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National Institutes of Health
National Institute of

Environmental Health Sciences
FFT - 0oy —q 73| P. 0. Box 12233
Research Triangle Park, NC 27709

October 19, 2004

DOCUMENT CONTROL OFFICE (7407)

Attn: TSCA Section 8(e) Or ( Fyi)

Room G99 East Tower

Ofc. Of Pollution Prevention & Toxics

401 M St SW corTaANg NO CBI

Washington, DC 20460-0001

Dear Document Control Office (7407):

In response to your request for information on the National Toxicology Program's (NTP)
chronic gavage studies on TEF EVALUATION (PCB MIXTURE; PCB 126/PCB 118)
(TEFPCBMIX) we are sending you the summary pathology tables for female SD rats, which
contain the incidence rates of neoplastic and non-neoplastic lesions data and the statistical
analysis of primary tumors data pertaining to the laboratory animals. All study data are
subject to an NTP retrospective audit and the interpretation may be modified based on the
findings.

These tables along with a wide variety of NTP information are also available in electronic
format on the world-wide web. For example, the NTP Annual Plan, abstracts of NTP
Reports, study data, and the status of all NTP studies may be viewed electronically with
access to the internet and a Web browser such as Netscape Navigator or Internet Explorer.

To locate the NTP home page, use the URL http://ntp-server.niehs.nih.gov/. The NTP
individual animal and summary pathology tables, survival tables, and survival and growth
curves may be accessed from the NTP homepage selecting "Testing Information and Study —~
Results" and then choosing "Data of Completed Studies". Comments on the usefulness of tEE

site and suggestions for improvement are encouraged. =

Please contact Central Data Management (CDM) at (919)541-3419 if you have any questi@;s. -
You may also fax your requests for information to CDM at (919)541-3687 or send them via-
e-mail to cdm@niehs.nih.gov. -
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Hard copies of documents such as NTP Technical Reports, short-term Toxicity Reports,
and the Report on Carcinogens are available from the Environmental Health Information
Service (EHIS). You can contact EHIS by phone at (919) 541-3841, by fax at (919)541-
0273, or by e-mail at ehis@niehs.nih.gov.

Sincerely,

William Eastin, Ph.D.
Head, Information Systems & Central Files
Environmental Toxicology Program

Encls: Pathology Summary Tables for female SD rats
cc: Central Data Management
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Pathology Tables from NTP Long-Term Studies

TR-531 PCB 118/126

Pathology Tables - Rats Core Study

POS - Incidence Rates of Neoplasms by Anatomic Site (systemic lesions abridged)
PO8 - Statistical Analysis of Primary Tumors - Control vs High Dose

PO8 - Statistical Analysis of Primary Tumors - Control vs Treated Groups

P08 - Statistical Analysis of Primary Tumors - Control vs Stop

PO8 - Statistical Analysis of Primary Tumors - Groups 6 vs 7

P18 - Incidence Rates of Non-Neoplastic Lesions

* X R X ¥ x

Pathology Tables - Rats 14 Week Sac

* P03 - Incidence Rates of Neoplasms by Anatomic Site (systemic lesions abridged)

* P18 - Incidence Rates of Non-Neoplastic Lesions

Pathology Tables - Rats 31 Week Sac

* P05 - Incidence Rates of Neoplasms by Anatomic Site (systemic lesions abridged)
* P18 - Incidence Rates of Non-Neoplastic Lesions

Pathology Tables - Rats 53 Week Sac

* PO5 - Incidence Rates of Neoplasms by Anatomic Site (systemic lesions abridged)
* P18 - Incidence Rates of Non-Neoplastic Lesions




NTP Experiment-Test: 96022-02 INCIDENCE RATES OF zmomﬁmem BY ANATOMIC SITE (SYSTEMIC LESIONS ABRIDGED) (a) Report: PEIRPTO0S
Study Type: CHRONIC TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Date: 04/27/04
Route: GAVAGE Time: 14:02:07

CORE STUDY ALL GROUPS/FINAL #1

Facility: Battelle Columbus Laboratory
Chemical CAS #: TEFPCBMIX
Lock Date: 11/04/02

Cage Range: All

Reasons For Removal: 25018 Dosing Accident 25019 Moribund Sacrifice
25020 Natural Death 25021 Terminal Sacrifice

Removal Date Range: All

Treatment Groups: Include All

a Number of animals examined microscopically at site and number of animals with lesion
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NTP Experiment-Test: 96022-02 INCIDENCE RATES OF NEOPLASMS BY ANATOMIC SITE (SYSTEMIC LESIONS ABRIDGED) (a)

Study Type: CHRONIC
Route: GAVAGE

TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118)

Report: PEIRPT0S
Date: 04/27/04
Time: 14:02:07

SPRAGUE-DAWLEY RATS FEMALE 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/
0 UG 10 UG 30 UG 100 UG 300 UG 500 UG
CARDIOVASCULAR SYSTEM
Heart (53) (S1) (53) (53) (53) (65)
Schwannoma Benign 1 (2%)
ENDOCRINE SYSTEM
Adrenal Cortex (53) (51) (53) (53) (53) (65)
Adenoma 1 (2%)
Carcinoma 1 (2%)
Subcapsular, Adenoma 1 (2%)
Adrenal Medulla (53) (51) (53) (53) (53) (64)
Pheochromocytoma Malignant 1 (2%)
Pheochromocytoma Benign 3 (6%) 3 (6%) 2 (4%) 1 (2%)
Islets, Pancreatic {53) (51) (53) (53) (53) (65)
Adenoma 1 (2%)
Carcinoma 1 (2%)
Pituitary Gland (53) (51) (52) (53) (53) (65)
Pars Distalis, Adenoma 30 (57%) 11 (22%) 16 (31%) 10 (19%)
Pars Distalis, Carcinoma 1 (2%)
Pars Intermedia, Adenoma 1 (2%)
Thyroid Gland (53) (51) (53) (52) (52) (66)
Bilateral, C-Cell, Adenoma 1 (2%) 1 (2%)
Bilateral, C-Cell, Carcinoma 1 (2%)
C-Cell, Adenoma . : 8 (15%) 5 (10%) 7 (13%) 8 (15%) 4 (8%) 1 (2%)
C-Cell, Carcinoma 3 (6%) 2 (4%) 2 (4%)
Follicular Cell,’ Adenoma 2 (4%) 2 (4%) 1 (2%)
mowwwncﬁmn Cell, Carcinoma 1 (2%) 1 (2%)
GENERAL BODY SYSTEM
None
GENITAL SYSTEM
Clitoral ‘Gland (53) (51) {(51) (52) (52) (66)
Carcinoma 1 (2%)
Ovary . (53) (51) (53) (53) (53) (65)
Granulosa Cell Tumor Malignant 1 (2%)
Luteoma ) 1 (2%)
Periovarian Tissue, Carcinoma, Metastatic,
Page 3
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NTP Experiment-Test: 96022-02 INCIDENCE RATES OF NEOPLASMS BY ANATOMIC SITE (SYSTEMIC LESIONS ABRIDGED) (a) Report: PEIRPTOS
Study Type: CHRONIC TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Date: 04/27/04

Route: GAVAGE

Time: 14:02:07

SPRAGUE-DAWLEY RATS FEMALE

0 NG /
0 UG

80 NG / 240 NG /
10 UG 30 UG

800 NG / 2400 NG/ 4000 NG/
100 UG 300 UG 500 UG

INTEGUMENTARY SYSTEM - cont
Basal Cell Adenoma
Fibroma
Fibrosarcoma
Schwannoma Malignant
Squamous Cell Papilloma

1 (2%)
1 (2%)

1 (2%)

1 (2%) 1 (2%)
1 (2%)
1 (2%) 1 (2%)

3 (6%)

MUSCULOSKELETAL SYSTEM

Skeletal Muscle
Carcinoma, Metastatic, Pancreas
Schwannoma Malignant, Metastatic, Uterus

(1) (1)
1 (100%)
1 (100%)

NERVOUS SYSTEM

Brain
Carcinoma, Metastatic, Pituitary Gland
Carcinoma, Metastatic, Oral Mucosa
Medulloblastoma Mal
Cranial Nerve, Schwannoma Malignant

(53)

1 (2%)

(51) (53)
1 (2%)
1 (2%)

1 (2%)

(53) (53) (66)

RESPIRATORY 'SYSTEM

Lung
Carcirioma, Metastatic, Mammary Gland
Carcinoma, Metastatic, Pancreas
Carcinoma, Metastatic, Thyroid Gland
Carcinoma, Metastatjie, Uncertain Primary Site
Cystic Keratinizing Epithelioma

. Cystic Keratinizing Epithelioma, Multiple

Nose .
Schwannoma Malignant, Metastatic, Brain

(53)

1 (2%)

(53)

(S (53)
1 (2%) 1 (2%)
1 (2%)

1 (2%)

(51) (53)
1 (2%)

(53) (53) (66)

6 (11%) 1 (2%) 6 (9%)
14 (26%) 48 (91%) 35 (53%)
(53) (53) (66)

SPECIAL SENSES SYSTEM

Harderian Gland
Carcinoma, Metastatic, Oral Mucosa

(53)

(51) (53)
1 (2%)

(53) (53) (66)
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NTP Experiment-Test: 96022-02 INCIDENCE RATES OF NEOPLASMS BY ANATOMIC SITE (SYSTEMIC LESIONS ABRIDGED) (a) Report: PEIRPTOS

Study Type: CHRONIC TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Date: 04/27/04
Route: GAVAGE Time: 14:02:07
SPRAGUE-DAWLEY RATS FEMALE 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/
0 UG 10 UG 30 UG 100 UG 300 UG 500 UG

TUMOR SUMMARY

Total Animals with Primary Neoplasms (b) 53 47 51 42 51 45
Total Primary Neoplasms 126 80 96 102 115 73
Total Animals with Benign Neoplasms 53 43 47 40 51 45
Total Benign Neoplasms 107 68 76 74 85 59
Total Animals with zmwwwnmsﬁ Neoplasms 16 12 18 21 28 14
Total Malignant Neoplasms 19 12 20 27 30 14
Total Animals with Metastatic Neoplasms 1 S 6 1
Total Metastatic Neoplasm 1 8 13 1
Total Animals with Malignant Neoplasms 1

Uncertain Primary Site

Total Animals with Neoplasms Uncertain-
Benign or Malignant
Total Uncertain Neoplasms

S

a Number of animals examined microscopically at site and number of animals with lesion
b Primary tumors: all tumors except metastatic tumors
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NTP Experiment-Test: 96022-02 INCIDENCE RATES OF NEOPLASMS BY ANATOMIC SITE (SYSTEMIC LESIONS ABRIDGED) (a) Report: PEIRPTO0S

Study Type: CHRONIC TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Date: 04/27/04
Route: GAVAGE Time: 14:02:07
SPRAGUE-DAWLEY RATS FEMALE 4000 NG/
500UG ST

ENDOCRINE SYSTEM

Thyroid Gland (49)
C-Cell, Adencma 4 (8%)

GENERAL BODY SYSTEM

None

GENITAL SYSTEM

Uterus (50)
Polyp Stromal 7 (14%)
Bilateral, Polyp Stromal 1 (2%)

HEMATOPOIETIC SYSTEM

Lymph Node (22)
Lymph Node, Mandibular (49)
Lymph Node, Mesenteric (50)
Spleen (50)
Thymus (46)

INTEGUMENTARY SYSTEM

Mammary Gland (50)
Carcinoma 1 (2%)
Fibroadenoma 11 (22%)

... Fibroadenoma, Multiple 1 (2%)

Skin {50)

MUSCULOSKELETAL SYSTEM

None
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NTP Experiment-Test: 96022-02 INCIDENCE RATES OF NEOPLASMS BY ANATOMIC SITE (SYSTEMIC LESIONS ABRIDGED) (&) Report: PEIRPTO5
Study Type: CHRONIC TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) pate: 04/27/04

Route: GAVAGE Time: 14:02:07

SPRAGUE-DAWLEY RATS FEMALE 4000 NG/
500UG ST

TUMOR SUMMARY

Total Animals with Primary Neoplasms (b) 36
Total Primary Neoplasms 61
Total Animals with Benign Neoplasms 28
Total Benign Neoplasms 35
Total Animals with Malignant Neoplasms 20
Total Malignant Neoplasms 22
Total Animals with Metastatic Neoplasms 1
Total Metastatic Neoplasm 1

Total Animals with Malignant Neoplasns
Uncertain Primary Site

Total Animals with Neoplasms Uncertain-
Benign or Malignant
Total Uncertain Neoplasms

Number of animals examined microscopically at site and number of animals with lesion
Primary tumors: all tumors except metastatic tumors

o
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NTP

LAB: Battelle Columbus
EXPERIMENT: 96022 TEST: 02
TEST TYPE: CHRONIC

CONT: NO1-ES-75411
PATHOLOGIST: MISSING

STATISTICAL ANALYSIS OF PRIMARY TUMORS
TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118)

CAGES FROM 0000 TO LAST CAGE
ROUTE: GAVAGE

REPORT: PEIRPTO08
DATE: 05/06/04
TIME: 10:07:00
PAGE: 1
NTP C#: C96022
CAS: TEFPCBMIX

REASONS FOR REMOVAL:

REMOVAL DATE RANGE:

TREATMENT GROUPS:

NTP

LAB: Battelle Columbus
EXPERIMENT: 96022 TEST: 02
TEST TYPE: CHRONIC

CONT: NO1-ES-75411
PATHOLOGIST: MISSING

Rats (SPRAGUE-DAWLEY)

FINAL #1 RATS CTRL. VS. HIGH

25018 Dosing Accident
25019 Moribund Sacrifice
25020 Natural Death
25021 Terminal Sacrifice

ALL

INCLUDE 001 0 NG/ 0 UG
INCLUDE 006 4000 NG/500 UG

STATISTICAL ANALYSIS OF PRIMARY TUMORS
TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118)

CAGES FROM 0000 TO LAST CAGE
ROUTE: GAVAGE

FOR ALL DOSES THE TUMOR RATES IN THE FOLLOWING TISSUES/ORGANS ARE

BASED ON NUMBER OF TISSUES EXAMINED.

IN OTHER TISSUES/ORGANS RATES

ARE BASED ON THE NUMBER OF ANIMALS NECROPSIED.

Adrenal Cortex
Adrenal Medulla
Brain

Islets, Pancreatic
Kidney

Liver

Lung

Ovary

Pituitary Gland
Thymus

Thyroid Gland

REPORT: PEIRPTOS8
DATE: 05/06/04
TIME: 10:07:00

NTP C#: C96022
CAS: TEFPCBMIX
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Date:

05/06/04

EXPERIMENT: 96022 TEST: 02
Statistical Analysis of Primary Tumors in Rats(SPRAGUE-DAWLEY)
Terminal Sacrifice at 104 weeks

TEF EVALUATION (PCB MIXTURE;PCB 126/P

Page 1

i

| !

| - Females

| Dose | 0 NG / 4000 NG/

| | 0 UG 500 UG

|

!

{Adrenal Medulla

| Pheochromocytoma Benign

|

|

_ llllllllllllll -

{ TUMOR RATES |

| |

{OVERALL (a) i 3/53 (6%) 0/64 (0%)

{POLY-3 RATE (b) ] 3/41.89 0/9.22

{POLY-3 PERCENT (q) | 7.2% 0.0%

| TERMINAL (d) { 3/27 (11%) 0/0 (0%)

IFIRST INCIDENCE | 726 (T) -

ittt |

ISTATISTICAL TESTS |

| - {

ILIFE TABLE { P=1.000N

{POLY 3 | P=0_935N

fPOLY 1.5 | P=0.484N

{|POLY 6 { P=1_000N

{LOGISTIC REGRESSION| (e)

|COCH-ARM / FISHERS | P=0.090N

|ORDER RESTRICTED | (e)

I

| |

| | Females

{Dose | 0 NG / 4000 NG/

| § 0 UG 500 UG

I

|

|Islets, Pancreatic

{ Carcinoma or Adenoma

I

|

|

{TUMOR RATES. |

|==——e—m |

[OVERALL (a) | 2/53 (4%) 0/65 (0%)

[{POLY-3 RATE (b) i 2/42.25 0/9.28

IPOLY-3 PERCENT (g) | 4.7% 0.0%

{TERMINAL (d) - | 0/27 (0%) 0/0 (0%)

{FIRST INCIDENCE | 649 ———

{ I

{STATISTICAL TESTS |

| i

{LIFE TABLE [} P=1.000N

[POLY 3 | P=0.980N

{POLY 1.5 | P=0.643N

|POLY 6 I P=1.000N

fLOGISTIC REGRESSION| P=0.862N
P=0.200N

ICOCH-ARM / FISHERS |

|ORDER RESTRICTED .

