











STUDY NO. : 0085 BIOCHEMISTRY (SUMMARY)

ANTMAL ¢ RAT F344 SURVIVAL ANINALS (104)

REPORT TYPE : Al

SEX ¢ MALE PAGE : 3

Group Name NO. of CPK UREA NITROGEN CREATININE SODTUN POTASSIUN CHLORIDE CALCIUN

Animals 1U/¢ mg,/ de mg,/ df mEq,” & mEq,/ & mEq,/ 2 ng,/d2

Contral 42 92+ 114 24.0f 16.8 0.6+ 0.2 143+ 3 3.7+ 6.7 1074 2 10.6% 0.6
40 ppm 46 73+ 20 22.8% 17.4 0.7+ 0.1 142+ 2 3.6+ 0.4 106+ 1 10.7+ 0.4
200 ppm 42 72+ 17 20.8% 4,1 0.7+ 0.1 142+ 1 3.5+ 0.3 106% 2 10.7% 0.4

1000 ppm 12 80 26 22.6+ 5.0 0.7+ 0.1 144+ 1 3.8+ 0.5 107% 2 10.65% 0.6

Sionificant difference ;7 * : P = 0.05 ¥ P = 0,01 Test of Dumnett
(HCLO74)

BAIS2



STUDY NO. + 0085
ANTHAL ¢ RAT F344
REPORT TYPE : Al
SEX ¢ MALE

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS (104)

PAGE ¢ 4
Graup Name NO. of INORGANIC PHOSPHORUS
Animals ng/ 2

Control 42 4.2+ 1.1

40 ppm 48 3.9+ 2.0

200 ppm 42 3.8+ 0.8
1000 ppm 12 4.4% 0.8

Significant difference 5 * : P = 0.05 %% ¢ P S 0.01 Test of Dunnett

(HCLO74)

BAIS2



APPENDIX I 2

BIOCHEMISTRY (TWO-YEAR STUDIES: SUMMARY)

RAT:FEMALE



STUDY NO. : 0065 BIOCHEMISTRY (SUMMARY)

ANTHAL ¢ RAT F344 SURVIVAL ANIMALS (104)

REPORT TYPE : Al

SEX ¢ FEMALE PAGE : 5

Group Name NO. of TOTAL PROTEIN ALBUKIN A/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL TRIGLYCERIDE

Animals g /de g /de ng,/ de mg,/d4 g,/ d2 rg,/ d4

Control 36 7.1% 0.4 3.7+ 0.3 1.1+ 0.1 0,224  0.04 161+ 26 124+ 24 121% 52
40 ppm 41 7.3+ 0.4 3.8% 0.3 1.1% 0.1 0.24+ 0.10 165+ 25 141+ 25%% 1364 86
200 ppm 38 6.9% 0.9 3.8% 0.5 1.2+ 0.1xx 0.374  0.44%x% 158k 35 120% 28 1124+ 60

1000 ppm 28 7.1+ 0.8 3.8% 0.8 1.1£ 0.2 1.13+  3.52%x 142+ 36% 137+ 418 108% 60

Significant difference 1+ * : P = 0.05 = ! P £ 0,01 Test of Dunnett
(HCLO74)

BAIS2



STUDY NO. : 0065
ANI¥AL ¢ RAT F344
REPORT TYPE : Al

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : FEMALE PAGE : 6
Group Name NO. of PHOSPHOLIPID GOT GPT LDH ALP LAP G-GTP
Animals g,/ d4 1u/¢ 1u/¢ 1U/¢ Iu/¢ I1U/¢ 1uU/¢

Control 36 223+ 45 100% 51 28+ 12 218+ 161 158+ 191 43% 4 2t 2

40 ppm 41 252+ 48% 86 % 28 25+ 7 217+ 97 114+ 33 43+ 3 2+ 2

200 ppm 38 222+ 58 152+% 264 344 42 300% 452 1614 131 43+& 10 2+ 2%
1000 ppm 28 256+ 127 149+ 165 27+ F7xx 286+ 201 166k 147 43+ 8 2+ 6%

Sionificant difference ; * : P = 0.05 % I P = 0.01 Test of Dunnett

(HCLOT4)

BAIS 2



STUDY NO. : 0065
ANIMAL ¢ RAT F344
REPORT TYPE : AL
SEX : FEMALE

BICCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS (104)

