014
Test Type: 90-DAY Test Compound: Primidone (primaclone) Time Report Requested: 08:29:34
Species/Strain: Rat/F 344/N CAS Number: 125-33-7 First Dose M/F: NA/NA

Lab: BAT

DAY ON TEST
F 344/N Rat Female
0.03%

ANIMAL ID

PNOOOINOOO

NNOOOINOOO
W~NOOOINOWOO
ANOOOINOOO
UNOOOINOOO
ONOOOINOOO
N~NOOOINOOO
O~NOOOINOOO
O~NOOOINOOO
OQWOOOINOOO

*TOTALS

Alimentary System

+
+
+
+
+
+
+
+
+

Liver + 10
Hepatodiaphragmatic Nodule X X 2
Cardiovascular System

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

Ovary + + 2
Cyst X X 2
Hematopoietic System

NONE
Integumentary System

NONE
Musculoskeletal 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: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014
Test Type: 90-DAY Test Compound: Primidone (primaclone) Time Report Requested: 08:29:34
Species/Strain: Rat/F 344/N CAS Number: 125-33-7 First Dose M/F: NA/NA

Lab: BAT

DAY ON TEST
F 344/N Rat Female
0.03%

ANIMAL ID

PNOOOINOOO

NNOOOINOOO
W~NOOOINOWOO
ANOOOINOOO
UNOOOINOOO
ONOOOINOOO
N~NOOOINOOO
O~NOOOINOOO
O~NOOOINOOO
OQWOOOINOOO

*TOTALS

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: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Primidone (primaclone)
Species/Strain: Rat/F 344/N CAS Number: 125-33-7

DAY ON TEST
F 344/N Rat Female
0.06%

ANIMAL ID

RPOWOOOINOOO

NOOOOINOOO
WOOOOINOOO
rOOOOOINOOO
OO OOINOOO
DOWOOOINOOO
~NOOOOINOOO
WOWOOOINOOO
O©COWOOOINOOO
QOVWOOOINOOO

*TOTALS

Alimentary System

+
+
+
+
+
+
+
+
+

Liver + 10
Centrilobular, Hepatocyte, Hypertrophy 1 1 10
Hepatodiaphragmatic Nodule X X 2

Cardiovascular System

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

NONE
Hematopoietic System

NONE
Integumentary System

NONE
Musculoskeletal 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: 08:29:34
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014
Test Type: 90-DAY Test Compound: Primidone (primaclone) Time Report Requested: 08:29:34
Species/Strain: Rat/F 344/N CAS Number: 125-33-7 First Dose M/F: NA/NA

Lab: BAT

DAY ON TEST
F 344/N Rat Female
0.06%

ANIMAL ID

RPOWOOOINOOO

NOOOOINOOO
WOOOOINOOO
rOOOOOINOOO
OO OOINOOO
DOWOOOINOOO
~NOOOOINOOO
WOWOOOINOOO
O©COWOOOINOOO
QOVWOOOINOOO

*TOTALS

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: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Primidone (primaclone)
Species/Strain: Rat/F 344/N CAS Number: 125-33-7

DAY ON TEST
F 344/N Rat Female
0.13%

ANIMAL ID

RPOOOOINOOO

NOOOOINOOO
WOOOOINOOO
hOOOCOINOOO
OOOOINOOO
DOOOOINOOO
~NOOOOINOOO
CWOOOOINOOO
OCOOOOINOOO
OOFRPOOINOOO

*TOTALS

Alimentary System

+
+
+
+
+
+
+
+
+
+

Liver 10
Centrilobular, Hepatocyte, Hypertrophy 10 2.0
Hepatodiaphragmatic Nodule X X 2

Cardiovascular System

N
N
N
N
N
N
N
N
N
N

NONE
Endocrine System

NONE
General Body System

NONE
Genital System

NONE
Hematopoietic System

NONE
Integumentary System

NONE
Musculoskeletal 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: 08:29:34
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014
Test Type: 90-DAY Test Compound: Primidone (primaclone) Time Report Requested: 08:29:35
Species/Strain: Rat/F 344/N CAS Number: 125-33-7 First Dose M/F: NA/NA

Lab: BAT

DAY ON TEST
F 344/N Rat Female
0.13%

ANIMAL ID

POOOOINOOO
NOOOOINOOO
WOOOOINOOO
hOOOCOINOOO
OOOOINOOO
DOOOOINOOO
~NOOOOINOOO
CWOOOOINOOO
OCOOOOINOOO
OOFRPOOINOOO

*TOTALS

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: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Primidone (primaclone)
Species/Strain: Rat/F 344/N CAS Number: 125-33-7
DAYONTEST|O|O|OfO|O|0O)JO|0O|0O]O
ofofofofofofofofofo
0.25% 212122222 |2|2]|2
ojojojojojojojojo0yo0
ANIMALIDI 5 1o lo|o|o|o|o|o|o]o0
1122222211
ojojojojojojojojo0|1
1]2]|3]4]5]6]7]8]9]0 *TOTALS
Alimentary System
Liver + + + + + + + 4+ + 4+ 10
Centrilobular, Hepatocyte, Hypertrophy 3 33 33 3 3 3 3 3 10 3.0
Hepatodiaphragmatic Nodule X X 2
Cardiovascular System
NONE
Endocrine System
NONE
General Body System
NONE
Genital System
Ovary + 1
Cyst X 1
Hematopoietic System
NONE
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: 10/19/2014
Time Report Requested: 08:29:35
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