{e) ]
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Date: 05/06/04 EXPERIMENT: 96022 TEST: 02 Page 3
Statistical Analysis of Primary Tumors in Rats (SPRAGUE-DAWLEY) - ~ TEF EVALUATION (PCB MIXTURE;PCB 126/P
Terminal Sacrifice at 104 weeks

|

[ I

! | Females

| Dose { 0 NG / 4000 NG/

| | 0 UG 500 UG

[

{

|Lung

| Cystic Keratinizing Epithelioma

I

|

— - - —_— — e e . — — — ————— —————— e —r—————
| TUMOR RATES |

[=—— e |

|OVERALL (a) | 0/53 (0%) 41/66 (62%)
|POLY-3 RATE (b) | 0/41.89 41/42.28
{POLY-3 PERCENT (q) | 0.0% 97.0%
ITERMINAL (d) { 0/27 (0%) 0/0 (0%)
IFIRST INCIDENCE [ - 260

[ e e |

{STATISTICAL TESTS |

I =1

ILIFE TABLE { . P<0.001 =**
{POLY 3 | P<0.001 =+
fPOLY 1.5 { P<0.001 *~*
{POLY 6 | P<0.001 *=*
|LOGISTIC REGRESSION| P<0.001 *~*
{COCH-ARM / FISHERS | P<0.001 **
|ORDER RESTRICTED | (e)

I

i i

I | Females

{Dose | 0 NG / 4000 NG/

| { 0 UG 500 UG

i

|

[Mammary Gland

{ Adenoma

I

!

—""l.l‘.l"'l b mm w mem e

| TUMOR RATES i $ +
[==mmmmeeman I

{OVERALL (a) | 2/53 (4%) ] 0/66 (0%)
|POLY-3 RATE (b) | 2/42.41 : 0/9.33
{POLY-3 PERCENT (g) | 4.7% 0.0%

| TERMINAL (d) . | 1/27 (4%) 0/0 (0%)
{FIRST INCIDENCE i i 567 ——

1 {

ISTATISTICAL TESTS |

1 !

{LIFE TABLE i P=0.987N
|POLY 3 | P=0.981N
fPOLY 1.5 | P=0.640N
{POLY 6 | P=1.000N
{LOGISTIC REGRESSION| P=0.671N
ICOCH-ARM / FISHERS | . P=0.196N

|ORDER RESTRICTED | (e)
i -
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Date: 05/06/04

EXPERIMENT: 96022 TEST: 02

Statistical Analysis of Primary Tumors in Rats (SPRAGUE~DAWLEY)

Terminal Sacrifice at 104 weeks

TEF EVALUATION (PCB MIXTURE;PCB 126/P

Page 5

|

| |

f | Females

{Dose | 0 NG / 4000 NG/

| { 0 UG 500 UG

|

|

|Mammary Gland

| Fibroadenoma

|

|

~ llllllllllllllllllllllllllllllll T e e o e e e e e e e e e e e e e o e e e e e e e ——

|TUMOR RATES | #

[==c—mm e |

{OVERALL (a) | 42/53 (79%) 6/66 (9%)

{POLY-3 RATE (b) | 42/51.89 6/14.37

|POLY-3 PERCENT (g) | 81.0% 41.8%

{ TERMINAL (d) | 19/27 (70%) 0/0 (0%)

|FIRST INCIDENCE | 275 222

R e L ST P |

{STATISTICAL TESTS |

R i 1

|{LIFE TABLE | P=0.115

{POLY 3 | P=0.066N

|POLY 1.5 { P<0.001N**

{POLY 6 { P=0.897N

|ILOGISTIC REGRESSION| P<0.001N**

|COCH~-ARM / FISHERS | P<0.001IN**

{ORDER RESTRICTED | (e)

| -

{ |

I i Females

{Dose | 0 NG / 4000 NG/

i | 0 UG 500 UG

|

I

{Mammary Gland

[ Fibroma, Fibroadenoma or Adenoma

|

I

_ —_ -

| TUMOR RATES { # #

[ it |

|OVERALL (a) { 42/53 (79%) 6/66 (9%)

{POLY~3 RATE (b) { 42/51.89 6/14.37

IPOLY~3 PERCENT (g) | 81.0% 41.8%

ITERMINAL (d) . | 19/27 (70%) 0/0 (0%)

{FIRST INCIDENCE { 275 222

I {

ISTATISTICAL TESTS |

| =1

|LIFE TABLE | P=0.115

{POLY 3 | P=0.066N

|POLY 1.5 | P<0.001IN**

jPOLY 6 I P=0.897N

I LOGISTIC REGRESSION| P<0.001N**

|COCH-ARM / FISHERS | P<0.001N**
(e)

| ORDER RESTRICTED {
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Date: 05/06/04

Statistical Analysis of Primary Tumors in Rats (SPRAGUE-DAWLEY) -

EXPERIMENT: 96022 TEST: 02

Terminal Sacrifice at 104 weeks

Page 7

TEF EVALUATION (PCB MIXTURE;PCB 126/P

|
{ |

! | Females

|Dose I 0 NG / 4000 NG/
{ I 0 UG 500 UG

|

|

{Skin

| Basal or Sq. Cell Carcinoma, Carcinoma, Basosq. Tumor

| (M or B), Basal Cell Adenoma, Adenoma, Papilloma, Sq Papilloma, Keratoacanthoma, Trichoepitheliom

|

_ IIIIIIIIII e e e e e = e s - e o - o o o e e e e e e e e o ————
| TUMOR RATES | ¥ #
{==mmmmmeme |

{OVERALL (a) { 2/53 (4%) 0/66 (0%)
|POLY-3 RATE (b) | 2/41.89 0/9.33
IPOLY-3 PERCENT (g) | 4.8% 0.0%
[TERMINAL (d) | 2/27 (71%) 0/0 (0%)
IFIRST INCIDENCE [ 726 (T) -—=

i : b |

{STATISTICAL TESTS |

| [

|LIFE TABLE { P=1.000N
|POLY 3 ] P=0. 979N .
fPOLY 1.5 | P=0.636N
{POLY 6 | P=1.000N
ILOGISTIC REGRESSION| (e)
[COCH-ARM / FISHERS | P=0.196N
IORDER RESTRICTED | (e)

f

f {

i | Females

|Dose | 0 NG / 4000 NG/
{ [} 0 uG 500 UG

I - -

{

IThyroid Gland: C-Cell

| Adenoma

t

|

— —

{TUMOR RATES |

|=—m——emm e |

|OVERALL (a) | 9/53 (17%) 1/66 (2%)
|POLY-3 RATE (b) f 9/43.64 1/9.65
{POLY-3 PERCENT (g) | 20.6% 10.4%
{TERMINAL (4d) - | 4/27 (15%) 0/0 (0%)
|FIRST INCIDENCE i 548 636

| |

ISTATISTICAL TESTS |

| =1

{LIFE TABLE | P=0.183
J|POLY 3 | P=0.776N
|POLY 1.5 | P=0.204N
|POLY 6 [ P=1.000
ILOGISTIC REGRESSION] P=0_.586N
|COCH-ARM / FISHERS | P=0.003N**

|ORDER RESTRICTED {

(e)
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Date: 05/06/04 EXPERIMENT: 96022 TEST: 02
Statistical Analysis of Primary Tumors in wmnmﬁmwgﬁcmih;v:.m&v - TEF EVALUATION (PCB MIXTURE; PCB 126/P
Terminal Sacrifice at 104 weeks

Page 9

|

| |

[ | Females

{Dose { 0 NG / 4000 NG/

{ i 0 UG 500 UG

{

{

|Uterus

| Polyp Stromal

1

|

_ IIIIIIIIIIIIIIIIII e . ————— e - T T T T T T e e e e e e
{ TUMOR RATES ] # #

e et [

{OVERALL (a) { 11/53 (21%) 3/66 (5%)
{POLY~-3 RATE (b) | 11/744.47 3/11.76

| POLY-3 PERCENT {g) | 24.7% 25.5%
TERMINAL (d) { 4/27 (15%) 0/0 (0%)
[FIRST INCIDENCE ! 534 300

f - |

ISTATISTICAL TESTS |

fmmmm e e |

ILIFE TABLE f P=0.040 *
|POLY 3 { P=0.809
fPOLY 1.5 | P=0.322N
[POLY 6 i P=0.882
ILOGISTIC REGRESSION| P=0.264N
|COCH-ARM / FISHERS | P=0.007N**
{ORDER RESTRICTED | (e)

| [

| | Females

|Dose | 0 NG / 4000 NG/

{ { 0 UG 500 UG

i .

|

|All Organs

| " Benign Tumors

|

|

| et oz el . — _— - —m - -
|TUMOR RATES. ] $ [

[ ——— |

|OVERALL (a) ] 53/53 (100%) 45/66 (68%)
|POLY-3 RATE (b) | 53/53.00 . 45/45.91
|POLY-3 PERCENT (g) | 100.0% 98.0%

| TERMINAL {d) | 27727 (100%) 0/0 (0%)
{FIRST INCIDENCE { 275 222

i |

ISTATISTICAL TESTS |

i- I

{LIFE TABLE [} P<0.001 =*~+
{POLY 3 I P=0.700N
IPOLY 1.5 | P<0.001IN**
|POLY 6 { P=1.000N
|LOGISTIC REGRESSION| P=0,352N
{COCH~ARM / FISHERS | P<0.001N**
{ORDER RESTRICTED | (e)

{
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(b) Number of tumor-bearing animals / Poly-3 number

(d) Observed incidence at terminal kijill.
(f) Beneath the control incidence are the P-values associated with the trend

test. Beneath the dosed group incidence are the P-values corresponding to
pairwise comparisons between the controls and that dosed group. The life

table analysis regards tumors in animals dying prior to terminal kill as

being (directly or indirectly) the cause of death.

Logistic regression is an alternative

method for analyzing the incidence of non-fatal tumors. The Cochran-Armitage
and Fishers exact tests compare directly the overall incidence rates

For all tests a negative trend is indicated by N

(e) Value of Statistic cannot be computed.

(g) Poly-3 adjusted lifetime tumor incidence.

(I) Interim sacrifice

(T) Terminal sacrifice

# Tumor rates based on number of animals necropsied.

* To the right of any statistical result, indicates significance at (P<=0.05) .
** To the right of any statistical result, indicates significance at (P<=0.01).
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LAB: Battelle Columbus
EXPERIMENT: 96022 TEST: 02
TEST TYPE: CERONIC

CONT: NO1-ES-75411
PATHOLOGIST: MISSING

STATISTICAL ANALYSIS OF PRIMARY TUMORS
TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118)

CAGES FROM 0000 TO LAST CAGE
ROUTE: GAVAGE

REPORT: PEIRPT0S8
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TIME: 14:16:19
PAGE: 1
NTP C#: C96022
CAS: TEFPCBMIX

REASONS FOR REMOVAL:

REMOVAL DATE RANGE:

TREATMENT GROUPS:

NTP

LAB: Battelle Columbug
EXPERIMENT: 96022 TEST: 02
TEST TYPE: CHRONIC

CONT: NO1-ES-~75411
PATHOLOGIST: MISSING

Rats (SPRAGUE-DAWLEY )

CONTROL & TREATED GRPS. FINAL#1

25018 Dosing Accident
25019 Moribund Sacrifice
25020 Natural Death
25021 Terminal Sacrifice

ALL

INCLUDE 001 0ONG/ 0UG

INCLUDE 002 80 NG /10 UG
INCLUDE 003 240 NG /30 UG
INCLUDE 004 800 NG /100 UG
INCLUDE 00S 2400 NG/300 UG
INCLUDE 006 4000 NG/S500 UG

STATISTICAL ANALYSIS OF PRIMARY TUMORS
TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118)

CAGES FROM 0000 TO LAST CAGE
ROUTE: GAVAGE

FOR ALL DOSES THE TUMOR RATES IN THE FOLLOWING TISSUES/ORGANS ARE
BASED ON NUMBER OF TISSUES EXAMINED. 1IN OTHER TISSUES/ORGANS RATES
ARE BASED ON THE NUMBER OF ANIMALS NECROPSIED.

Adrenal Cortex

Adrenal Medulla

Brain
Clitoral/Preputial Gland
Heart

Islets, Pancreatic
Kidney

Pancreas
Pituitary Gland
Thynus

Thyroid Gland

REPORT: PEIRPTOS8
DATE: 04/27/04
TIME: 14:16:19

NTP C#: C96022
CAS: TEFPCBMIX
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Date: 04/27/04 EXPERIMENT: 96022 TEST: 02
Statistical Analysis of Primary Tumors in Rats (SPRAGUE-DAWLEY) -
Terminal Sacrifice at 104 weeks

Page 1

TEF EVALUATION (PCB MIXTURE; PCB HNQ\M

Females T
Dose 0 NG / 80 N6 / 240 NG / 800 NG / 2400 NG/ 4000 NG/
| 0 UG 10 UG 30 UG 100 UG 300 UG 500 UG
Adrenal Medulla
Pheochromocytoma Benign
TUMOR RATES
OVERALL (a) 3/53 (6%) 3/51 (6%) 2/53 (4%) 0/53 (0%) 1/53 (2%) 0/64 (0%)
POLY-3 RATE (b) 3/41.89 3/32.84 2/37.79 0/36.73 1/24.57 0/9.22
POLY-3 PERCENT (g) 7.2% 9.1% 5.3% 0.0% 4.1% 0.0%
TERMINAL (d) 3/27. (11%) 2/17 (12%) 2/24 (8%) 0/15 (0%) 0/0 (0%) 0/0 (0%)
FIRST INCIDENCE 726 (T) €59 726 (T) - 520 _—
STATISTICAL TESTS
LIFE TABLE P=0.618 P=0.447 P=0 555N P=0.240N P=0.433 P=]1.000R
POLY 3 P=0.187N P=0.546 P=0.S47N P=(0.143N P=0.508N P=0.484N
POLY 1.5 P=0.126N P=0.578 P=0.530N P=0.134N P=0.415N P=0.307N
POLY 6 P=0, 214N P=0.515 P=0.564N P=0.159N P=0.637N - " P=0.605N
LOGISTIC REGRESSION P=0.401N P=0.481 P=0.555N (e) P=0.663N (e)
COCH-ARM / FISHERS P=0.034N* P=0.642 P=0.500N P=0.121N P=0.309N P=0.090N
ORDER RESTRICTED P=0.496N (e) (e) (e) (e) (e) -
Females )
Dose 0 NG/ 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/
0 uG 10 v 30 uG 100 UG 300 UG 500 UG
Adrenal Medulla
Pheochromocytoma: Benign, Complex, Malignant, NOS
TUMOR RATES
OVERALL (a) 3/53 (6%) 3/51 (6%) 3/53 (6%) 0/53 (0%) 1/53 (2%) 0/64 (0%)
POLY~-3 RATE (b) 3/41.89 3/32.84 3/38.61 0/36.73 1/24.57 0/9.22
POLY-3 PERCENT (g) 7.2% 9.1% 7.8% 0.0% 4.1% 0.0%
TERMINAL (d) 3/27 (11v%) 2/717 (12w) 2/24 (8%) 0/15 (0%) 0/0 (0%) 0/0 (o%)
FIRST INCIDENCE 726 (T) 659 408 — 520 —
STATISTICAL TESTS
LIFE TABLE P=0.608N P=0.447 P=0.619 P=0.240N P=0.433 P=1.000N
POLY 3 P=0.165K P=0.546 P=0.625 P=0.143N P=0_.508N P=0.484N
POLY 1.5 P=0.104N P=0.578 P=0.639 P=0. 134N P=0.415N P=0.3078
POLY 6 P=0.202N P=0.515 P=0.611 P=0.1595N P=0.637N P=0.605N
LOGISTIC REGRESSION P=0.158N P=0.481 P=0.630 (e) ) P=0.663N (e)
COCH-ARM / FISHERS P=(.025N* P=0.642 P=0.661N P=0.121N P=0.309N P=0.090N
ORDER RESTRICTED | P=0.512K ~ (e) (e) (e) (e) - (e)
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Date: 04/27/04