PAGE ¢+ 7
Group Name NO. of CPK UREA NITROGEN CREATININE SODIUM POTASSIUM CHLORIDE CALCIUM
Animals 1U/¢ g/ d4 g,/ d8 mEq./ ¢ mEq,/ & mEq,/ £ mg,/ de
Control 36 69+ 18 15.8+ 2.1 0.5% 0.1 142+ 3.5% 0.4 106 % 10.8% 0.5
40 ppm 41 68+ 16 16.2+ 2.0 0.5% 0.1 142+ 3.6% 0.5 105% 10.8% 0.4
200 ppm 38 884 102 18.1%+ 9.0 0.5% 0.1 142+ 3.5% 0.5 106+ 10,6 0.8
1000 ppm 28 95+ 86 23.2% Q.5xx 0.5+ 0.1 143% 3.9+ 0.5% 1054 10.8% 0.7
Significant difference 3 * : P = 0.05 ** P £ 0,01 Test of Dunmett

(HCLOT4)

BAIS 2



STUDY NO. : 0065
ANIMAL * RAT F344
REPORT TYPE : Al

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : FEMALE PAGE : 8
Group Name NO. of INORGANIC PHOSPHORUS
Animals ng,/ df

Control 36 3.5k 1.1

40 ppm 41 3.4% 0.9

200 ppm 38 3.7k 1.2

1000 pem 28 4,24 0.8%

Significant difference ;5 * : P = 0.05 x* ¢ P S (.01 Test of Dunnett

(HCLOT4) BAIS2



APPENDIX I 3

BIOCHEMISTRY (TWO—-YEAR STUDIES:SUMMARY)

MOUSE :MALE



STUDY NO. : 0066
ANINAL : MOUSE BDF1
REPORT TYPE @ Al

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : MALE PAGE @ 1
Group Name NO. of TOTAL PROTEIN ALBUMIN A/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL TRIGLYCERIDE
Animals g/t g /de g,/ d2 mg,/ d4 mg,/ de mg,/ 4

Control 44 5.6% 0.5 2.8+ 0.2 1.1 0.1 0.51%  0.20 195+ 34 100% 38 80+ 11

125 ppm 45 5.5% 0.7 2.9% 0.4 1.1& 0.2 0.50+ 0.26 1884 45 98+% 50 594 11

500  ppm 38 5.5% 0.3 2.9% 0.2 1.1+ 0.2 0.50+ 0.17 1854 36 93+ 14 64+ 13

2000  ppm 37 5.6+ 0.4 2.9k 0.3 1.1£ 0.2 0.48%f 0.18 1864 32 97+ 22 63+ 15

Significant difference 5 * : P = 0.05 ¥ 3 P = 0.01 Test of Dumnett

(HCLO74)

BAIS2



STUDY NO. : 0066

ANIMAL : MOUSE BDF1

REPORT TYPE : Al

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : MALE PAGE : 2
Group Name NO. of PHOSPHOLIPID GOT GPT LDH ALP LAP CPK
Animals ng/d4 Iu/¢ 1U/¢ 1u/¢ Iu/¢ 1U/¢ 1U/¢

Control 44 168+% 61 52+ 15 13+ 12 521k 178 170+ 57 57+ 23 80 26

125 ppm 45 166+ 63 112+ 350 3HE 95 811+ 1963 201+ 210 58+ 31 69+ 38

500  ppm 39 161% 20 53+ 21 13+ 8 557+ 257 1654 32 50+ 5 70+ 29

2000  pem 37 1704 31 66+ 26% 18+ 15 690+ 310% 172+ 42 53+ 10 87+ 30%x%

Sionificant difference :+ * : P = 0.05 ¥ 1 P £ 0.01 Test of Dunnett

(HCLO74)

BAIS2



STUDY NO. : 0066

A ANIMAL @ HOUSE BDF1

REPORT TYPE : Al

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : MALE PAGE : 38
Group Name NO. of UREA NITROGEN SODIUN POTASSIUN CHLORIDE CALCIUM INORGANIC PHOSPHORUS
dnimals mg/d2 mEq,/ £ mEq,/ ¢ mEq/ ¢ mg,/dé ng,/d2

Control 44 26.4+% 3.1 155+ 5.2% 0.7 125% 9.0 0.5 8.5L 1.6

125 ppm 45 28.1+ 15.8 154+ 5.3+ 1.4 124+ 9.0% 0.6 8.6% 2.2

500  ppm 39 27.4% 3.2 155+ 5.1+ 0.6 126 % 8.8k 0.4 8.9+ 1.7

2000 ppm 37 29.6+ 6.5 154+ 5.4% 0.7 125+ 9.0+ 0.4 8.4+ 1.1

Significant difference i * : P = 0.05 ¥ ¢ P = 0.01 Test of Dunnett

(HCLO74)