Experiment Number: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014
Test Type: 90-DAY Test Compound: Primidone (primaclone) Time Report Requested: 08:29:35
Species/Strain: Rat/F 344/N CAS Number: 125-33-7 First Dose M/F: NA/NA

Lab: BAT

DAY ON TEST
F 344/N Rat Female
0.25%

ANIMAL ID

RPORPOOINWOWOO

NOFROOINOOO

UOROO|INOWOO
ODOROO|INOWOO
NoRrooNOOoO O
WOROO|INOWOO
O©COrROOINOVWOO
OrRrRFRPOOINOOO

WORrROOINOOO
rOFRPOOINOOO

*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: 88035-03
Test Type: 90-DAY
Species/Strain: Rat/F 344/N

P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL

Test Compound: Primidone (primaclone)
CAS Number: 125-33-7

S HANBRRHABE
F 344/N Rat Female ololololololololols
0.5% 212|2|2|2|2]|2]|2]|2]|2
ANIMALID| 51 5| {0 |o|o[o|o|0]0
1111|111 )]1]1]1]1]1
111|111 ]|]1]1]|]1]|1]2
1/2]3|4]|5]6]7]8]9]0]| *TOTALS
Alimentary System
Esophagus + + 4+ + 4+ + + o+ + o+ 10
Intestine Large, Cecum + 4+ 4+ 4+ o+ o+ o+ o+ o+ o+ 10
Intestine Large, Colon + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Intestine Large, Rectum + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Intestine Small, Duodenum + + + + 4+ o+ o+ o+ o+ 4+ 10
Intestine Small, lleum + o+ o+ o+ o+ o+ o+ o+ o+ 4+ 10
Intestine Small, Jejunum + + + o+ 4+ o+ o+ o+ o+ 4+ 10
Liver + o+ o+ o+ o+ o+ o+ o+ o+ o+ 10
Centrilobular, Hepatocyte, Hypertrophy 3 33 3.3 3 3 3 3 3 10 3.0
Hepatodiaphragmatic Nodule X X 2
Pancreas + + + + 4+ + + + + 4+ 10
Salivary Glands + + + + 4+ o+ + o+ + o+ 10
Stomach, Forestomach + + 4+ + 4+ + + o+ + o+ 10
Stomach, Glandular + + + + + + + + o+ o+ 10
Cardiovascular System
Blood Vessel + + 4+ + 4+ o+ 4+ o+ o+ o+ 10
Heart + 10
Cardiomyopathy, Chronic 2 1 1 3 13
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: 10/19/2014
Time Report Requested: 08:29:35
First Dose M/F: NA/ NA

Lab: BAT

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

4) Marked



Experiment Number: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL Date Report Requested: 10/19/2014

Test Type: 90-DAY Test Compound: Primidone (primaclone) Time Report Requested: 08:29:35
Species/Strain: Rat/F 344/N CAS Number: 125-33-7 First Dose M/F: NA/NA
Lab: BAT
S HANBRRHABE
F 344/N Rat Female 9lololololalolololo
0.5% 212|2|2|2]|2]|2|2]2]2
ANIMALID| 5 5 [0 (o [0 [o|o|o|o]o
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
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 + 0+ o+ o+ o+ o+ o+ 4+ o+ o+ 10
Uterus + + 4+ + 4+ + o+ o+ o+ O+ 10
Hematopoietic System
Bone Marrow + 4+ 4+ 4+ o+ o+ o+ o+ o+ o+ 10
Lymph Node, Mandibular + + + + 4+ o+ o+ o+ o+ 4+ 10
Lymph Node, Mesenteric + + 4+ 4+ + + o+ o+ o+ o+ 10
Spleen + 4+ 4+ + 4+ o+ o+ o+ 4+ o+ 10
Thymus + O+ o+ o+ o+ o+ o+ o+ o+ o+ 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: 88035-03 P09: NON-NEOPLASTIC LESIONS BY INDIVIDUAL ANIMAL
Test Type: 90-DAY Test Compound: Primidone (primaclone)
Species/Strain: Rat/F 344/N CAS Number: 125-33-7
DAYONTEST|O|O|OfO|O|0O)JO|0O|0O]O
ofofofofofofofofofo
0.5% 212122222 |2|2]|2
ojojojojojojojojo0yo0
ANIMALID| 6 1 o lo|lo|o|o|o|o]ofo
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
Musculoskeletal System
Bone + + + + + + + + + 0+ 10
Nervous System
Brain + + + + + + + + + + 10
Respiratory System
Lung + + + + + + + + + 0+ 10
Inflammation, Chronic Active 1 1 1.0
Nose + + 4+ 4+ + + o+ o+ o+ o+ 10
Trachea + + + + + + + + + + 10
Special Senses System
NONE
Urinary System
Kidney + + + + + + + + + + 10
Urinary Bladder + + + + + + + + + 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

Page 29

Date Report Requested: 10/19/2014
Time Report Requested: 08:29:35
First Dose M/F: NA/ NA

Lab: BAT

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

2) Mild

4) Marked