Statistical Analysis of Primary Tumors in munn.mvgmcmlurzhmﬁ -

EXPERIMENT: 96022 TEST: 02 Page 3
TEF EVALUATION (PCB MIXTURE;PCB 126/pP

Terminal Sacrifice at 104 weeks

Females
Dose 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/
| 0 uG 10 UG 30 UG 100 UG 300 UG 500 UG
Liver
Hepatocellular Adenoma
TUMOR RATES
OVERALL (a) . 2/53 (4%) 1/51 (2%) 0/53 (0%) 4/53 (8%) 17753 (32%) 5/65 (8%)
POLY-3 RATE AUV 2/41.89 - ; 1/32.84 0/37.79 4/37.67 17/30.45 5/13.19
POLY-3 PERCENT (g) .| 4.8% < 3.1% 0.0% 10.6% 55.8% 37.9%
TERMINAL (d) - -+ * 2/27 (7%) /17 (o%) 0/24 (0%) 2/15 (13%) 0/0 (0%) 0/0 (0%)
FIRST INCIDENCE - 726 (T) 659 —_— 541 474 245
STATISTICAL TESTS
LIFE TABLE P<0.001 *+ P=0.645N P=0.264N P=0.164 P<0.001 =+ P<0.001 *=
POLY 3 a P<0.001 =*+ P=0. 584N P=0.260N P=0.288 P<0.001 *« P=0.021 *
POLY 1.5 . P<0.001 ** P=0.562N P=0.252N P=(.304 P<0.001 #+ P=0.061
POLY 6 : - o=t P<0.001 *» P=0.604N P=0.269N P=0.262 P<0.001 ** P=0.010 *
LOGESTIC wmnmnmmwozm P<0.001 *» P=0.616N (e) P=0,279 P<0.001 *+ P=0,187
COCH-ARM / FISHERS | P<0.00]1 - %+ P=0.515N P=0,248N P=0.33¢ P<0.001 == wno uuu
ORDER RESTRICTED . ° P<0.001 *+ (e) (e) (e) (e) (e},
Females
Dose ‘- 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/ . 4000 NG/
28 : Que 10 vG 30 UG 100 uG 300 UG 500 ve
Liveér
Hepatocellular Carcinoma or Hepatocellular Adenoma
TUMOR RATES o
OVERALL (a)":: \u,% '2/53 - (4%) -1/51 (2%) 0/53 (0%} 4/53 (8%) 17/53. (32v) 5/65 (8%)
POLY-3 RATE (b)° 2/41.89 1732.84 0/37.79 4/37.67 17/30.45 5/13.19
POLY-3 PERCENT Aav 4.8% 3.1% 0.0% 10.6% 55.8%. 37.9%
TERMINAL (d): 7! 2/27. (7%) 0/17 (0%} 0/24 (0%) 2/15 (13%) 0/0. (0%) 0/0 (0%)
FIRST INCIDENCE w.: 726 (T) 659 —— 541 474 245
STATISTICAL TESTS
LIFE TABLE ~ ' = P<0.001 - *= P=0_.645N P=0.264N P=0.164 P<0.001 *+ P<0.001 *+
POLY 3 B 15 P<0.001 %+ P=0.584N P=0.260N P=0.288 P<0.001 w« P=0.021 +
POLY 1.5 = P<0.00]1 *» P=0.562N P=0.252N P=0.304 P<0.001. ++ P=0.061
POLY 6 P<0.001 #*» P=0.604N P=0.269N P=0.262 P<0.001 »« P=0.010 *
LOGISTIC REGRESSION P<0.001 P=0.616N (e) P=0.279 P<0.001 ==+ P=0.187
COCH-ARM / FISRERS P<0.001 *» ' P=0.515N8 P=0.248N P=0.339 P<0.001 *+ P=0.312
ORDER RESTRICTED P<0.001 ==

(e) (e) (e) (e) (e)
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Date: 04/27/04
Statistical Analysis of Primary Tumors. in Rats(SP|

EXPERIMENT: 96022 TEST: 02
§§|U>§.
Terminal Sacrifice at 104 weeks

Page S

TEF EVALUATION (PCB MIXTURE;PCB 126/P

Females
Dose . 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/
| 0 UG 10 UG 30 UG 100 UG 300 UG 500 UG
Mammary Gland
Adenoma
TUMOR RATES # # # # # #
OVERALL (a) . .. .| . 2/53 (4%) 1/51 (2%) 0/53 (0%) 0/53 (0%) 0/53 (0%) 0/66 (0%)
POLY-3 RATE (b) . | 2/42.41 1/33.21 0/37.79 0/36.73 0/23.94 0/9.33
POLY-3 PERCENT (g) - 4.7 . 3.0% 0.0% 0.0% 0.0% 0.0%
TERMINAL (d) .- 1/27 (4%) 6/17 (0%) 0/24 (0%) 0/15 (0%) 0/0 (0%) 0/0 (0%)
FIRST INCIDENCE 567 525 _— — —_— —
STATISTICAL TESTS
LIFE TABLE - - 3 P=0.318N P=0.614N P=0.266N P=0.318N P=0.638N P=0.987N
POLY 3 - aF P=0.176N P=0.584N P=0.263N P=0.270N P=0.380N P=0.564N
POLY 1.5 P=0.170N P=0.562N P=0,253N P=0.258N P=0.311N P=0.4238
POLY 6 R P=0.153N P=0.606N P=0.274N P=0.291N P=0.482N P=0.650N
LOGISTIC REGRESSION| ‘Pr=Q.105N P=0.494N P=0.239N P=0.241K _P=0.320N P=0.671N
COCH-ARM / FISHERS | P=0.]112N P=0.515N P=0.248N P=0.248N P=0.248N P=0.196R
ORDER RESTRICTED . P=0.492N (e) (e) (e) (e) (&)
Females
Dose 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/
’ 0 UG 10 UG 30 UG 100 UG 300 UG 500 UG
Mammary Gland
Carcinoma
TUMOR RATES # # # # # 4
OVERALL (&)° 75 3y 5/53.(9%) 1/51 (2%) 4/53 (8%) 0/53 (0%) 0/53 (0%) 0/66 (0%)
POLY-3 RATE (b) : 5/42.77 - 1/33.53 4/39.16 0/36.73 0/23.94 0/9.33
POLY~-3 PERCENT (g){ 11.7v .- 3.0% 10.2% 0.0% 0.0% 0.0%
TERMINAL (d)/(::) @ 4/27" (15%) 0/17 (0%} 2/24 (8%) 0/15 (0%) 0/9 (0%) 0/0 (0%)
362 275 426 _— -— —
P=0.096N - P=0.197N P=0.555N P=0.087N P=0.512N P=0.6428
P=0,030N* P=),.1678 P=0.5568 P=0.045N* P=0. 120N P=0.382N
P=0.021N+ P=0. 147N P=0.536K0 P=0.040K* P=0.068N P=0.170N
P=0.037N* P=).188N P=0.572N P=0.054N P=0.238N, P=0.551N
P=0.003N*+ P=0.080N P=0.489N P=0.036N* P=0.065N P=0.255N"
P=0.007N** P=0.112N P=0.500N P=0.028N* P=0.. 028N+ P=0.016N*
P=0.352N fe) (e) - (e) (e)

(e)
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Date: 04/27/04
Statistical Analysis of Primary Tumors in Rats(SP

EXPERIMENT: 96022 TEST: 02
gﬂlgﬁﬁhﬁv
Terminal Sacrifice at 104 weeks

Page 7

TEF EVALUATION (PCB MIXTURE;PCB 126/P

|

| Females
Dose | 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/

| 0 UG 10 vG 30 UG 100 UG 300 uG 500 UG
Mammary Gland

Fibroma, Fibroadenoma or Adenoma

TUMOR RATES ' # # # # # #
OVERALL (a) .. - 42/53 (79%) 39/51 (7€%) 36/53 (68%) 17/53 (32%) 4/53 (8%) 6/66 (9%)
POLY-3 RATE (b):- - 42/51.89 39/45.26 36/47.82 17/40.43 4/26.10 6/14.37
POLY-3 PERCENT (g) 81.0% 86.2% 75.3% 42.0% 15.3% 41.8%
TERMINAL (d). ... - 18/27 (70%) 13717 (77%) 16/24 (67%) 7715 (47%) 0/0 (o%) 0/0 (0%)
FIRST INCIDENCE - 275 347 426 261 479 222
STATISTICAL TESTS
LIFE TABLE P=0.188N P=0.083 P=0.493N P=0.019N* P=0.082N P=0.115
POLY 3 ) N P<0.COIN** P=0.334 P=0.324N P<C.00IN** P<0.001IN*~ P=0,016N*
POLY 1.5 AN P<0.001N** P=0.402 P=0.257N P<0.001N** P<0.001N** P<0.001N*+
POLY 6 2200 P<0.001N** P=0.307 P=0.398N P<0.001N*+* P<0.00IR** P=0.454N
LOGISTIC REGRESSION DP<0.001IN** P=0.581N P=0.133N P<0.00IN** P<0.Q0IN** P<(.001N*+
COCH-ARM / FISBERS P<0.001N%+ P=0.4S8N P=0.135N P<0.001N*+ P<Q.001N** P<0.,001N**
ORDER RESTRICTED P<0.001N** (e) (e) (e) (e) {e)

]

| Females
Dose : 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/

i 0 UG 10 uG 30 UG 100 UG 300 UG 500 UG
MMEESEITILSL -02 IR T IR - Sxey ERET - et
Mammary Gland

Fibroma, Fibroadenoma, Carcinoma, or Adenoma

TUMOR RATES ; * * # # # #
e — _
OVERALL (a) : n 42/53 119%) 40/51 (78%) 37/53 (70%) 17/53 (32%) 4/53 (8%) 6/66 (9%)
POLY-3 RATE (b} . i 42/51.89 40/46.21 37/48.39 17/40.43 4/26.10 . 6/14.37
POLY-3 PERCENT «g) 81.0% 86.6% 76.5% 42.0% 15.3% . 41.8%
TERMINAL (d) 19/27 (76%) 13717 (77v) 16/24 (67%) 7/15 (47%) 0/0 (0%) 0/0 (0%)
FIRST INCIDENCE 275 275 426 261 479 222
STATISTICAL TESTS
LIFE TABLE ' P=0.149N P=0,065 P=0.550N P=0.019N¢* P=0.082N, P=0.115
POLY 3 . P<0.001N** P=0,312 P=0.377N - P<0.001N%« P<0.00IN** P=0.016N*
POLY 1.5 : P<O.001N%* P=0.362 P=0.318N - P<0.001N*»* P<0.001N*+ P<0.001IN*+
POLY 6 P<O.00LNu:* P=0.291 P=0.435R P<0.001N*+ P<0.001N** P=0.454N
LOGISTIC REGIESSION P<U. 001N P=0.573 P=0.178N - P<0.001N** P<0.001N*~ P<0.001N**.
COCH-ARM / ¥iSHERS P<).001IN** P=0.555N P=0.186N P<0.001N%+ P<0.001N** P<0.001IN**
ORDER RESTRICTED P<0.001N=** (e) (e) (e) (e) (e)




() {a) () (®) () © LBy 0=d QIIDTYLSTT WIAHO

N¥69°0=d NOO0S° 0=d . 18T°0=d 005°0=d  EVL"O=d NSOZ“0=d - SYIHSId / WIV-HOOD
€99°0=d NOYL"O=d 85T1°0=d yLY " O=d 0ZL°0=d L85°0=d NOISSTHOAY JDILSIDOT
€9€°0=d KE99° O=d T€T°0=d SSP°0=d L89° 0=d L9Z°0=d 9 X104
€867 0=d N66S " 0=d LST"0=d 6Ly 0=d 6TIL"0=d NS6Y°0=d S°T XI0d
Lyy°0=d -NS09° 0=d 9PT"0=d - L9Y°0=d €0L°0=d . T15°0=d € X104
981 0=d NOL6"0=d €0T1°0=d ShP-0=d ¥L9°0=d €90°0=d VL 2AIT

SISAL TYOILSILVLS

. I8Y -— ¥6S 809 159 L89 FONFAIONI ISUId
(s0) 0/0 {30) 0/0 (s0) ST/C (av) vZ/1 (s0) L1/0 (30) Lz/0 (p) TVNIWYIL
%607 1070 29°0T 22°'S 30°€ Wz . (b) 1NZOWAd €-XT0d

£0°0T/% ¥6°£2/0 9L LE/Y 0Z°8€/2 98-Z€/T Y0°Z¥/1 (q) ZIW £-X70d
(32) 99/ (g0} €5/0 (38) €S/¥ (a¥). €S/2 (32) 15/°1 (32) €S/1 {v) TIVIIAO

# # # # # # SELVE HOWOL

ewoTTTded I0 sgnowenbs wworTyded ‘ewoutdoIRvD 119> snouwenbg
(eatburd ’‘4300L rxukreyd ‘onbuc] ‘@SOONR Te10) K3vAR) TRI0

on 00S o1 00€ on 001 on of on 01 90

/DR 000% /9N 00%T / SN 008 / ON 0%Z / SN 08 / 9N 0 asoq
saTewad

(=) (a) (@) : () () L8Y"0=d | qEIOIYISHY WAMHO
N¥69° 0=d NOO0S " 0=d 181°0=d 005°0=d €¥L-0=d NS0Z°0=d SYgHSIA / WdV-HDOD
£99° 0=d NO9L"0=d 8ST-0=d LY 0=d 0ZL 0=d 185°0=d NOISSTYOAY JILISIDOTL
£€9€°0=d NE99 " 0=d 1€1°0=d GGy 0=d 189°0=d L92°0=d 9 x110d
€85° 0=d N6G5°0=d LST°0=d 6L¥Y"0=d 6TL"0=d NS6¥°0=d L S°1 X104
LYY 0=d NS09°0=d 9v1°0=d L9Y"0=d £0L°0=d 116°0=d ) € x10d
981 0=d NOL6°0=d S0T°0=d Svy-0=d ¥L9°0=d £€90° 0=d FIaVL 3I1T
SIS3IL TYOILSIIVLS
8% -—= ¥6S . 809 159 L89 FONIAIONI LSHId
(s0) 0/0 (30) 0/0 {s0) s1/0 (sv) vz/1 (20) LT/0 (20) L2/0 (p) TYNIWGEL
30°071 20°0 39°01 $Z°S $0°€ 3 A4 (6) INFOWAd €-X10d
£0°0T/T $6°€2/0 9L LE/Y 0z°8€/2 98°Z€/1 ¥o-Z¥/1 (q) gIvd g£-x70d
(32) 99/1 (%0) £5/90 (28) £S/v (s%) €5/2 (22) 15/1 (22) g5/t () TIVIIAO
# # # # # # SAIVS JYOWNL

ewoutdIR) IT?0 snourenbg
(eaTbUTH ‘Y300L rxukreyd ‘9nbuol ’eSOINR Tex0) L3taed Tei0

on 006G o 00¢€ on 001 N 0€ on o1 on o |
/9N 000¥ /ON 00%2 / ON 008 / DN 0% / OSN 08 / SN 0 | as0d

saTewod |

|

sYooM y0T 3€ 9OTITIOPS TeuUTHIAL
. a/971 9D3!TUNIXIA 90d) NOIIVOTVAZ JAL - (ATIMVA-ANOVEAS ) 83wd UT sIoumy Arewrid 3O stedreuy TeOTISTICIS
g abed Z0 :1SEL ZZ096 :INEWI¥AIXI vo/LZ/¥0  :93ed



Date: 04/27/04 EXPERIMENT: 96022 TEST: 02 Page 9
Statistical Analysis of Primary Tumors in zbﬁuamwgluwzrmf - TEF EVALUATION (PCB MIXTURE;PCB 126/p
Terminal Sacrifice at 104 weeks
]
| Females
Dose | 0 NG / 80 N¢ / 240 NG / 800 NG / 2400 NG/ 4000 NG/
| 0 UG 10 uG 30 v 100 UG 300 uG 500 UG
Oral Mucosa
Squamous Cell Carcinoma
TUMOR RATES 1 # # # P # #
OVERALL (a): - . 1/53 (2%) 1/51 (2%) 2/53 (4%) 4/53 (8%) 0/53 (0%) 1/66 (2%)
POLY-3 RATE (b) 1/42.04 .. 1/3%.86 2/38.20 4/37.76 0/23.94 1710.03
POLY-3 PERCENT (gq) 2.4% 3.0% 5.2% 10.6% 0.0% 10.0%
TERMINAL (d) ;. .- 0/27 (0%; 0/17 (0%) 1/24 (4%) 0/15 (0%) 0/0 (0%) 0/0 (o0%)
FIRST INCIDENCE 687 651 608 594 —— 482
STATISTICAL TESTS
LIFE TABLE oo P=0.063 P=0.674 P=0.445 P=0.105 P=0.970N P=0.186
POLY 3 P=0.511 P=0.703 P=0.467 P=0.146 P=0.605N P=0.447
POLY 1.5 . P=0.495N P=0.719 P=0.479 P=0.157 P=0.559N’ P=0.583
POLY 6 oo i P=0,267 P=0.687 P=0,455 P=0.131 P=0.663N P=0.363
LOGISTIC gwMHoz P=0.587 P=0.720 P=0.474 P=0.158 Mlo..\,mo? P=0.663
COCH~ARM / FISHERS. P=0.205N P=0.743 P=0.500 P=0.181 P=0.500N =0.694N_
ORDER RESTRICTED P=0.487 (e) (e) (e) (e) (e} N
Females
Dose ey 0 NG /. 80 NG / 240 NG / 800 NG / 2400 NG/. 4000 NG/
0 UG 10 UG 30 uG 100 uG 300 uG 500 UG
Pancreas
Carcinoma or Adenoma :
TUMOR RATES
g (a) 73 0/53 (0%) 0/51 (O%) 2/53 (4%) 0/53 (o0%) 9/53 (0%) 0/65 (0%)
POLY-3 RATE {b) 0/41.89 0/32.58 2/38.31 0/36.73 0/23.94 0/9.28
POLY-3 PERCENT {9 0.0% 0.0t 5.28 0.0% 0.0% 0.0%
TERMINAL (d): . : 0/27° (O%) 0717 (O%) 1/24 (av) 0/15 (0%) 0/6 (0w) 0/0 (0%)
PIRST INCIDENCE — -—— 567 — — —_—
STATISTICAL TESTS
LIFE TABLE P=0.7028 (e} P=0.214 (e) (e) (e)
POLY 3 P=O.467N: (e) P=0.217 (e) (e) (e)
POLY 1.5 anwaz,.ﬂ (e) P=0.224 (e) (e) (e)
POLY 6 P=0.523N (e) P=0.211 (e) (e) (e)
LOGISTIC gNmWHOZ P=0.399N% (e) P=0.233 (e) (e) (e)
COCH-ARM / FISHERS P=0.253N (e) P=0.248 (e) (e) (e)
ORDER RESTRICTED . P=0.682 (e) (e) ' (e) (e) (e)
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Date: 04/27/04