BAIS2



BIOCHEMISTRY

APPENDIX I 4

(TWO—YEAR STUDIES:SUMMARY)

MOUSE:FEMALE



STUDY NO. : 0066 BIOCHEMISTRY (SUMMARY)

ANTHAL ¢ HOUSE BDF1 SURVIVAL ANIMALS (104)
REPORT TYPE : 41
SEX : FEMALE PAGE ¢+ 4
Group Nams NO. of TOTAL PROTEIN ALBUMIN A/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL TRIGLYCERIDE
Animals g/ de g/ df mg./ d4 ng,/ d2 ng,/d8 mg,/ df

Control 28 5.4+ 0.7 2.9+ 0.3 1.2+ 0.2 0.51£ 0.30 151+ 40 65+ 10 59+ 14

125 pem 33 5.5+ 0.9 3.0 0.4 1.3% 0.3 0.54%x 0.22 142+ 37 73+ 22 63+ 15

500  ppm 34 5.54+ 0.4 2.9% 0.3 1.1+ 0.2 0.47+  0.13 150+ 34 784 20%x 64+ 14

2000 pem 28 5.4% 0.4 3.0% 0.2 1.3+ 0.1 0.55+ 0.15 166+ 27 88+% 22%% 72+% 18xx

Significant difference 5 * : P = 0.05 *»* 1 P = 0,01 Test of Dunnett

(HCLO74) BAIS2



STUDY NO. : 0086
ANTHAL ¢ NOUSE BDF1
REPORT TYPE : Al

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS (104)

SEX + FEMALE PAGE: 5
Group Name NO. of PHOSPHOLIPID GOT GPT LDH ALP L&P CPK
Animals ng/ 2 1U/¢ 1U/¢ 1U/¢ 1U/¢ 1U/¢ 1U/¢

Control 28 1114 20 140+ 258 30+ 54 807t 1127 291 ¢ 105 63x 19 73+ 46

125  pem 33 125+ 26 143£ 338 39+ 111 1228+ 3467 278+ a8 53+ 19 68+ 34

500  ppm 34 131& 28%% 104% 116 254k 30 764+ 899 302+ 125 59+ 16 88+ 77

2000 pem 28 160k 36%x 874 48 23+ 17 736+ 317 249+ 117 67+ 26 73% 35

Significant difference ¢ * : P = 0.05 *»* P = 0,01 Test of Dumnett

(HCLO74)

BAIS2



STUDY NO. : 0086

ANTHAL : MOUSE BDF1

REPORT TYPE ¢ Al
SEX : FEMALE

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANINMALS (104)

PAGE ¢ 6
Group Name NO. of UREA NITROGEN SODIuM PCTASSIUN CHLORIDE CALCIUM INORGANIC PHOSPHORUS
Animals ng,/d4 mEq,/ ¢ mEq,/ £ mEq,/ £ ng,/ d8 ng,/ d4

Control 28 23.5% 14.0 155+ 4.9+ 0.8 125+ 4 8.0+ 0.3 7.2% 1.7

125  ppm 33 21,14 6.9 165% 5.14& 0.7 126% 3 9.2+ 0.5 8.0k 3.1

500  ppm 34 23.8+ 18.7 164% 4.94 0.7 126+ 4 8.1+ 0.5 7.4% 1.9

2000  pem 28 23.0% 7.2 163+ 5.5+ 0.5%x 124+ 3 9.2t 0.4 7.0% 1.2

Significant difference ¢+ * : P = 0.05 *% 1 P = 0.01 Test of Dunnett

(HCLO74)

BAIS2






APPENDIX J 1

URINALYSIS (TWO—-YEAR STUDIES:SUMMARY)