EXPERIMENT: 96022 TEST: 02 Page 11

Statistical Analysis of Primary Tumors in mnnmammmbnamlubﬂﬁm: - TEF EVALUATION (PCB MIXTURE; PCB 126/p

Terminal Sacrifice at 104 weeks

Basal or Sq. Cell Carcinoma,
(M or B), Basal Cell Adenoma,

Females
Dose 0 NG / 80 NG / 240 NG / 800 NG / 2400 KRG/ 4000 NG/
] 0 UG 10 UG 30 UG 100 UG 300 UG 500 UG
Skin

Carcinoma, Basosqg. Tumor
Adenoma, Papilloma, Sq Papilloma, Keratoacanthoma, Trichoepitheliom

TUMOR RATES # # # # * #
OVERALL (a!} 2/53 (4%) 0/51 (o%) 0/53 (0%) 0/53 (0%) 0/53 (0%) 0/66 (0%)
POLY~3 RATE (b) 2/41.89 0/32.58 0/37.79 0/36.73 0/23.94 0/9.33
POLY-3 PERCENT (g) 4.8% 0.0% 0.0t 0.0% 0.0% 0.0%
TERMINAL (d) 2/27 (7%) 0/17 (0%) 0/24 (0%) 0/15 (0%) 0/0 (0%) 0/0 (0%)
FIRST INCIDENCE 726 (T) -— — _— — —
STATISTICAL TESTS
LIFE TABLE P=0.802N P=0.344N P=0.264N P=0.374N P=1.000N P=1.000N
POLY 3 P=0.234N P=0.296N P=0.260N P=0.267N P=0.377N P=0.562N
POLY 1.5 P=0.238N P=0.280N P=0.252N P=0.256N P=0.310N P=0_421IN
POLY 6 P=0.189N P=0.314N P=0.269N P=0.286N P=0.478N P=0.650N
LOGISTIC REGRESSION P=0.802N (e} (e) (e) . (e) (&)
COCH-ARM / FISHERS P=0.186N P=0.257N P=0.248N P=0.248N P=0.,248N P=0.196N
ORDER RESTRICTED P=0.408N (e) (e) (e) (e) - (e)
Females
Dose SULong. e NG / 80 NG / 240 NG / 800 NG / 2400-NG/, 4000 NG/
Lo 0 UG 10 UG 30 ue 100 UG 300 uc S00 UG

Skin

Fibroma
TUMOR RATES # # # # # #
OVERALL (a) 7 -.:'° 114537 (2%) 1/51 (2%) 1/53 (2%) 3/53 (6%) 0/53 . (0%) 0/66 (0%)
POLY-3 RATE (b). "' 1/41.89 1/32.90 1/37.88 3/36.99 : 0/23.94 - 0/9.33
POLY-3 PERCENT (g)" 2.48 3.0% 2.6% 8.1y 0.0 0.0%
TERMIRAL (d) = 2 1/27 ¢4%) 0/17 (0%) 0/24 (0%) 2/15 (13%) 0/0 (0%) 0/0 (0%)
FIRST INCIDEKCE - -- 726 (T)- 639 703 659 - : —
STATISTICAL TESTS
LIFE TABLE - P=0.479" P=0.668 P=Q.735 - P=0.152 P=1.0008 P=1.000N
POLY 3 F=0,531N ‘P=0.705 P=0.738 P=0.261 - P=0.604N P=0.696N
POLY 1.5 7 i. P=0.329N P=0.720 P=0.747 P=0.276 P=0.559N P=0.6258
POLY 6 , P=0.415" P=0.690 P=0.730 P=0.238 P=0.662N P=0.735N

: P=0.646N * P=0.708 P=0.730 - P=0.204 () .- - (e) .- -
COCH-ARM / FISHERS P=0.105N P=0.743 P=0.752R P=0.309 P=0.5008 P=0. 445N
ORDER RESTRICTED P=0.635N (e) (e) (e) (e} . (e) :
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Date: 04/27/04 EXPERIMENT: 96022 TEST: 02
Statistical Analysis of Primary Tumors in Rats (SPRAGUE-DAWLEY ) -
Terminal Sacrifice at 104 weeks

Page 13
TEF EVALUATION :uhu MIXTURE;PCB 126/P )

]
| Females
Dose ] 0.NG / 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/
| 0 uG. 10 ve 30 uG 100 UG 300 UG 500 UG
Thyroid Gland: C-Cell
. Carcinoma
TUMOR RATES
OVERALL (a). R 4/53 (8%) 2/51 (4%) 2/53 (4%) 0/52 (0%) 0/52 (0%) 0/66 (0%)
POLY-3 RATE AE 4/42.04 . 2/32.58 2/37.79 0/36.44 0/23.93 0/9.33
POLY-3 mﬂwnmza ?5 3 $.5% - . 6.1% 5.3% 0.0% 0.0% 0.0%
TERMINAL (d):: 3/27 (i1%) 2/17 (12%) 2/24 (8%) 0/15 (0%) 0/0 (0%) 6/0 (0%)
FIRST INCIDENCE 688 726 (T) 726 (T) —— et -
STATISTICAL TESTS
P=0.290N P=0.554N P=0.391N P=0.152N P=0.965N P=1.000N
P=0.044N* P=0.460N P=0.387N P=0.080N P=0.169N P=0.425N
P=0.035N* P=0.425N P=0.368N P=0.074N P=0.110N P=0.223N
¢ P=0.045N* P=0.496N P=0.407R P=0.092N P=0.290N 'P=0.573N
H.OQHMH.Hn gmmmg P=0.204N P=0.530N P=0.403N P=0.112N P=0.572N .MIo.,ww.E
COCH-ARM / FISHERS™ P=0.014N* P=0.358N P=0.339N P=0.061N wn.bqo,mwz -P=0,037N*
ORDER wwmawmoamc P=0.401N (e) (e) (e) (e) , (e), L
Females
Dose 0 NG / 80 NG / 240 NG ./ 800 NG / 2400 NG/ 4000 NG/
- ._ 0 UG 10 vG 30 UG 100 UG 300 UG ’ 500 vG
Thyroid Gland: C-Cell
Carcinoma or Adenoma
TUMOR RATES
OVERALL Anv. 13/53 (25%) 7/51 (14%) 9/53 (17%) 8/52 (15%) 4/52 (8%) 1/66 (2%)
POLY~3 RATE (L) 13/43.79 7/34.06 9/38.66 8/37.23 4/24.72 1/9.65
POLY-3 PERCENT g) 29.7% 20.6% 23.3% 21.5% 16.2% 10.4%
TERMINAL (d) 7121 (2€%) 3/17 (18%) 6/24 (25%) 5/15 (33%) 0/0 (0%) 0/0 (0%)
FIRST INCIDENCE 548 611 632 619 : 639 636
STATISTICAL TESTS
LIFE TABLE P=0.C08 *« P=0.407N P=0.3578 P=0.5570 P=0.081 M.no.;u
POLY 3 P=0.141iN Px0. 256N P=0.3418 P=0.2778 P=0.18B1IN P=0.2988
POLY 1.5 P=0.C2«N* P=0_208N P=0.298N P=0.2370 P=0,069N P=0.043N*
POLY 6 P=0.396N P=0.305N P=0.387N P=0.350N P=0.461N P=0.594N
LOGISTIC REGRESSION P=0.485K P=0.242N P=0.331N P=0.282N P=0.424§ P=0.570N
COCH~-ARM / FISHERS P<0.001R*+ P=0.125N P=0.237N P=0.1778 P=0.018N* P<0.00IN*»
ORDER RESTRICTED P=0,385N (e) (e) (e) i ({e) (e)




()

(a) (a) () () ¥1€°0=d aaIOTIST] WIAQO
N769°0=d Z0E"0=d N506°0=d 005°0=d NOTG"0=d CELETO=d SHARSId / WIV-HOO0D
€£99°0=d LET"0=d (a) 85y 0=d (@) 750°0=d NOISSTIDIN JILSIDOT
$9€°0=d 860°0=d NZYS°0=d LS¥ 0=d NE9S* O=d v 8£0°0=d : 9 x10d
$85°0=d Z12"0=d N6TG°0=d 6Ly 0=d N9ES°0=d LOT°O=d s°1 X704
8P 0=d 9GY - 0=d N8ZS°0=d L9¥"0=d NOGS° 0=d £€50°0=a € X104
192°0=d »s L00°0=d NLT9°0=d €5¥°0=d NZ65°0=d »» 100°0>d TIEVL FATT
v SISEL TVOILSIIVIS
471 59S - 7e9 -— (x) 9zL FONIGIONI LSHUIZ
(%0) 0/0 (s0) 0/0 {s0) st/C (sv) yZiT (30) L1/6G (s¥) LZ/1 (p) TVNIWYEL
€6 $0°21 $0°0 $€°S %0°0 11 24 (6) INIDUAI €-X10d
66°0T/T 01°GZ/€ ¥¥°-9£/0 £1°8€/C 85°2€/0 €8°T¥/1 (q) FIvy £-X704
(32) 99/1 (s9) zS/€ {%0) TS/0 (s¥) €5/¢ (se) 1S/0 (s2) €S/1 (e) TIVIAO
SEIVY YORNL
ewouspy IO VWOUTOIIVD
1190 IeTNOTTTO4 :PuRTd PTOIAUL
on 00S o0 00€ 5n 00T . on ot o6 01 on o
/9N 000% /9N 00¥Z / SR 008 / 5N 09T / SN 08 / 9N 0 @sod
saTewad
() (@) () () () pyz 0=d QIAIDTYLSTE ¥IQHO
556°0=d EVT°O=d (@) 8vZ°0=d () 91€° 0=d SYIHSIA / WIV-HD0D
969 0=& Ly1°0=d (a) 81T 0=d () 1L0°0=d NOISSTIUOTE DILSIDOT
89Z°0=4d S01°0=d (a) 01Z°0=d (a) 950°0=d . 9 x170d
LLE"0=d 6LT"0=d (a) pzT 0=d (a) LT1T1°0=d ST X104
LOE"0=& €¥1°0=d (a) 91Z-0=d (a) 70 0=d € X104
192°0=4 + 8Z0°0=d () 60Z°0=d (@) »» 100°0>d TI6vL 4417
SIS3alL TYOILSIIVIS
5% 696 --- z€9 -— -— SONZATONI ISHIA
(30) 0/0 (s0) 0/0 (s0) ST/0 (2v) ve/1 (s0) L1/0 (30) LzZ/0 (p) TUNIWNEL
36°6 s1°8 30°0 $€°S $0°0 0°0 (6) INIOYId £-X10d
§0°0T/T 19°¥%2/C y¥°9€/0 €1°8€/2 86°ZE/0 68°1%/0 (aq) vy €-X70d
(37) 99/1 (s¥%) 25/ (30) zs/0 (3v) €S/T (s0) 15/0 (20) €5/0 (@) TIVYIAO
SAIVY HOWNL
PUOUIPY

1180 1eTnoTIod :pueld PTOIAUL

an 00S 2N 00€ on 00T on 0f on 01 on o |
/9N 000% /9N 00¥Z / SN 008 / DN 0¥%T / SN 08 /] 9N 0 | asod

soTwwad _

|

v1 @bed

d/92Z1 804 MNLXIH €0d) NOIIVNTVAZ J3L

(4

sysem y01 3@ 20TITIOES TRUTWIAL
- . (ATIMVG-ZNOVEAS)SIed
: INTWINFAXD

:1SAL ZZ096

ut saoum] Krewyad JoO giskTeuy [eOTISTILIS
v0/LZ/%0 :93ed




Date: 04/27/04
Statistical Analysis of Primary Tumors in wmnugmmwshcmluuzﬁmﬁ -
Terminal Sacrifice at 104 weeks

EXPERIMENT: 96022 TEST: 02 Page 15
TEF EVALUATION (PCB MIXTURE;PCB uma\.m.

Females
Dosge 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/. 4000 NG/
| 0 Uc 10 uG 30 ue 100 uG 300 UG 500 v
Uterus
Polyp Stromal
TUMOR RATES # # # # # #
OVERALL (ay: . ., uu\mu.ﬁzs: 6/51 (12%) 7/53 (13%) 8/53 (1s%) 7/53 (13%) 3/66 (S%)
POLY-3 RATE (b). ; 11/744.47; 6/33.44 7/39.93 8/37.87 7/26.50 3/11.76¢
POLY-3 PERCENT {g) - 24.7%. - 17.9% 17.5% 21.1% 26.4% 25.5%
TERMINAL (d): .- = .- 4/27 (15%) 4/17 (24%) 3/24 (13%) 5715 (33%) 6/0 (0%) 0/0 (0%)
FIRST INCIDENCE - R 534 534 399 558 530 300
STATISTICAL TESTS
LIFE TABLE Lt P<0.001 =+ P=0.439N P=0_.337N P=0.534 P=0.027 =« Muc..,v.ao *
POLY 3 ; P=0.347 P=0.331N P=0.294N P=0.450N P=0.548 P=0.588
POLY 1.5 AN P=0. 408N P=0.267N P=0.263N P=0.3938 P=0.456N P=0.250N
POLY 6 DR P=(,128 P=0.408N P=0.331N P=0.545N P=0.282 P=0,333
LOGISTIC REGRESSION P=0.521 P=0.256N P=0.2228 P=0.3798 P=0.580N P=0.264N
COCH-ARM / FISHERS - P=0.019N+ P=0.165N P=0.219N P=0,307N P=0.219N P=0.007N*+
ORDER RESTRICTED . - | P=0.687 (e) (e) (e) (e) (e) -
Females
Dose o 0 NG/ 80 NG / 240 NG /. 800 NG / 2400 NG/ 4000 NG/
0 uG . 10 oG 30 uc 100 uc 300 UG 500 vG
i
All: Organs
" Benign Tumors
TUMOR RATES * # * # * .
OVERALL Abvﬂ&f Yoy 53/53 (100%) 43/51 (84%) 47/53 (89%) 40/53 (75%) 51/53 {986%) 45/66 amwn.w
POLY-3 RATE (b) ni; 53/53.00: 43/45.66 47/50.1¢ 40/45.86 51/51.18 45/45.91
POLY-3 PERCENT (9. 100.0% :: 94.2% 93.7% 87.2%- 99.7% 98.0%
TERMINAL (d): -y o 27/27 {100%) 15717 (88%) 22/24 (92%) 13/18 (87%) 0/0. (0%) 0/0 (0%)
FIRST INCIDENCE . 275 &l 347 399 261 267 222
STATISTICAL TESTS
LIFE TABLE S B P<0.00]1- ** P=0.187 P=0.542 . P=0.346 P<0.001 .+« P<0.00] *»
POLY 3 LR P=0 136 P=0.099N P=0.0748 P=0_003N®+ P=].000N P=0.542N
POLY 1.5 L P=0.564 : P=0_038N+ P=0.045N* P<0.001N** P=0.872N P<0.001N*+
POLY 6 LT P=0.090-~ P=0.169N P=0.134N P=0_017N* P=1,000N P=]1.000N
LOGISTIC REGRESSION P=0.033 = P=0.028N* P=0.029N* P<0.001N*+ P=0.525N- P=0,.3528
COCH-ARNM / FISHERS P<0.001N*+ P=0 . 002R*+ P=0,013N* P<O.001N* P=0 248N P<0.001N*+
ORDER RESTRICTED P=0.091N (e) (e) (e) (e) - (e)
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(d) Observed incidence at terminal kill. )
(f) Beneath the control incidence are the P-values associated with the trend

test. Beneath the dosed group incidence are the P-values corresponding to
pairwise comparisons-between the controls and that dosed group. The life

table analysis regards tumors in animals dying prior to terminal kill as

being (directly or indirectly) the cause of death.

Logistic regression is an alternative

method for analyzing the incidence of non-fatal tumors. The Cochran-Armitage
and Fishers exact tests ¢ re directly the overall incidence rates

For all tests a negative trend is indicated by N

(e) Value of Statistic cannot be computed.

(g) Poly-3 adjusted lifetime tumor incidence.

(I) Interim sacrifice

(T) Terminal sacrifice

# Tumor. rates based on number of animals necropsied.

* To the right of any statistical result, indicates significance at (P<=0.05).
** To the right of any statistical result, indicates significance at (P<=0.01).

i




NTP

LAB: Battelle Columbus
EXPERIMENT: 96022 TEST: 02
TEST TYPE: CHRONIC

CONT: NO1-ES-75411
PATHOLOGIST: MISSING

STATISTICAL ANALYSIS OF PRIMARY TUMORS
TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118)

CAGES FROM 0000 TO LAST CAGE

ROUTE: GAVAGE

REASONS FOR REMOVAL:

REMOVAL DATE RANGE:

TREATMENT GROUPS:

CONTROL & STOP GRPS FINAL#L

25018 Dosing Accident
25019 Moribund Sacrifice
25020 Natural Death
25021 Terminal Sacrifice

ALL

INCLUDE 001 0ONG/ 0 UG

INCLUDE 007 4000 NG/500UG ST

REPORT: PEIRPTO8
DATE: 04/27/04
TIME: 14:17:54
PAGE: 1
NTP C#: C96022
CAS: TEFPCBMIX
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Date: 04/27/04 EXPERIMENT: 96022 TEST: 02 Page 1
Statistical Analysis of Primary Tumors in Rats(SPRAGUE-DAWLEY) - TEF EVALUATION (PCB MIXTURE;PCB 126/P
Terminal Sacrifice at 104 weeks

|

| |

| | Females

| Dose | 0 NG / 4000 NG/
| | 0 UG 500UG ST
t

|

{Adrenal Medulla

| Pheochromocytoma Benign

]

|

_ llllllll P —— ————— e, ——————- ——— -
{ TUMOR RATES {

jomemme - i

{OVERALL {a) | 3/53 (6%) 0/49 (0%)
|POLY-3 RATE (b) | 3/41.89 0/20.06
{POLY-3 PERCENT (g) | 7.2% 0.0%

| TERMINAL (d}) | 3/27 (11%) 0/9 (0%)
|FIRST INCIDENCE { 726 (T) -

| d {

|STATISTICAL TESTS |

| == |

|LIFE TABLE | P=0.366N
{POLY 3 i | P=0.444N
[POLY 1.5 | P=0.322N
{POLY 6 i P=0.548N
{LOGISTIC REGRESSION{ (e)
{COCH-ARM / FISHERS | P=0.136N
{ORDER RESTRICTED { (e)

1

! |

i I Females

| Dose | 0 NG / 4000 NG/
| | 0 UG 5000G ST
|

|

{Islets, Pancreatic

| Carcinoma or Adenoma

{

|

| - _—

| TUMOR RATES {

| === |

{OVERALL (a) 1 2/53 (4%) 0/50 (0%)
{POLY-3 RATE (b) | 2/42.25 0/21.06
{POLY~3 PERCENT (g) | 4,7% 0.0%

| TERMINAL (d) | 0/27 (0%) 0/10 (0%)
}FIRST INCIDENCE I 649 ——

] : ~f :
|STATISTICAL TESTS |

I |

{LIFE TABLE | P=0.477N
|{POLY 3 { P=0.585N
|POLY 1.5 | P=0.466N
|POLY 6 | P=0.678N
{LOGISTIC REGRESSION| P=0.396N
|{COCH-ARM / FISHERS | P=0.262N

{ORDER RESTRICTED | {e)-
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Date: 04/27/04

EXPERIMENT: 96022 TEST: 02
Statistical Analysis of Primary Tumors in Rats(SPRAGUE-DAWLEY)
Terminal Sacrifice at 104 weeks

TEF EVALUATION (PCB MIXTURE;PCB 126/P

Page 3

I

I |

! | Females

{Dose | 0 NG / 4000 NG/

[ | 0 UG 500UG ST

|

|

| Lung

| Cystic Keratinizing Epithelioma

{

|

_ —_— pap——— -

| TUMOR RATES |

| —————— |

[OVERALL (a) | 0/53 (0%) 12/50 (24%)

| POLY-3 RATE (b) i 0/41.89 12/28.27

| POLY-3 PERCENT (g) | 0.0% 42.5%

| TERMINAL (d) 1 0/27 (0%) 3/10 (30%)

{FIRST INCIDENCE | - 240

! |

|STATISTICAL TESTS |

g |

|LIFE TABLE | P<0.001 **

{POLY 3 i P<0.001 **

{POLY 1.5 | P<0.001 **

|POLY 6 i - P<0.001 **

|LOGISTIC REGRESSIONI| P<0.001 **

|COCH-ARM / FISHERS | P<0.001 **

|ORDER RESTRICTED { (e)

|

| |

I I Females

| Dose I 0 NG / 4000 NG/

{ | 0 UG 5000G ST

|

1

|Mammary Gland

| Adenoma

I

|

— - -

{ TUMOR RATES | * [ 4

fmm———- —_— |

JOVERALL (a) | 2/53 (4%) 0/50 (0%)

|POLY-3 RATE (b) [ 2/42.41 0/21.06

| POLY~-3 PERCENT (g) | 4.7% 0.0%

| TERMINAL (d) | 1727 (4%) 0/10 (0%)

{FIRST INCIDENCE | 567 -

i |

§{STATISTICAL TESTS |

| I

ILIFE TABLE i P=0.442N

|POLY 3 1 P=0.587N

|POLY 1.5 | P=0.468N

{POLY 6 | P=0 . 680N

jLOGISTIC REGRESSION| P=(.344N

|COCH-ARM / FISHERS | P=0.262N
(e)

|ORDER RESTRICTED |
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Date: 04/27/04

Statistical Analysis of Primary Tumors in Rats(SPRAGUE-DAWLEY) -

Terminal Sacrifice at 104 weeks

EXPERIMENT: 96022 TEST: 02

Page 5

TEF EVALUATION (PCB MIXTURE;PCB 126/P

|

| |

| | Females

| Dose | 0 NG / 4000 NG/

{ | 0 UG 500UG ST

i

|

[Mammary Gland

| Fibroadenoma

|

1

| - e o e ——— -

{TUMOR RATES | ¥ #

frmmm——————— |

|OVERALL {(a) | 42/53 (79%) 12/50 (24%)

|POLY-3 RATE (b) | 42/51.89 12/23.73

| POLY-3 PERCENT (g) | 81.0% 50.6%

| TERMINAL (d) | 19/27 (70%) 5/10 (50%)

|FIRST INCIDENCE i 275 504

| -1

{STATISTICAL TESTS |

I |

|LIFE TABLE { P=0.134N

{POLY 3 i P=0,015N*

{POLY 1.5 | P<O.001IN**

{POLY 6 ! P=0.108N

JLOGISTIC REGRESSION| P<0.001IN**

|COCH-ARM / FISHERS | P<0.Q01IN**

|ORDER RESTRICTED ] (e)

t

I |

i { Females

jDose { 0 NG / 4000 NG/

| i 0 UG S00UG ST

I

i ,

{Mammary Gland

i Fibroma, Fibroadenoma or Adenoma ,

!

I

| - - A =

|TUMOR RATES | # $

f=rmrm——— - |

{OVERALL (a) | 42/53 (79%) 12/50 (24%)

|POLY-3 RATE (b} | 42/51.89 12/23.73

{POLY~-3 PERCENT (g) | 81.0% 50.6%

| TERMINAL (d) { 19/27 (70%) 5/10 (50%)

|FIRST INCIDENCE i 275 504

I |

|STATISTICAL TESTS |

i |

{LIFE TABLE i P=0.134N

|POLY 3 { P=0.015N*

|POLY 1.5 | P<0.001N**

|POLY 6 { P=0.108N

|LOGISTIC REGRESSION| P<0.001N**
P<0.00IN**

|COCH-ARM / FISHERS |
|ORDER RESTRICTED |

(e)
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Date: 04/27/04

EXPERIMENT: 96022 TEST: 02
Statistical Analysis of Primary Tumors in Rats(SPRAGUE-DAWLEY) )

TEF EVALUATION (PCB MIXTURE;PCB 126/P
Terminal Sacrifice at 104 weeks .

Page 7

0 NG /
0 UG

Females

4000 NG/
S00UG ST

Dose

Skin

|
|
l
|
|
|
|
1
1
|
|
1
|

Basal or Sg. Cell Carcinoma, Carcinoma, Basosq. Tumor
(M or B), Basal Cell Adenoma, Adenoma, Papilloma, Sq Papilloma, Keratoacanthoma, Trichoepitheliom

TUMOR RATES | # #

jo——m i

{OVERALL (a) | 2/53 (4%) 0/50 (0%)

[POLY-3 RATE (b) | 2/41.89 0/21.06

| POLY-3 PERCENT (g) | 4.8% 0.0%

| TERMINAL (d) | 2/27 (7%) 0/10 (0%)

|FIRST INCIDENCE | 726 (T) -

R ituintatatetet |

{STATISTICAL TESTS |

{ l

{LIFE TABLE | P=0.474N

{POLY 3 { P=0.579N

{POLY 1.5 { P=0.464N

|POLY 6 { P=0.667N

|LOGISTIC REGRESSION| (e)

|COCH-ARM / FISHERS | P=0.262N

|ORDER RESTRICTED | (e)

{

| |

{ | Females

{Dose { 0 NG / 4000 NG/

| | 0 UG 500UG ST

|

l

|Thyroid Gland: C-Cell

{ Adenoma

i

i

— —— -

{TUMOR RATES |

fr=mm——————— |

|OVERALL (a) | 9/53 (17%) 4/49 (8%)

{POLY-3 RATE (b) | 9/43.64 4/20.78

|POLY~3 PERCENT (qg) | 20.6% 19.3%

| TERMINAL (d) | 4/27 (15%) 3/9 (33%)

|FIRST INCIDENCE { 548 474

| |

|STATISTICAL TESTS |

| I -

{LIFE TABLE | P=0.523

{POLY 3 | P=0.653N

{POLY 1.5 | P=0.481N

|POLY 6 | P=0.673

|LOGISTIC REGRESSION| P=0.526N

|COCH-ARM / FISHERS | P=0.150N
(e)

|ORDER RESTRICTED I
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Date: 04/27/04 EXPERIMENT: 96022 TEST: 02 Page 9
Statistical Analysis of Primary Tumors in Rats (SPRAGUE~-DAWLEY) - TEF EVALUATION (PCB MIXTURE;PCB 126/P
Terminal Sacrifice at 104 weeks

{

{ |

{ ] Females

|Dose | 0 NG / 4000 NG/

i I 0 UG S00UG ST

|

{

|Uterus

| Polyp Stromal

I

|

_ e e o e e A A e s A . . e o = S e e e A o i 7 T e et & en e e
{TUMOR RATES | # [

[ ———————— {

JOVERALL (a) { 11/53 (21%) 8/50 (16%)
|POLY-3 RATE (b) | 11/44.47 8/23.60
|POLY-3 PERCENT (g) | 24.7% 33.9%

| TERMINAL (d) | 4/27 (15%) 2/10 (20%)
|FIRST INCIDENCE f 534 541

[ |

{STATISTICAL TESTS |

! | .
{LIFE TABLE | P=0.163
{POLY 3 | P=0.368
{POLY 1.5 | P=0.490
|POLY 6 { P=0.311
fLOGISTIC REGRESSION| P=0.424
|COCH-ARM / FISHERS | : . P=0,357N N
|ORDER RESTRICTED | (e}

|

| |

| | Females

|Dose t 0 NG / 4000 NG/

{ { 0 UG 500UG ST

{

{

{All:Organs

I - Benign Tumors

_ N

i

I .

| TUMOR RATES | §
[ {

|OVERALL (a) i 53/53 (100%) B 28/50 (56%)
|POLY~-3 RATE (b) { 53/53.00 . 28/33.22
|POLY-3 PERCENT (q) | 100.0% 84.3%
[TERMINAL (d) | 27/27 (100%) 9/10 (90%)
|FIRST INCIDENCE | 275 240

| |

ISTATISTICAL TESTS |

! |

{LIFE TABLE { P=0.149
{POLY 3 | P=0.002N**
|POLY 1.5 { P<0.001IN**
{POLY € | P=0.024N*
{LOGISTIC REGRESSION| . P<0.001N**
|COCH-ARM / FISHERS | P<0.001N**

{ORDER RESTRICTED | (e)
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(a) Number of tumor-bearing animals / number of animals examined at site.
(b) Number of tumor-bearing animals / Poly-3 number

(d) Observed incidence at terminal kill.
(f) Beneath the control. incidence are the P-values associated with the trend

test. Beneath the dosed group incidence are the P-values corresponding to
pairwise comparisons between the controls and that dosed group. The life

table analysis regards tumors in animals dying prior to terminal kill as

being (directly or indirectly) the cause of death.

Logistic regression is an alternative
method for analyzing the incidence of non-fatal tumors. The Cochran-Armitage

and Fishers exact tests compare directly the overall incidence rates

For all tests a negative trend is indicated by N

(e} Value of Statistic cannot be computed.

(g) Poly-3 adjusted lifetime tumor incidence.

(I) Interim sacrifice

{(T) Terminal sacrifice

¥ Tumor rates based on number of animals necropsied.

* To the right of any statistical result, indicates significance at (P<=0.05).
** To the right of any statistical result, indicates significance at (P<=0.01).



NTP
LAB: Battelle Columbus

EXPERIMENT: 96022 TEST: 02

TEST TYPE: CHRONIC
CONT: NO1-ES-75411
PATHOLOGIST: MISSING
Rats (SD)

FOR ALL DOSES THE TUMOR RATES IN THE FOLLOWING TISSUES/ORGANS ARE
BASED ON NUMBER OF TISSUES EXAMINED.

STATISTICAL ANALYSIS OF PRIMARY TUMORS
TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118)

CAGES FROM 0000 TO LAST CAGE

ROUTE: GAVAGE

IN OTHER TISSUES/ORGANS RATES

ARE BASED ON THE NUMBER OF ANIMALS NECROPSIED.