RAT:MALE



STUDY NO. : 0085 URINALYSIS
ANIMAL ¢ RAT F344

SAMPLING DATE : 104-7

SEX : MALE REPORT TYPE : Al

PAGE ¢ 1
Group Nams NO. of pli Protein Glucose Ketone body Bilirubin
Animals 5.0 6.0 6.5 7.0 7.5 8.0 8.5 CHI — & + 2+ 3+ 4+ CHI - x + 2+ 3+ 4+ CHI — + 2+ 3+ CHI — + 2+ 3+ CHI
Cantrot 43 0 1 10 13 18 3 0 00 1 11328 43 0 0 0 0 0 43 0 0 0 43 0 0 0
40 ppm 46 0 0 8 14 21 3 0 0 0 0 01135 6 0 0 0 0 0 46 0 0 0 46 0 0 0
200 pem 42 0 1 8 12 18 2 0 0 0 0 01428 2 0 0 0 0 0 42 0 0 0 2 0 0 0
1000 ppm 12 ¢ 1 0 4 5 2 0 0 6 0 2 5 5B 12 06 0 0 0 0 12 0 0 0 111 0 ¢
Significent difference x ¢ P = 0.05 *% ¢ P £ 0.01 Test of CHI SQUARE
(JCL103X)

BAIS2



a

STUDY NO. : 0085

ANIMAL ¢ RAT F344
SAMPLING DATE : 104-7

URINALYSIS

SEX @ MALE REPORT TYPE : Al PAGE : 2
Group Name NO. of Occult blood Urabi tinogen
Animals — X + 2+ 3+ CHI T + 2+ 3+ 4+ CHI
Control 43 40 3 0 0 0 43 0 0 0 0
40 ppm 48 4% 0 0 0 0 46 0 0 0 90
200 ppm 42 41 1 0 0 ¢ 2 0 0 0 0
1000 ppm 12 101 1 090 12 0 0 0 0
Significent difference *: P S 0.05 ** 1 P = 0,01 Test of CHI SQUARE

(JCL103X)

BAIS2



APPENDIX J 2

URINALYSIS (TWO—-YEAR STUDIES: SUMMARY)

RAT : FEMALE



STUDY NO. : 0065 URINALYSIS
ANTMAL ¢ RAT F344
SAMPLING DATE : 104-7
SEX : FEMALE REPORT TYPE : Al PAGE ¢ 3
Group Name NO. of Protein Glucose, Ketone body Bilirubin
Animals 5.0 6.0 6.5 7.0 7.5 8.0 8.5 CHl — & + 2+ 3+ 4+ CHI — + + 2+ 3+ 4+ CHI — + 2+ 3+ CHI — + 2+ 3+ CHI

Control 38 4 9 14 7 4 0 ¢ 0 3 819 8 38 0 0 0 0 0 34 4 0 0 34 3 01

40  ppm 41 0 10 7 18 11 0 * 0 01 52 9 41 0 0 0 0 0 40 1 0 0 41 0 0 0

200 ppm 38 6 8 5 12 8 1 0 0 41320 1 38 0 0 0 0 0 3% 3 0 0 3% 1 1 0
1000 ppm 28 5 2 3 14 4 0 * 00 1 717 3 28 ¢ 0 0 0 OC 22 6 0 0 2007 01

Significent difference ¢ P = 0.05 #x 1 P = 0,01 Test of CHI SQUARE

(JCL103X)

BAIS2



STUDY NO. : 0065 URINALYSIS
ANTHAL s RAT F344
SAMPLING DATE @ 104-7
SEX : FEMALE REPORT TYPE : AL PAGE : 4
Group Name NO. of Occult blood Urobi Linogen
Animals -+ + 2+ 3+ CHI + 4+ 2+ 3+ 4+ CHI

Control 38 33 2111 37 00 10

40 ppm 41 37 31 090 41 0 0 0 0

200  ppm 38 3B 1 010 37 1 0 0 0
1000 ppm 28 28 0 0 0 O 26 1 1 0 0

Significent difference * 1P = 0.05 ¥ 1 P = 0.01 Test of CHI SQUARE

(JCL103X)

BAIS2



APPENDIX J 3

URINALYSIS (TWO—-YEAR STUDIES:SUMMARY)

MOUSE:MALE



STUDY NO. : 0066 URINALYSIS
ANIMAL : MOUSE BDF1
SAMPLING DATE : 104-7

SEX : MALE REPORT TYPE : Al PAGE ¢ 1
Group Name NO. of pll Pratein Glucose Ketone body Occult blood
Animals 5.0 8.0 6.5 7.0 7.5 8.0 8.5 CHI — & + 2+ 3+ 4+ CHI -~ & + 2+ 3+ 4+ CHI — 4 2+ 3+ CHI - & + 2+ 3+ CHI