NTP
LAB: Battelle Columbus

EXPERIMENT: 96022 TEST: 02

TEST TYPE: CHRONIC
CONT: NOl-ES-75411
PATHOLOGIST: MISSING

Adrenal Cortex
Adrenal Medulla

Brain

Clitoral/Preputial Gland

Heart

Islets, Pancreatic

Kidney
Liver
Lung
Ovary
Pancreas

Pituitary Gland

Thymus

Thyroid Gland

STATISTICAL ANALYSIS OF PRIMARY TUMORS
TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118)

CAGES FROM 0000 TO LAST CAGE

ROUTE: GAVAGE

SUMMARY OF STATISTICALLY SIGNIFICANT (P<=.05) RESULTS

IN THE ANALYSIS OF

TEF EVALUATION (PCB MIXTURE;PCB 126/P

Female Rats

Lung
Mammary Gland
Thyroid Gland: C-Cell

Uterus
All Organs

Cholangiocarcinoma
Hepatocellular Adenoma

Hepatocellular Carcinoma or Hepatocellular Adenoma
Hepatocellular Carcinoma, Hepatocellular Adenoma, or Hepatoblastoma
Cystic Keratinizing Epithelioma

Fibroadenoma

Fibroma, Fibroadenoma or Adenoma
Fibroma, Fibroadenoma, Carcinoma, or Adenoma

Adenoma

Carcinoma or Adenoma
Polyp Stromal
Benign Tumors
Malignant Tumors

Malignant and Benign Tumors

REPORT: PEIRFTO8
DATE: 06/10/04
TIME: 09:49:11

NTP C#: C96022
CAS: TEFPCEMIX

REPORT: PEIRPT(08
DATE: 06/10/04
TIME: 09:49:11

NTP C#: C96022
CAS: TEFPCBMIX
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EXPERIMENT: 96022 TEST: 02 Page 2
TEF EVALUATION (PCB MIXTURE;PCB 126/P

Date: 06/10/04
Statistical Analysis of Primary Tumors in Rats(SD) -
Terminal Sacrifice at 104 weeks

|

| |

| ! Females

|Dose | 4000 NG/ 4000 NG/
| | 500UG ST 500 UG

|

{

{Liver

] Hepatocellular Carcinoma or Hepatocellular Adenoma

|

|

“ —_ e —————————

| TUMOR RATES |

| === |

|OVERALL ({(a) { 1/50 (2%) 5/65 (8%)
{POLY-3 RATE (b) I 1/21.77 5/13.16

| POLY~-3 PERCENT (g) | 4.6% 38.0%
|TERMINAL (d) | 0/10 (0%) 0/0 (0%)
|FIRST INCIDENCE | 451 245

1= |

{STATISTICAL TESTS |

I |

ILIFE TABLE { P=0.025 *
|POLY 3 | P=0.038 *
|POLY 1.5 | P=0.072
|POLY 6 { P=0.027 *
|LOGISTIC REGRESSION| P=0.156
{COCH~ARM / FISHERS | P=0.176
[ORDER RESTRICTED { (e)

1

| I

I I Females

{Dose { 4000 NG/ 4000 NG/
| i SQ0UG ST 500 UG

l

I

iLiver

| Hepatocellular Carcinoma, Hepatocellular Adenoma,

f or Hepatoblastoma

f

_ -
{ TUMOR RATES. I

[====- —————— i

|OVERALL (a) 1 1/50 (2%) 5/65 (8%)
{POLY-3 RATE (b) | 1/21.77 5/13.16
{POLY~3 PERCENT (g) | 4.6% 38.0%

| TERMINAL (d) | 0/10 (0%) 0/0 (0%)
{FIRST INCIDENCE | 451 245

| {

| STATISTICAL TESTS |

I |

|LIFE TABLE ] P=0.025 *
|POLY 3 { P=0.038 *
{POLY 1.5 } P=0.072
|POLY 6 | P=0.027 *
| LOGISTIC REGRESSION| P=0.156
{COCH~-ARM / FISHERS | P=0.176
{ORDER RESTRICTED | (e)




()

| QEIOTHISTY WAQUO!

sNLZ0 " 0=d | SYIHSI3 / WNV-HOODI!
NI19°0=d INOISSTYOTY DI1ISIDOTI
L09°0=d I 9 XT0d]
Nb#Z2T1°0=d | S°1T XT0d]
NI6Y " 0=d | € X104l
» CE070=d | TIgvL JIITH
| I
I SIsdal TYOILSIIVLSI
| ]
) (444 v0S I JONIAIONI ISHId]
(30) 0/0 (%0S) 01/ | (P) TYNIWMAL|
%6°Th %9°0G | (B) IN3OW3Ad ¢-XTOd|
[ X8 294] oL €Z/21 1 (qQ) IIvy £-x10d|
(36) 99/9 ($¥2) 0S/21 I (e) TIVIaA0|
| |
E # | SAIVE HOWAL!
I
|
|
PwouIpeOIqTd )
pue1s Arzewwey)
]
|
on 00§ 1S 950006 | |
/9N 000V% /9N 000% | Isoqal
saTewal i )
} I
; I
(3) | QILOIFAISTY YIqIO!
«x 100°0>d | SYIHSIA / WIVY-HO0DI
»» 100°0>d INOISSEEOTE DIISIDQOTI
»s 100°0>d | 9 X10d|
xx 100°0>d | S 1 XI0dI
*x T00°0>d | € X10d}
*»x 100°0>d 1 aTavl 4417l
I I
| S1ISEL TYDIISIIVISI
| |
092 obe | FONIQIONI IS¥Idl
(%0) 0/0 (%0€) 01/¢ | (P) TYNIWNILI
30°L6 %5°2% ! (B) INFOWAd €£-XT04|
[XARKA A4 £€z-8z/21 | (q) 31wy g-XxT10d|
(%29) 99/1% (3%2) 06/21 | (e) TTVvg3A0|l
| |
| SILVY JOWNI|
e o oy . ey e T o o o o o = . T = . = T . . . = o = . 8 o8 s . . 2 T~ o = 7 S o . = o o . _ — — — — v— - = —— — _
|
|
ewoTTaYlTdg butzrurieaay o13Isk) |
bung]
|
|
20 00§ 1S 50006 ! |
/9N 000¥% /9N 000% 1 asoq|
soTewsy I |
I I
|
S}99M HOT 2P 9OTJTIOERS TRUTWIDY
d/921 €934 TNIXIWN 92d) NOILVATVYAd JdL - (ds)siey ut syoum] Arzewtid Jo STSATeUY TROTISTIRIS
£ abeg 20, :1S3L 22096 :INIWIHIIXI v0/01/90 :°1eqQ




Date: 06/10/04

EXPERIMENT: 96022 TEST: 02
Statistical Analysis of Primary Tumors in Rats(SD)
Terminal Sacrifice at 104 weeks

Page 4

TEF EVALUATION (PCB MIXTURE;PCB 126/P

{COCH-ARM / FISHERS

|

| |

| { Females

|Dose [ 4000 NG/ 4000 NG/

| | 500UG ST 500 UG

|

|

{Mammary Gland

| Fibroma, Fibroadenoma or Adenoma

{

|

— —— -

[TUMOR RATES ] $ #

| R |

{OVERALL ({(a} | 12/50 (24%) 6/66 (9%)

{POLY-3 RATE (b) | 12/23.70 6/14.33

{POLY-3 PERCENT (g} | 50.6% 41.9%

| TERMINAL (d) { 5/10 (50%) 0/0 (0%)

|FIRST INCIDENCE I 504 222

| - |

|STATISTICAL TESTS |

| =1

{LIFE TABLE i P=0.032 *

|POLY 3 i P=0.491N

[POLY 1.5 { P=0.124N

{POLY 6 | P=0.607

{LOGISTIC REGRESSION| P=0.611N

{COCH-ARM / FISHERS | P=0_027N*

{ORDER RESTRICTED i {e)

1

I |

| | Females

| Dose { 4000 NG/ . 4000 NG/

| { 500UG ST 500 UG

|

|

{Mammary Gland

t Fibroma, Fibroadenona, or Adenoma

|

|

i

| TUMOR RATES. I & [ 4

fmmm—————— |

{OVERALL (a) i 13/50 (26%) 6/66 (9%)

{POLY-3 RATE (b} { 13/24.67 6/14.33

|POLY-3 PERCENT (g) | 52.7% 41.9%

|TERMINAL (d) | 5/10 (50%) 0/0 (0%)

|FIRST INCIDENCE | 209 222

| |

[STATISTICAL TESTS |

| i

|LIFE TABLE I P=0.089

|POLY 3 { P=0.445N

|POLY 1.5 | P=0.091IN

|POLY 6 | P=0.652

|LOGISTIC REGRESSION| P=0.364N
| P=0.015N*
|

{ORDER RESTRICTED

(e)

. - s W . ———— — — —— o~ ————— — A — A o w— — —— o i M e o= o . v e e e e

1

|
|
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Date:

06/10/04

EXPERIMENT: 96022 TEST: 02
Statistical Analysis of Primary Tumors in Rats(SD) - -
Terminal Sacrifice at 104 weeks

Page 6
TEF EVALUATION (PCB MIXTURE;PCB 126/P

I
| |

| | Females

{Dose | 4000 NG/ 4000 NG/
| I S00UG ST 500 UG

|

i

|Uterus

| Polyp Stromal

|

|

b e e e e e e
TUMOR RATES I ] ¥

[ =mmmmm |

|OVERALL (a) { 8/50 (16%) 3/66 (5%)
|POLY~3 RATE (b) | 8/23.57 3/11.72
{POLY-3 PERCENT (g) | 33.9% 25.6%

I TERMINAL (d) | 2/10 (20%) 0/0 (0%)
|FIRST INCIDENCE { 541 300

| ]

ISTATISTICAL TESTS |

{-= - |

|LIFE TABLE | P=0.199
|POLY 3 | P=0.571N
{POLY 1.5 | P=0.172N
|POLY 6 | P=0.775
{LOGISTIC REGRESSION| P=0.459N
|COCH-ARM / FISHERS | P=0.039N*
[ORDER RESTRICTED i (e)

|

| t

I { Females

|Dose { 4000 NG/ 4000 NG/
i i 500U0G ST 500 UG

I

|

{All Organs

| . Benign Tumors

|

|

fome e e el - - -
{TUMOR RATES, I $ §

[ |

{OVERALL (a) { 28/50 (56%) 45/66 (68%)
fPOLY-3 RATE (b) | 28/33.21 45/45.91
{POLY-3 PERCENT (g) | 84.3% 98.0%
{TERMINAL (d) ! 9/10 (90%) 0/0 (0%)
IFIRST INCIDENCE | 240 222

i I

ISTATISTICAL TESTS |

| I

{LIFE TABLE | P<0.001 *=*
|POLY 3 i P=0.006 **
{POLY 1.5 | P=0.011 *
|POLY 6 { P=0.013 *
ILOGISTIC REGRESSION| P<0.001 *«
|COCH-ARM / FISHERS | P=0.125
|ORDER RESTRICTED { {e)
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(p) Number of tumor-bearing animals / Poly-3 number
(d) Observed incidence at terminal kill.

(f) Beneath the control incidence are the P-values associated with the trend
test. Beneath the dosed group incidence are the P-values corresponding to
pairwise comparisons between the controls and that dosed group. The life
table analysis regards tumors in animals dying prior to terminal kill as
being (directly or indirectly) the cause of death.

Logistic regression is an alternative
method for analyzing the incidence of non-fatal tumors. The Cochran-Armitage
and Fishers exact tests compare directly the overall incidence rates
For all tests a negative trend is indicated by N

(e) Value of Statistic cannot be computed.

(g) Poly-3 adjusted lifetime tumor incidence.

(I) Interim sacrifice

(T) Terminal sacrifice

# Tumor rates based on number of animals necropsied.

* To the right of any statistical result, indicates significance at (P<=0.05) .
*+ fTo the right of any statistical result, indicates significance at (P<=0.01).




NTP Experiment-Test: 96022-02 INCIDENCE RATES OF NONNEOPLASTIC LESIONS BY ANATOMIC SITE (a) Report: PEIRPT1S8
Study Type: CHRONIC WITH AVERAGE SEVERITY GRADES(b] Date: 04/29/04
Route: GAVAGE TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Time: 17:03:31

FINAL #1 RATS

Facility: Battelle Columbus Laboratory
Chemical CAS #: TEFPCBMIX
Lock Date: 11/04/02

Cage Range: All

Reasons For Removal: 25018 Dosing Accident 25019 Moribund Sacrifice
25020 ,Natural Death 25021 Terminal Sacrifice

Removal Date Range: All

Treatment Groups: Include All

a Number of animals examined microscopically at site and number of animals with lesion
b Average severity grade (l-minimal;2-mild;3-moderate;4-marked)

Page 1
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NTPExperiment-Test: 96022-02 INCIDENCE RATES OF NONNEOPLASTIC LESIONS BY ANATOMIC SITE (a) Report: PEIRPT18

Study Type: CHRONIC WITH AVERAGE SEVERITY GRADESI[b] Date: 04/29/04
Route: GAVAGE TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Time: 17:03:31
SPRAGUE~-DAWLEY RATS:FEMALE 0 NG / 80 NG / 240 NG / 800 NG / - 2400 NG/ 4000 NG/

) D 0 UG 10 UG 30 UG 100 UG 300 UG 500 UG

ALIMENTARY SYSTEM - CONT

Eosinophilic Focus S 5 11 1 2 .
Eosinophilic Focus, Multiple 5 16 12 14 4 10
Fatty Change, Diffuse 3 [1.3) 14 [1.0] 27 [1.2) 45 [1.5] 49 [1.7] 56 [1.8]
Fatty Change, Focal 10 [1.3] 10 [1.4) 6 {1.7] 1 {2.0) 10 [2.6] 6 [2.2)
Hematopoietic Cell Proliferation 27 [1.1) 27 {1.0) 30 {1.0] 32 [1.0] 22 [1.1) 11 {1.0}
Hepatodiaphragmatic Nodule 2 2 2
Hyperplasia, Nodular 10 45 50 61
Inflammation 49 {1.0} 47 (1.2} S0 [1.1] 52 [1.4) 51 {1.2] 64 {1.4)
Metaplasia 4 [1.0] 4 [2.0]
Mineralization 1 f[2.0]
Mixed Cell Focus 5 S 4 1 3
Mixed Cell Focus, Multiple 33 23 28 16 1
Necrosis 3 [1.3) 13 {2.2) 6 [2.0] 26 {2.0] 17 [2.4) 27 [2.2)
Pigmentation S {1.0} 18 [1.4] 38 [1.6] 52 [2.1] 53 {2.0] 60 (2.0}
Thrombosis 1 [2.0]
Toxic Hepatopathy 8 (1.1) 32 [1.2] 51 {2.6] 52 [3.5] 64 [3.6]
Artery, Inflammation 1 {1.0] 1 (3.0} )
Bile Duct, Cyst o 4 [2.3] 3 {3.0] 3 [2.3) 14 [2.1] 25 {2.2} - 14 (1.9]
Bile Duct, Dilatation . 1.[2.0]}
Bile Duct, Fibrosis 6 [1.7] 2 (1.0} 3 [1.3) 10 {1.7] 3 [2.0] .. 4 [1.5})
Bile Duct, Hyperplasia S (1.0] S [1.2] 7 {1.9] 46 (1.8] 52 {1.9)- &0 {2.4)
Centrilobular, Degeneration 2 [2.9) 3 [2.0] 8 [1.9] 8 [2.0] 3 [2.3]) -8 {1.9]
Centrilobular, Fibrosis 7 (1.0} 36 [1.6] 52 {1.9] .. S7 (2.1)
Hepatocyte, Glandular Structures 1 {1.0] 5 (1.2} 25 (2.2}
Hepatotyte, Hypertrophy 16 (1.1} 22 [1.4) 47 [2.6] 52 [3.2] 65 [3.5]
Hepatocyte, Multinucleated 9 (1.3} 21 {1.2} 48 [1.8] 52 [1.9] 48 [1.7)
Oval Cell, Hyperplasia 4 (1.0} 4 [1.0] 23 [1.2] 49 [2.1) 52 [3.0] 62 [3.0]
Portal, Fibrosis 2 {1.0) 37 (1.8} 52 [2.7] 58 {2.9]
Serosa, Inflammation {2.5]
Mesentery (53) Awmv (45) (49) (52) (63)
Inflammation ' 1 (3.0}
Necrosis R 1 {3.0] 1 [3.0]
Artery, Hsmwwaamnwo=~ nrnospo wnﬁp<m 1 (3.0} 1 [4.0] 9 {2.7}] -9 (2.1} 3 (1.7}
Fat, Necrosis 1 [3.0) 3 {2.3} 3 [2.7)
Oral Mucosa L . (53) (51) (53) (53) - (53) _(66)
Cyst =~ e ) 1 [2.0]
m»:@»<wp‘ muﬁmnvwmwwm~ Squamous 11 (1.1} 10 (1.2} 20 [1.4} 24 {1.8) 27 {1.7] 18 {1.6]}
Pancreas (53) (51) (53) (53) (53) {65)
Edema . . 1 {2.0]} 4 {1.8) 19 (1.8}
Hemorrhage ° 2 {2.5]
Inflammation, Chronic Active 1 {1.0} 5 [1.8] 4 {1.5] 3 [1.3] 2 [1.5] 6 {1.8]
Lipomatosis i 1 [2.0} 1 [2.0]
Acinus, Atrophy 1 (1.0} 5 {1.8] 3 (1.3) S [1.8} 9 {1.2) 8 {1.8)

a Number of animals examined microscopically at site and number of animals twnr lesion
b Average severity grade (l-minimal;2-mild;3-moderate;4-marked) . P
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NTPExperiment-Test: 96022-02 INCIDENCE RATES OF NONNEOPLASTIC LESIONS. BY ANATOMIC SITE (a) Report: PEIRPT18

Study Type: CHRONIC WITH AVERAGE SEVERITY -GRADES (b} Date: 04/29/04
Route: GAVAGE TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Time: 17:03:31
SPRAGUE-DAWLEY RATS FEMALE 0 NG / 80 NG / 240 NG / 800 NG /- 2400 NG/ 4000 NG/
0 UG 10 UG 30 UG 100 UG 300 UG 500 UG

CARDIOVASCULAR SYSTEM - CONT .
Myocardium, Hemorrhage 3 {2.0}

Myocardium, Inflammation 1 {2.0}
Myocardium, Necrosis 2 [2.5)
Pericardium, Inflammation, Chronic Active 1 [4.0)
Valve, Fibrosis 1 [2.0)
Valve, Hyperplasia 1 [4.0]
Ventricle, Thrombosis 1 [(3.0)
ENDOCRINE SYSTEM
Adrenal Cortex (53) (51) (53) (53) (53) (65)
Angiectasis 42 [1.6] 35 (1.4} 39 [1.6] 25 [1.3] 4 [1.0] 6 (1.0}
Atrophy 2 [3.0] 1 [4.0] 15 [2.4] 44 [2.4) 40 [2.4)
Degeneration, Cystic 12 (2.2} 12 [2.3) 13 [1.8] 11 [2.1}] 6 [2.2] 2 [1.5]
Hematopoietic Cell Proliferation 1 {1.0] )
Hyperplasia 13 [2.0) 7 (2.1} 13 [2.1] 12 [2.1} 10 [2.2] . 5 [2.0]
Hypertrophy 45 [2.0] 40 [2.1] 47 [2.1] 44 {2.3] 45 [2.0] 27 [1.6]
Inflammation 1 [3.0]
Necrosis. 1 [4.0] 2 {2.0) 4 (2.3} 1 (2.0] 4 {2.0}
Vacuolization Cytoplasmic 14 [1.6] 16 [1.6] 13 [1.5] 24 {1.7) 27 [1.7] . 12 [1.5])
Adrenal Medulla . (53) (51) (53) (53) (53) (64)
Hyperplasia 13 [1.8] 4 [2.5] 9 [2.3) 12 {2.1] 2 {2.0] :
Islets, Pancreatic {53) (51) (53) (53) (53) (65)
- Hyperplasia 1 (2.0}
Pituitary Gland (53) (51) (52) (53) (53) (65)
Angiectasis 23 [2.2) 13 [2.2] 19 [2.3] 7 (2.4)
Cyst 1 [2.0)
Cytoplasmic Alteration 1 [{1.0] 1 {1.0]
Necrosis 1 {2.9]
Vacuolization Cytoplasmic 2 (2.0} 1 [1.0} 5 [1.0]
Pars Distalis, Hyperplasia 11 [2.4) 14 [2.6] 19 [2.1) 18 [2.3] 4 {2.3] 1 [2.0)
Thyroid Gland (53) (51) (53) (52) (52) (66)
Hemorrhage B 1 [3.0]
Inflammation S E 1 {3.0})
Artery, Inflammation, Chronic Active . - 1 [3.0]
C-Cell, Hyperplasia - 7 {1.4) 11 [2.3) 13 [1.8] 10 [2.0] 15 [1.8) . 3 {2.0)
Follicle, Cyst 1 [3.0)
Follicular Cell, Hyperplasia 2 (2.5} . 1 [2.0]
Follicular Cell, -Hypertrophy ) 22 [1.2] 35 [1.4) 34 [1.8] 38 [1.8] 44 [1.9]} 37 (1.7)

GENERAL BOBY SYSTEM

a2 Number of animals examined microscopically at site and number of animals with lesion
b Average severity grade (1-minimal;2-mild;3-moderate;4-marked)
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NTPExperiment-Test: 96022-02 INCIDENCE RATES OF NONNEOPLASTIC LESIONS BY ANATOMIC SITE (a) Report: PEIRPT18

Study Type: CHRONIC WITH AVERAGE SEVERITY GRADES (b) Date: 04/29/04
Route: GAVAGE TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Time: 17:03:31
SPRAGUE-DAWLEY ‘RATS ,FEMALE 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/

: 0 UG 10 UG 30 UG 100 UG 300 UG 500 UG

HEMATOPOIETIC SYSTEM - CONT

Deep Cervical, Hyperplasia, Histiocytic 1 (2.0)

Deep Cervical, Hyperplasia, Plasma Cell 1 [3.0]

Lumbar, Ectasia 1 (3.0)] 1 (3.0}

Lumbar, Hemorrhage 1 [2.0}

Lumbar, Hyperplasia, Plasma Cell 1 (3.0}

Mediastinal, Congestion 1 [2.0]

Mediastinal, Ectasia 7 (1.3} 7 {1.4) 7 [1.3] 7 [1.4] 7 (1.7] 27 [1.6]
Mediastinal, Hemorrhage 2 [1.5] 2 [2.0) 4 [1.5] 15 {1.9] 7 [1.9] 25 [1.8]
Mediastinal, Hyperplasia, Histiocytic 2 [2.0) 2 (2.0} 2 [2.5]
Mediastinal, Hyperplasia, Lymphoid 2 (4.0}

Mediastinal, Hypérplasia, Plasma Cell 3 [2.0] 1 {3.0]

Mediastinal, Pigmentation : 2 [2.0]
Pancreatic, Ectasia 1 [2.0} 1 {2.0}
Pancreatic, Hemorrhage 1 (2.0} 4 {1.8}
Pancreatic, Hyperplasia, Histiocytic 1 [2.0} 4 [2.5]. . 3 {2.3)
Pancreatic, Hyperplasia, Lymphoid 2 {3.0] ) - 1 [2.0]
Renal, Ectasia 1 [3.0) 1 {3.0} 1 [{2.0}

Renal, Hemorrhage 1 [2.0]

Renal, Hyperplasi 1 [2.0]

Renal, Hyperplasia, Histiocytic 1 [3.0] 2 [3.0)

Lymph Node, HMandibular (53) (51) (53) (52) (52) (66)
Atrophy 1 [4.0}

Ectasia 3 [2.7) 2 {2.0] 3 [2.0] 4 (2.3} 4 (2.0] 1 [2,0]
Hemorrhage 1 [2.0] 2 [1.5) -7 {2.0)
Hyperplasia, Histiocytic 1 [2.0) .

Hyperplasia, Lymphoid 1 [3.0] 3 {2.7] 2 {3.5] ‘1 [2.0}
Hyperplasia, Plasma Cell 45 [2.2] 35 [2.1} 34 (2.1} 27 [2.2] 22 {2.2] 20 [2.1]
Necrosis 1 (1.0}
Necrosis, Lymphoid 1 (1.0}
Pigmentation 1 [2.0}

Lymph Node, Mesenteric (53) (51) (53) (53) {52) (65)
Ectasia 1 {2.0] 1 (3.0} 2 (2.0} 1 [2.0} 2 (2.0}
Hemorrhage 2 [1.5] 2 (2.0] 2 [2.0] 4 [1.5] 14 [2.1)
Hyperplasia, Histiocytic 2 [2.0) 1 [2.0} 6 [1.8] 5 {2.2)

Hyperplasia, Lymphoid 1 [4.0] 1 {3.0}
Hyperplasia, Plasma Cell 1 [2.0] .

Spleen : . (53) (51) (53) (53) (53) (65)
Hematopoietic Cell Proliferation 49 [2.2] 44 (2.3) 49 [2.0] 52 [2.0] 50 [1.9] 43 (1.5}
Pigmentation : 52 {1.6] 50 [1.3] 52 [1.4] 50 (1.4} 50 [1.3} 59 {1.1)
Artery, Inflammation, Chronic Active 1 {3.0)
Capsule, Fibrosis 1 [3.0]

Lymphoid Foilicle, Atrophy 4 [2.5] 5 [2.0] 2 [2.5) 5 [2.2] 3 {2.3; 9 [2.6]
Red Pulp, Atrophy 1 [2.0] -2 [2.0]

a Number of animals examined microscopically at site and number of animals with lesion
b Average severity grade (l-minimal;2-mild;3-moderate;4-marked) :
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NTPExperiment-Test: 96022-02 INCIDENCE RATES OF NONNEOPLASTIC LESIONS BY ANATOMIC SITE (a) Report: PEIRPT18

Study Type: CHRONIC WITH AVERAGE SEVERITY GRADES{b] Date: 04/29/04
Route: GAVAGE . TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Time: 17:03:31
SPRAGUE-DAWLEY RATS FEMALE - 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/

- . 0 UG 10 UG 30 UG 100 UG 300 UG 500 UG

RESPIRATORY SYSTEM

Lung (53) (51) (53) (53) (53) (66)
Congestion 2 [2.5] ]
Hemorrhage 1 {3.0] 2 {1.0] 4 [1.3]
Infiltration Cellular, Histiocyte 40 [1.7] 33 {1.6} 46 {1.7] 48 [1.5] 46 [1.1] 33 {1.0}
Inflammation 5 [1.6] 9 (1.4) 7 [1.1] 3 [3.3] 2 [3.0] 2 [1.5]
Metaplasia, Squamous 1 [1.0] 2 [1.5] 14 [2.1] 16 {2.3] 7 {2.6)
Necrosis 1 {3.0]}

Alveolar Epithelium, Hyperplasia 18 [1.2) 10 (1.2} 2 [1.0) 1 [1.0] 1 {1.0] 4 11.3]
Alveolar Epithelium, Metaplasia, Bronchiolar 1 [1.0) 14 [1.3) 39 [1.4] 46 [1.6] 35 [1.1) 8 [1.0]
Artery, Thrombosis 1 {2.0}
Artery, Mediastinum, Inflammation, Chronic

Active 1 [3.0]
Mediastinum, Inflammation 1 [3.0}
Serosa, . Fibrosis 3 [1.3) 1 [3.0] 16 [1.6} 8 [1.8]

Nose (53) (51) (53) (53) (53) .. (66).
Inflammation 17 [1.2] 15 (1.4} 16 [1.3] 10 {1.7] 22 {1.7] 11 f1.4]
Necrosis’ o 1 [4.0] -

Ulcer N 1 {2.0]

Glands, Hyperplasia 2 [3.0]

Olfactory Epithelium, Degeneration 1 [2.0]

Olfactory Epithelium, Metaplasia 2 [2.0] 1 {2.0] 3 (2.3} 8 [2.3] 1 [2.0]

Respiratory Epithelium, Hyperplasia 8 {1.6]) 11 [1.8] 5 {1.4) 8 [2.0] 16 [2.4) -9 [1.9])

Squamous Epithelium, Hyperplasia 1 [1.0] 2 (2.0} 1 {1.0]
SPECIAL SENSES SYSTEM

Eye (53) (51) (53} (53) (53) (66)

Cataract 1 [3.0] 3 [(3.0)

Cornea, ‘Inflammation 1 {2.0] 1 (3.0] 1 [3.0]

Iris, Inflammation Co 1 [2.0]

Retina, Atrophy 1 (3.0} 3 [2.7] 1 {2.0] 1 [2.0]
Retina, Degeneration 1 (2.0}

Harderian Gland (53) (51) (53) (53) (53) (66)
Inflammation : ) 24 [1.1) 7 [1.4] 20 (1.0} 13 (1.2} 7 {1.0] 9 {1.1}

URINARY SYSTEM

Kidney .. __. . - (53) (51) (53) (53) (53) (65) .
Calculus Micro Observation Only 6 6 6
Cyst 2 {2.5]

a Number of animals examined microscopically at site and number of animals with lesion
b Average severity grade (l-minimal;2-mild;3-moderate;4-marked)
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NTPExperiment-Test: 96022-02 INCIDENCE RATES OF NONNEOPLASTIC LESIONS BY ANATOMIC SITE (a) Report: PEIRPT18

Study Type: CHRONIC WITH AVERAGE SEVERITY GRADES (b] Date: 04/29/04
Route: GAVAGE TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Time: 17:03:31
SPRAGUE-DAWLEY RATS FEMALE 4000 NG/
500UG ST

DISPOSITION SUMMARY

Animals Initially In Study 50
Early Deaths

Moribund Sacrifice 28

Natural Death 12
Survivors )

Terminal Sacrifice’ 10
Animals Examined Microscopically 50

ALIMENTARY SYSTEM

Intestine Large, Colon (50)
Parasite Metazoan 1
Intestine Large, Rectum : (50}
Parasite Metazoan 1 .
Artery, Inflammation, Chronic Active 4 {2.3]
Intestine Large, Cecum (50)
Edema 1 [2.0]
Inflammation 1 (2.0}
Artery, Inflammation, Chronic Active 1 {2.0]
Intestine Small, Ileum (50)
Parasite Metazoan 1
Liver " (50)
Angiectasis 4 [2.3]
Basophilic Focus 2
Basophilic Focus, Multiple 3
Cholangiofibrosis 27 {2.0]
Clear Cell Focus 1
Degeneration, Cystic 1 [2.0]
Eosinophilic Focus 1
Eosinophilic Focus, Multiple 14
Fatty Change, Diffuse 35 [1.4)
Fatty Change, Focal 14 {2.1)
Hematopoietic Cell Proliferation 22 {1.1}
Hemorrhage 1 {2.0}
Hepatodiaphragmatic Nodule 1
Hyperplasia, Nodular 34
Inflammation 48 [1.0]
Metaplasia : 2 [1.5)
Mixed Cell Focus 1
Mixed Cell Focus, Multiple 19

a Number of animals examined microscopically at site and number of animals with lesion
b Average severity grade (l-minimal;2-mild;3-moderate;4-marked)
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NTPExperiment-Test: 96022-02 INCIDENCE RATES OF NONNEOPLASTIC LESIONS BY ANATOMIC SITE (a) Report: PEIRPT18

Study Type: CHRONIC WITH AVERAGE SEVERITY GRADES(b] Date: 04/29/04
Route: GAVAGE TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Time: 17:03:31
SPRAGUE-DAWLEY RATS FEMALE 4000 NG/
500UG ST

CARDIOVASCULAR SYSTEM - CONT

Aorta, Adventitia, Inflammation 2 [1.5]
Heart (50)
Cardiomyopathy 15 [1.1]
Atrium, Thrombosis 1 {1.0)
Coronary Artery, Inflammation, Chronic Active 6 [2.0}
Epicardium, Inflammation 1 [1.0)
Myocardium, Hemorrhage 1 (1.0}
ENDOCRINE SYSTEM
Adrenal Cortex (50)
Angiectasis 21 [1.2]
Atrophy 12 [2.3})
Degeneration, Cystic 9 [2.4]
Hyperplasia 10 [2.2]
Hypertrophy 28 [2.2)]
Inflammation 2 [2.0]
Necrosis 2 [2.0}
Vacuolization Cytoplasmic 16 [1.6]
Adrenal Medulla (49)
Hyperplasia 8 [2.0)
Pituitary Gland (50)
Angiectasis 3 {1.3)
Cyst 3 [2.3)
Cytoplasmic Alteration 2 [2.5]
Pars Distalis, Hyperplasia 8 {2.0)
Pars Intermedia, Hyperplasia 1 [3.0)
Thyroid Gland (49)
Infiltration Cellular, Lymphoid 2 [3.0]
C-Cell, Hyperplasia 6 [2.2]
Follicular Cell, Hypertrophy 29 (1.7}
GENERAL BODY SYSTEM
None
GENITAL SYSTEM
Clitoral Gland . (50)
Inflammation 30 [1.2)

a Number of animals examined microscopically at site and number of animals with lesion
b Average severity grade (l1-minimal;2-mild;3-moderate;4-marked)
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NTPExperiment-Test: 96022-02 INCIDENCE RATES OF NONNEOPLASTIC LESIONS BY ANATOMIC SITE (a) Report: PEIRPT18

Study Type: CHRONIC WITH AVERAGE SEVERITY GRADES(b] Date: 04/29/04
Route: GAVAGE TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Time: 17:03:31
SPRAGUE-DAWLEY RATS FEMALE 4000 NG/
500UG ST

HEMATOPOIETIC SYSTEM - CONT

Spleen (50)
Hematopoietic Cell Proliferation 45 [1.9}
Pigmentation 41 [1.4]
Lymphoid Follicle, Atrophy 4 [2.5]

Thymus (46)
Atrophy 45 [3.4)
Hemorrhage 1 [3.0}
Artery, Inflammation, Chronic Active 1 {4.0]

INTEGUMENTARY SYSTEM

Mammary Gland (50)
Cyst 1 [3.0}
Hyperplasia 11 [1.6}
Inflammation, Granulomatous 1 {2.0]

MUSCULOSKELETAL SYSTEM

Bone {50}
Tarsal, Inflammation 1 {3.0}

NERVOUS SYSTEM

Brain (50}
Hemorrhage 8 [1.8]
Mineralization 1 (1.0}

RESPIRATORY SYSTEM

Lung (50)
Hemorrhage 3 {1.3}
Infiltration Cellular, Histiocyte 24 [1.2])
Inflammation 6 [2.2]
Inflammation, Granulomatous 4 [3.0)
Keratin Cyst 9 [3.3]
Metaplasia, Squamous 8 {1.9]
Alveolar Epithelium, Hyperplasia 5 {1.0]
Alveolar Epithelium, Metaplasia, Bronchiolar 15 [1.2]
Serosa, Fibrosis 1 [1.0]

a Number of animals examined microscopically at site and number of animals :unr lesion
b Average severity grade (l-minimal;2-mild;3-moderate;4-marked)
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NTP Experiment-Test: 96022-02 INCIDENCE RATES OF NEOPLASMS BY ANATOMIC SITE (SYSTEMIC LESIONS ABRIDGED) (a) Report: PEIRPTOS
Study Type: CHRONIC TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Date: 04/27/04
Route: GAVAGE Time: 11:47:22

14 WEEK SSAC/FINAL#1

Facility: Battelle Columbus Laboratory

Chemical CAS #: TEFPCBMIX
Lock Date: 11/04/02

Cage Range: All

Reasons For Removal: 25017 Scheduled Sacrifice
Removal Date Range: 01/13/00 - 01/14/00
Treatment Groups: Include 001 0 NG/ 0UG

Include 002 80 NG /10 UG
Include 003 240 NG /30 UG
Include 004 800 NG /100 UG
Include 005 2400 NG/300 UG
Include 006 4000 NG/500 UG

a Number of animals examined microscopically at site and number of animals with lesion
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NTP Experiment-Test: 96022-02 INCIDENCE RATES OF NEOPLASMS BY ANATOMIC SITE (SYSTEMIC LESIONS ABRIDGED) (a) Report: PEIRPTOS
Study Type: CHRONIC TEF EVALUATION (PCB MIXTURE;PCB 125/PCB 118) Date: 04/27/04

Route: GAVAGE Time: 11:47:22

SPRAGUE-DAWLEY RATS FEMALE 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/
, 0 UG 10 UG 30 UG 100 UG 300 UG 500 UG

INTEGUMENTARY SYSTEM

None

MUSCULOSKELETAL SYSTEM

None

NERVOUS SYSTEM

None

RESPIRATORY SYSTEM

None

SPECIAL SENSES SYSTEM

None

URINARY SYSTEM

(1)

Kidney
1 (100%)

Nephroblastoma
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NTP Experiment-Test: 96022-02
Study Type: CHRONIC
Route: GAVAGE .