Control 47 0 8 33 3 3 0 0 0 22025 0 0 47 ¢ 0 0 0 90 641 0 0 b 1100

125 ppm 49 0 17 25 6 1 0 Q 0 12423 1 0 48 0 0 0 0 0 444 1 0 45 0 1 1 2

500 ppm 42 0 8 20 14 2 0 0 ¥ ¢ 12912 0 0 «x 42 0 0 0 0 ¢ 2022 0 0 #x 4 0 1 0 0

2000 ppm 38 0 7 25 6 0 0 0 0 02513 0 0 380000 0 1424 0 0 37 001 00

Significent difference * 1 P < 0.06 #* @ P = 0.01 Test of CHI SQUARE

(JCL104X)

BAIS2



STUDY NO. : 0068
ANIMAL : MOUSE BDF1
SAMPLING DATE : 104-7

URINALYSIS

SEX : MALE REPORT TYPE : Al PAGE : 2
Group Name NO. of Urabi Linogen
Mimals + + 2+ 34+ 4+ CHI

Control 47 47 0 0 0 0

125 ppm 49 49 0 0 0 0

500  ppm 42 42 0 0 ¢ ¢

2000  ppm 38 38 0 0 00

Significent difference ¥ 1 P 0,05 ¥ 1 P £ 0.01 Test of CHI SQUARE

(JCL104X)

BAIS2



APPENDIX J 4

URINALYSIS (TWO-YEAR STUDIES:SUMMARY)

MOUSE:FEMALE



STUDY NO. : 0086

URINALYSIS
ANIMAL + MOUSE BDF1
SAMPLING DATE : 104-7
SEX : FEMALE REPORT TYPE : Al PAGE & 3
Group Name NO. of pH Protein Glucose Ketone body Occult blood
Animals 5.0 6.0 6.5 7.0 7.5 8.0 8.6 CHI - + + 2+ 3+ 4+ CHI — 4+ 4+ 2+ 3+ 4+ CHI — 4+ 2+ 3+ CHl — £ + 2+ 3+ CHI

Control 32 0 13 17 2 0 0 0 0 01217 3 0 32 00000 527 0 0 23 4 3 0 2

125 ppm 35 0 21 13 1 0 0 0 0 0 918 5 2 3% 0 0 0 0 0 628 1 0 30 2 2 061

500  pem 35 0 5 29 1 0 0 0 * 0 01817 0 ¢ 3B 00 0 0 0 g2 0 0 34 0 01 0 =

2000  ppm 29 0 6 23 0 ¢ 0 0 0 11414 0 0 25 4 0 0 0 0 = 524 0 0 28 0 0 1 0 =

Significent difference

* 1P = 0.05 ok

TP = 0.01

Test of CHI SQUARE

(JCL104X)

BAIS2



STUDY NO. + 0066
ANTHAL : MOUSE BDF1
SAMPLING DATE : 104~7

URINALYSIS

SEX : FEMALE REPORT TYPE : Al PAGE : 4
Group Name NO. of Urcbi Linogen
Mimals + + 2+ 3+ 4+ CHI
Contral 32 36 2 6 0 0
125  ppm 35 3 1 0 00
500  ppm 35 3% 0 0 0 0
2000 ppm 29 1415 0 0 0 *xx
Sionificent difference i * 1P 50,05 ** 1 P = 0.01 Test of CHI SQUARE
(JCL104X)

BAIS2






APPENDIX K 1

GROSS FINDINGS (TWO-YEAR STUDIES:SUMMARY)

RAT:MALE:DEAD AND MORIBUND ANIMALS




STUDY NO.  : 0065 GROSS FINDINGS (SUMMARY)
ANTHAL ¢ RAT F344 DEAD AND XORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX ¢ MALE PAGE ¢ 1
Group Name Control 40 pem 200 ppm 1000 ppm
Organ Findings NO. af Animals 7 (%) 4 (%) 8 (%) 38 (%)
skin/app noduls 0 (0 0 (0 0 (0 1 (3
subcutis jaundice 1 (14) 0 (0 0 (0 5 (18)
mass 0 (0 1 (25 2 (25 3 (8
lung rod 2 (29 0 (0 4 (50 7 (18)
red patch/zone 0 (0 0 (0 0 (0 1 (3
red zone 0 (0 1 (25) 0 (0 o (0
brown zone 1 (14 0 (0 0 (0 0 (0
edena 00 ()] 0 (0 2 (9
nodule 0 (0 1 ( 25) 0 (0 1 (3
bone marrow red 0 (0 0 (0 0 (0 1 (3
Lymeh node enlarged 0 (0 1 (25 0 (0 6 (18)
red 0 (0 00 0 (0 5 (13)
nodule 0 (0 0 (0 60 o 1 (3
thymus enlarged 0 (0 O] 0 (0 2 (9
involution 1 (14 0 (0 0 (0 0 (0
spleen enlarged 3 (43 0 (0 1 (18 (29
turbid 0 (0 00 i (13) 1 (3
brown 0 (D O] 0 (o0 2 (5)
white zone 1 (19 0 (0 1 (13 2 (9
red zone 0 (0 00 0 (0 1 (3
brown zane 0 (0 0 (0 1 (13) o (0
nodule 0 (0 0 (0 0 (0 17 ( 45)
(HPT080)