INCIDENCE RATES OF NONNEOPLASTIC LESIONS BY ANATOMIC SITE (a)

WITH AVERAGE SEVERITY GRADES{b]
TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118)

14 WEEK SSAC/FINAL#1

Facility: Battelle Columbus Laboratory

Chemical CAS #: TEFPCBMIX
Lock Date: 11/04/02

Cage Range: All

Reasons For Removal: 25017 scheduled Sacrifice

Removal Date Range: 01/13/00 - 01/14/00

Treatment Groups: Include 001 0NG/ O UG
Include 002 80 NG /10 UG
Include 003 240 NG /30 UG
Include 004 800 NG /100 UG
Include 00S 2400 NG/300 UG
Include 006 4000 NG/500 UG

a Number of animals examined microscopically at site and number of animals with lesion
b Average severity grade (l-minimal;2-mild; 3-moderate;4-marked)
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NTP Experiment-Test: 96022-02
Study Type: CHRONIC
Route: GAVAGE

INCIDENCE RATES OF NONNEOPLASTIC LESIONS BY ANATOMIC SITE (a)
WITH AVERAGE SEVERITY GRADES([b]
TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118)

Report: PEIRPT1S
Date: 04/27/04
Time: 13:01:12

2400 NG/ 4000 NG/

SPRAGUE-DAWLEY PATS FEMALE. 0 NG / 80 NG / 240 NG / 800 NG /
0 UG 10 UG 30 UG 100 vG 300 vG 500 uG
GENERAL BODY SYSTEM
None
GENITAL SYSTEM
Uterus (10) (10)
Endometrium, Hyperplasia, Cystic 1 (4.0}
HEMATOPOIETIC SYSTEM
Spleen (10} (10) .
Pigmentation 10 {1.71 10 {1.9)
Thymus . (10) (10) (10) (10) (10) (10) .
Atrophy. 3 (1.0} 1 [1.0] 3 [1.0] 7 (1.1} . 9 [1.6]
INTEGUMENTARY SYSTEM:- .
None - .
MUSCULOSKELETAL SYSTEM
Skeletal Muscle (1
Hemorrhage 1 (2.0}
NERVOUS SYSTEM
None
anmgﬂ. SYSTEM
Lung : (10) (10) - (10) (10) (10) ~ (10)
mmionﬂwwnm [ 2 {1.5} 3 [(2.0] 2 {1.0)
Infiltration nowwc.._.nu.. Histiocyte. -1 (1.0) 6 {1.0]) 7 [1.0] 4 [1.0] 3 1.0} 4 (1.0}
Inflammation - : 1 [1.0} 6 {1.7] 7 {1.6] 4 [1.5] 3 [1.0] 6 [1.3)
Alveolar Epithelium, Hyperplasia 1 12.0) 1 [1.0) 2 (1.0]

a Number of animals examined micros
b Average severity grade (l1-minimal;

OOanE.H%anmunmgnugvmnowgiwutwg Homu.ou
2-mild;3-moderate;4-marked) .

Page 3




llllllllll 304 40 ANI

v abea

m“vaﬂEINanﬁdcﬂﬂlav apeab K3T1a949S obeasavy q

(payTew-y {330I3pOU-
K1TeordoosoIoTWl pIUTWRXD sTewTu® JO ISCUMN ¥

uoTSaT Y3TM STEWTUR JO Jaqumu pue 231TS 3®
SUON

WILSAS AMVYNINN

SUON

WILSAS SASNEIS TVIDEAS

setorqouoad ‘erserdeisW sumtTayaTda IeTO9ATVY

[o-1] 1
INOD - RALSAS XdOILV¥I1dSTd
on 00S oNn 00€ on 001 on 0¢€ on 01 on 0
/9N 000V /ON 00%Z / ON 008 / SN 0% / 9N 08 / DN 0 FIYRId SIVY ATIMVQ-ANDVHLS

TI:T0°ET *OWLL
¥0/LZ/¥0 9320
811duIad :3roday

AHVYAVD :93nod
SINOHHD :odAL Apnis
Z0-T2096 :q8a-juawtIadxd dILN

(81T €2d/9T1 €0d!HINIXIH g5d) NOIIVNTVAZ AL
{q)saaV¥d AIINAAHS FOVYAAV EIIM
() FLIS DIHOLVNV A€ SNOISII DIISYIdOENNOR JO SILVH FONIAIONI




NTP Experiment-Test: 96022-02 INCIDENCE RATES OF NEOPLASMS BY ANATOMIC SITE (SYSTEMIC LESIONS ABRIDGED) (a) Report: PEIRPTOS
Study Type: CHRONIC TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Date: 04/27/04

Route: GAVAGE Time: 13:10:29

31 WEEK SSAC/FINAL#1

Facility: Battelle Columbus Laboratory

Chemical CAS #: TEFPCBMIX
Lock Date: 11/04/02

Cage Range: All

Reasons For Removal: 25017 Scheduled Sacrifice
Removal Date Range: 05/16/00 - 05/17/00
Treatment Groups: Include 001 0NG/ OUG

Include 002 80 NG /10 UG
Include 003 240 NG /30 UG
Include 004 800 NG /100 UG
Include 005 2400 NG/300 UG
Include 006 4000 NG/500 UG

a Number of animals examined microscopically at site and number of animals with lesion
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t-Test: 96022-02 INCIDENCE RATES OF NEOPLASMS BY ANATOMIC SITE (SYSTEMIC LESIONS ABRIDGED) (a) Report: PEIRPTOS

NTP Experimen
Study Type: CHRONIC TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) pate: 04/27/04
Route: GAVAGE Time: 13:10:29
SPRAGUE-DAWLEY RATS FEMALE 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/
0 UG 10 UG 30 UG 100 UG 300 UG 500 UG
INTEGUMENTARY SYSTEM
None
MUSCULOSKELETAL SYSTEM
None
NERVOUS SYSTEM
None
RESPIRATORY SYSTEM
Lung (10) (10) (10) {(10) (10} w “(10)
Cystic Keratinizing Epithelioma 2 (20%)
1 (10%)

Cystic Keratinizing Epithelioma, Multiple

SPECIAL SENSES SYSTEM

None

URINARY SYSTEM

None
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NTP Experiment-Test: 96022-02 INCIDENCE RATES OF NONNEOPLASTIC LESIONS BY ANATOMIC SITE (a) Report: PEIRPT1S8
Study Type: CHRONIC WITH AVERAGE SEVERITY GRADES [b] Date: 04/27/04
Route: GAVAGE ) TEF EVALUATION (PCB MIXTURE; PCB 126/PCB 118) Time: 13:23:35

31 WEEK SSAC/FINAL#1

Facility: Battelle Columbus Laboratory
Chemical CAS #: TEFPCBMIX
Lock Date: 11/04/02

Cage Range: All

Reasons For Removal: 25017 Scheduled Sacrifice
Removal Date Range: 05/16/00 - 05/17/00
Treatment Groups: Include 001 0NG/ 0 UG

Include 002 80 NG /10 UG
Include 003 240 NG /30 UG
Include 004 800 NG /100 UG
Include 005 2400 NG/300 UG
Include 006 4000 NG/500 UG

a Number of animals examined microscopically at site and number of animals with lesion
b Average severity grade .Hlawnwsmwhwlamwauwnaoamnmnmnansmnrmnv
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NTP Experiment-Test: 96022-02
Study Type: CHRONIC
Route: GAVAGE

INCIDENCE RATES OF NONNEOPLASTIC LESIONS BY ANAT

WITH AVERAGE SEVERITY GRADES [b}

TEF EVALUATION (PCB MIXTURE; PCB 126/PCB 118)

OMIC SITE (a)

Report: PEIRPT1S8
Date: 04/27/04
Time: 13:23:35

SPRAGUE-DAWLEY RATS FEMALE 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/
: . 0 UG 10 UG 30 UG 100 UG 300 UG 500 UG
None
ENDOCRINE SYSTEM
Adrenal Cortex (10) (10} (10) (10) (10) (10)
Angiectasis 6 [1.0} 2 {1.0} 1 [1.0] 1 [1.0]
Atrophy . 2 [1.0) 8 [1.8])
Degeneration, Cystic 1 [2.0]
Hypertrophy 5 [1.2] 4 [1.8] 3 [1.0) 3 [1.7) 3 [1.0) 1 [2.0)}
Pituitary Gland (10) (1) (10)
Angiectasis 1 [2.0]
Cyst 1 {1.0] 1 [2.0)
Cytoplasmic Alteration 1 [2.0)
Thyroid .Gland . (10) (10) (10) (10) (10) . (10)
Inflammation, Chronic Active - 1°(3.0]
Follicular Cell, Hypertrophy 3 [1.3] 3 [1.0} 7 [1.3] 7 [1.4) 9 [1.8] U,wwﬂw.q_
GENERAL BODY SYSTEM i ,
None - - )
GENITAL SYSTEM o
Ovary - (10) (10) (10} (10) (10) (10)
Atrophy . 6 [3.0) 7 [3.0] 7 [2.9) 4 {3.0) 1 [3.0]
Uterus : (10) (10) (10) {10} (10} (10}
Decidual Reaction 1
Inframmation, Sdppurative 1 (3.0} o
Metaplasia, Squamous .. 5 [1.6] 6 [1.7}) 6 [1.7] 4 [1.8]} .17 [2.0] c
Endometrium, :wﬁ&anmmww. Cystic 5 [1.6) 5 [2.2] 6 [1.7] 3 [1.3} 1 [2.0} 1 [2.0}
mmZbHOMOHmawn mwMHmZ,
Spleen = ' EUR (10) (10)
Pigmentation 10 {1.2] 10 [1.3)
Thymus (10) (10) (10) (9) {10) (6)
Atrophy 3 [1.3} 2 (1.5} 5 [1.6] 9 (2.3) 9 [3.4) 6 (3.7}
Cyst 1 [3.0)

o

Number of animals examined microscopically at site and number of
Average severity grade Awnaw:wamw“Nnawwa“wuaonmnmnmnauamnwmnv

Page

animals with lesion
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NTP Experiment-Test: 96022-02 INCIDENCE RATES OF NEOPLASMS BY ANATOMIC SITE (SYSTEMIC LESIONS ABRIDGED) (a) Report: PEIRPTO05
Study Type: CHRONIC TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118) Date: 04/27/04
Route: GAVAGE Time: 13:33:00

53 WEEK SSAC/FINAL#1

Facility: Battelle Columbus Laboratory
Chemical CAS #: TEFPCBMIX
Lock Date: 11/04/02

Cage Range: All

Reasons For Removal: 25017 Scheduled Sacrifice
Removal Date Range: 10/12/00 - 10/13/00
Treatment Groups: Include 001 0 NG/ O UG

Include 002 80 NG /10 UG
Include 003 240 NG /30 UG
Include 004 800 NG /100 UG
Include 005 2400 NG/300 UG
Include 006 4000 NG/500 UG

a Number of animals examined microscopically at site and number of animals with lesion
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NTP Experiment-Test: 96022-02 INCIDENCE RATES OF NEOPLASMS BY ANATOMIC SITE (SYSTEMIC LESION:

Study Type: CHRONIC TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118)

Route: GAVAGE

S ABRIDGED) (a) Report: PEIRPT05

Date: 04/27/04
Time: 13:33:00

SFRAGUE-DAWLEY RATS' FEMALE 0 NG /

240 NG /
30 UG

800 NG /
100 UG

2400 NG/ 4000 NG/
300 uG 500 uG

INTEGUMENTARY SYSTEM
Mammary Gland (8)

Fibroadenoma

(2)
1 (50%)

(1)
1 (100%)

(1)
1 (100%)

(8)
1 (13%)

MUSCULOSKELETAL SYSTEM

None

NERVOUS SYSTEM

None

RESPIRATORY SYSTEM

Lung (8)
Cystic Keratinizing Bpithelioma
Cystic Keratinizing Epithelioma, Multiple

(7

(8)

(8)
1 (13%)

(8)
4 (50%)
1 (13%)

SPECIAL SENSES SYSTEM

None

URINARY SYSTEM

None .
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NTP Experimentc-Test: 96022-02 INCIDENCE RATES OF NONNEOPLASTIC LESIONS BY ANATOMIC SITE (a)

Study Type: CHRONIC
Route: GAVAGE

Facility: Battelle Columbus Laboratory
Chemical CAS #: TEFPCBMIX
Lock Date: 11/04/02

Cage Range: All

WITH AVERAGE SEVERITY GRADES(b]
TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118)

53 WEEK SSAC/FINAL#1

Reasons For Removal: 25017 Scheduled Sacrifice
Removal Date Range: 10/12/00 - 10/13/00
Treatment Groups: Include 001 0 NG/ OUG

Include 002
Include 003
Include 004
Include 005
Include 006

a Number of animals examined microscopically
b Average severity grade (l-minimal;2-mild;3-

80 NG /10 UG
240 NG /30 UG
800 NG /100 UG
2400 NG/300 UG
4000 NG/500 UG

at site and number of animals with lesion
moderate; 4-marked)

Page 1

Report: PEIRPT18
Date: 04/27/04
Time: 13:44:15
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NTP Experiment-Test: 96022-02
Study Type: CHRONIC
Route: GAVAGE

INCIDENCE RATES OF NONNEOPLASTIC LESIONS BY ANATOMIC SITE (a)
WITH AVERAGE SEVERITY GRADES(Db)

TEF EVALUATION (PCB MIXTURE;PCB 126/PCB 118)

Report: PEIRPT18
Date: 04/27/04
Time: 13:44:15

SPRAGUE-DAWLEY RATS FEMALE 0 NG / 80 NG / 240 NG / 800 NG / 2400 NG/ 4000 NG/
0 UG 10 UG 30 UG 100 UG 300 UG 500 UG
ALIMENTARY SYSTEM - CONT
Erosion 2 (1.5}
CARDIQVASCULAR SYSTEM
None
ENDOCRINE SYSTEM
Adrenal Cortex (8) (7) (8) (8) (8)
Angiectasis 2 [1.0] 3 {1.0] 4 [1.3] 1 [1.0]
Atrophy 5 {2.2}
Degeneration, Cystic 1 {2.0] 2 [1.5}
Hyperplasia 1 (2.0} 1 [2.0] 1 [2.0}
Hypertrophy 5 [1.0] 3 {2.0] 6 [1.8] 7 [2.1) S {1.0]
Vacuolization Cytoplasmic 1 (1.0} 1 [1.0) 1 {1.0} 1 (1.0}
Pituitary Gland (8) (8)
Cyst 1 [1.0]
Thyroid Gland (8) (7N (8) (8) (8)
C-Cell, Hyperplasia 1 [1.0] 1 (1.0}
Follicular Cell, Hypertrophy 3 [1.0] 4 {1.5] 6 [1.0] 7 [1.4] 7 [1.6)]
GENERAL BODY SYSTEM
None
GENITAL SYSTEM
Ovary (8) n (8) (8) (8)
Atrophy 7 (3.0} 6 [2.8] 6 [3.0} S [3.0]
Cyst 1 [2.0]
Uterus (8) 7 (8) (8) (8)
Inflammation, mcvvcﬁwnw<o 2 [1.5]
Metaplasia, Squamous 6 [1.8]} 5 [1.6] 5 [2.0] 5 [1.8]
6 [2.0] 6 [1.7]} 5 [3.0} 5 [1.8] N

Endometrium, Hyperplasia, Cystic

HEMATOPOIETIC SYSTEM

Spleen

(8)

a Number of animals examined microscopically at site and number of mnwsmwm with lesion

b Average severity grade (l-minimal;2-mild;3-moderate;4-marked)

Page
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(8)
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