BAIS2



STUDY NO. ¢ 0085 GROSS FINDINGS (SUMMARY)
ANTMAL + RAT F344 DEAD AND MORTBUND ANIMALS (0-104W)
REPORT TYPE @ Al
SEX 2 MALE PAGE : 2
Group Name Controt 40 pem 200 ppm 1000 pem
Organ____ Findings NO. of Animats 7 (%) 4 (%) 8 (%) 38 (%)
spleen cyst 0 (0 0 (0 0 (0 1 (3
deformed 00 0 (0 0 (0 3 (8
rough 0 (0 0 (0 5 (63) 0 (0
granular 0 (0 0o (0 0 (0 6 (16)
heart dilated 1 (14) 1 (25) 0 (0 0 (0
artery/aort induration 1 (14) 0 (0 ¢ (0 ¢ 0
forestamach ulcer 0 (0 0 (0 1 (13) 3 (8
thick 1 (14 0 (0 0o (0 0 (0
gt stamach red patch/zone 0 (0 0 (0 0 (0 1 (3
red zone 0 (0 0 (0 0 (0 1 (3
ulcer 1 (14 00 1 (13 I {3
thick 3 (43) 00 2 (28 g (29
fluidsblack 0 (0 2 (50) 0 (0 0 (0
large intes fluidired o (0 0 (0 0 {0 1 (3
Liver enlarged 0 (0 0 (0 0 (0 2 ( 8)
white zane 0 (0 0 (0 0 (0 1 (3
red zone 0 (0 0 (0 0 (0 1 (3
nodute 0 (0 0 ( 0 1 (13) 11 (29
ulcer 0 (0 0 (0 0 (0 1 (39
herniation 2 (29 1 (28 1 (13) 2 ( b)
pancreas nadule 0o (0 0 (0 (U Q)] 6 (18)
kidney black 0 (0 00 0 (0 1 (3
(HPTO80)

BAIS 2



STUDY NO.  : 0065 GROSS FINDINGS (SUMMARY)
ANIMAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX + MALE PAGE: 3
Group Name Controt 40 ppm 200 ppm 1000  ppm
Organ Findings NO. of Animals 7 (%) 4 (%) 8 (%) 38 (%)
kidney oyst 0 (0 0 (0 0 (0 1 (3
granular 1 (14 1 (25 1 (13 3 (8
urin bladd rupture 1 (14) 0 (0 0 (0 0 (0
urine:marked retention 0 (0 0 (0 0 (0 1 (3
fluidired o (0 o (0 0 (0 2 (B
pituitary enlarged 1 (14) 1 (25 3 (38 0 (0
red patch/zone 0 (. 0) 0 (0 0 (0 2 (5
colored patch/zone 0 (0 0 (0 0 (0 1 (3
red zone 0o (0 1 {25 1 (13 1 (3
nodule 1 (14 1 (25) o (0 4 (11
thyroid enlarged 0 (0 0 (0 0 (0 2 (5)
white zone 0 (0 0 (0 0 (0 1 (3
parathyroid entarged 0 (0 0 (0 0 (0 2 ( 5)
adrenal enlarged 0 (0 0 (0 1 (1) 2 (9
testis atrophic 1 (14 1 (28 o (0 2 ( 5)
red patch/zane 0 (0 0 (0 0 (€0 1 (3
nodule 5 (71) 3 (75 3 (38 28 (74)
epididymis nodule 0 (0 0 (0 0 (0 1 (3
semin ves nodute 0 (0 0 (0 0 (0 2 (9
prep/cli gl nodute 0 (0 0 (0 0 (0 1 (3
brain hemorrhage 1 (19 0 (0 0 (0 0o
nodule 0 (0 0 (0 1 (13) 0 (0
(HPT080)

BAIS2



STUDY NO.  : 0065 GROSS FINDINGS (SUMMARY)
ANIMAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX ¢ MALE PAGE ¢ 4
Group Name Controt 40  ppm 200 ppm 1000 ppm
Organ Findings NO. of Animals 7 (%) 4 (%) 8 (%) 38 (%)
spinal cord hemorrhage 1 (14 0 (0 0 (0 0 (0
eye red 1 (14 0 (0 0 (0 0 (0
Zymbal sl naodule 0 {0 1 (25) 1 (18 0 ( 0)
bone nodule 0w 0o 0 (0 1 (3
soft 0 (0 o (0 0 (0 2 (5
peri toneum nodute 0 (0 0 (0 0 (0 10 ( 26)
granular ¢ (0 00 0 (0 1 ( 3)
thick 0 (0 0 (0 0 (0 1 (3
retroperit nodute 0 (0 0 (0 0 (0 1 (3
abdaminal ¢ hemorrhage 1 (14) 6 (0 1 (13) 20 (53)
nodule 0 {0 0 (0 0 (0 1 (3
mass 0 (0 0 (0 0o (0 13 ( 30)
nadutar 00 0 (0 0 (0 1 (3
ascites 1 (14) 0 (0 0 (0 5 (13)
adipose nodute 0 (0 00 2 (25) 1 (3
thoracic ca  hemorrhage 0 (0 00 0 (0 6 (16)
pleural fluid 1 (14) 0 (0 0 (0 7 (18)
other ear:nodute 0 (0 0 (0 1 (18 ¢ (0
whole body anemic 0 (0 0 (0 1 (13 0 (0
jaundice 0 (0 00 0 (0 1 (3
(HPT080)

BAIS2



APPENDIX K 2

GROSS FINDINGS (TWO—-YEAR STUDIES:SUMMARY)

RAT: FEMALE :DEAD AND MORIBUND ANIMALS



STUDY NO.  : 0065 GROSS FINDINGS (SUMMARY)

ANTHAL : RAT F344 DEAD AND MORIBUND ANIMALS (0-104W)

REPORT TYPE : Al

SEX : FEMALE PAGE : &

Group Name Control 40 ppm 200 ppm 1000 ppm

Organ______ Findings ¥O. of Animals 14 (%) 9 (%) 12 (%) 22 (%)

subcutis jaundice 3 (21) 0 (0 0 {0 2 (9
nodute 0 (0 0 (0 0 (0 1 (5
mass 2 (14) 0 (0 4 (33 1 {9

lung dark 1 {7 0 (0 0 (0 0 (0
red 1 (D 2 (22 4 (33) 8 (36)
red patch/zane 0 (0 0 (0 2 (17) 0 (0
white zane 1 (7D 0 (0 0 0 0 (0
red zane 2 (14 0 (0 1 (8 1 (9
vellow zone 1 (D 00 0 (0 0 (0
edema 0 (0 0 (0 1 (8 0 (0
nodute 1 (D 0 (0 0 (0 2 (9

Lymph nade enlarged 3 (21) 0 (0 2 (17 00
red 1 (D 1o(1) 2 (17 4 (18)

spleen enlarged 6 (43) 1 (1) 6 (50) 11 { 50)
atrophic 0o (0 1 (1D 0 (0 0 (0
twrbid 1 (D 00 1 (8 2 (9
white zone 0 (0 0 (0 0 (0 1 (9
nodute 1 (D 0 (0 1 (8 9 (4D
deformed 0 (0 0 (0 3 (25) 6 (27
raugh 00 00 1 (8 00
granular 00 0 (0 3 (28) 12 (55)

heart white zone 0 (0 0 (0 0 (0 1 {9

(HPT080)

BAIS2



STUDY NO.  : 0065 GROSS FINDINGS (SUMMARY)

ANIHAL : RAT F344 DEAD AND MORIBUND ANIMALS (0-104W)

REPORT TYPE : Al

SEX : FEMALE PAGE : 6

Group Name Contral 40 ppm 200 ppn 1000 pen

Organ Findings NO. of Animals 14 (%) 9 (%) 12 (%) 22 (%)

heart di lated 0 (0 0 (0 1 (8 0 ({0
fluidired 0 (0 0 (0 0 (0 1 (5

forestomach vellow 0 (0 0 (0 0 (0 1 (9
red patch/zone 0 (0 1 {11) o (0 0 (0
nodule 0 (0 1 (1) 0 (0 0 (0
rupture 1 (7 0 (0 )] 0 (0
ulcer 4 (29) 2 (22 1 (8 4 (18)
thick 2 (14) 0 (0 0 (0 0 (0

gl stomach red patch/zone 1 (D o (0 0 (0 0 (0
black patch/zone 1 (D 0 (0 1 (8 2 (9
nodute 00 0 (0 0 (0 1 ( 5)
ulcer 6 (43) 1 (1 2 (17 2 (9
erosion 0 (0 0 (0 1 (8 0 (0
thick 3 (21 0 C0 1 (8 1 ( 8)
fluidiblack 2 (19 2 (22 0 ({0 2 {9

Liver entarged 0 (0 0 (0 0 (0 1 (9
pale 3 (21 0 (0 0 (0 00
white zone 0 (0 0 (0 1 (8 1 (9
red zone 00 0 (0 00 1 (8
yellow zone 0 (0 0 (0 1 (8 0 (0
radule 1 (D ¢ (0 0 (0 7 (32)
granular 3 (a2n 0 (0 0 (0 0 (0

(HPTO80)

BAIS 2



STUDY NO. @ 0065 GROSS FINDINGS (SUMMARY)
ANIMAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE : 7
Group Name Control 40 pem 200 pem 1000 ppm
Organ Findings NO. of Animals 14 (%) 8 (% 12 (%) 22 (%)
Liver achesion 0 (0 0 (0 0 (0 1 (9
herniation 3 (2D 2 (22) 1 (8 00
pancreas nodule 0 (0 0 (o 0 (0 3 (14)
kidney dark 0 (0 0 (0 0 (0 1 ( 5)
red 0 (0 0 (0 0 (0 1 (8
black O] 0 (0 0 (0 3 (14)
nodule 0 (0 0 (0 ¢ (0 1 (%)
granular () 0 (0 0 (0 1 (5
urin bladd fluidired (0] 0 (0 ()] 1 (8
pituitary enlarged 3 (21 4 (44) 3 (28) 3 (14)
red patch/zons 0 (0 0 (0 1 (8 0 (0
red zane 1 (7N 0 (0 1 (8 o (0
brown zone 1 (D 0 (o 0 (0 00
nodule 2 (14) 0 (0 2 (17 2 (9
adrenal enlarged 0 (0 0 (0 0 (0 1 (9
ouary fluidiyellow 0 (0 0 (0 1 (8 0 (0
uterus nadule 1 (7D 2 (22) 1 (8 2 (9
mass 0 (0 0 (0 o (0 1 { 5)
vagina nodute 1 (D ¢ €0 00 0 (0
mass 0 (0 1 (1 0 (0 00
fluidsuhite 00 1 (1) 00 0 o0
fluidigreen 0 (0 ¢ 0 0 (0 1 (8
(HPT080)

BAIS2



STUDY NO.  : 0065 GROSS FINDINGS (SUMMARY)
ANTMAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX + FEMALE PAGE ¢ 8
Group Name Controt 40 ppm 200 ppm 1000 ppm
Organ Findings NO. of Animals 14 (%) 8 (%) 12 (%) 22 (%)
spinal cord hemarrhage 0 (0 0 (0 1 (8 0 0
oye white o (0 o (0 o (0 1 5)
red 1 (7 (1) ¢ (0 0 0)
Harder gt red patch/zone 0 (0 0 (0 0 (0 2 9)
black patch/zane o (0 0 (0 0 (0 5 (23
Zymbal gl nodule ¢ (0 1 (1) 0 (0 1 5)
muscle nodule 1 (D (RG] 0 (0 0 0)
bore induration 1 (D 0 (0 0 (0 0 0)
vertebra nodule 0 (0 0o (0 o0 (0 1 5)
pleura nodule 0 (0 0 (0 0 (0 1 5)
mediastinum nadute 0 (0 0 (0 0 (0 1 5)
mass 0 (0 Q) 0 (0 1 5)
per i toneum nodute 0 (0 0 0 0 0 7 (32)
abdominal ¢ hemarrhage 0 (0 0 (0 3 (25) 10 ( 45)
nodule 0 (0 0 (0 0 (0 2 9
mass 1 (D 0 (0 1 (8 4 (18)
ascites 0 (0 0 (0 () 3 (14
adipose nadute 0 (0 o (0 1 {8 0 0)
tharacic ca hemorrhage 1 (7 0 (0 0o (0 5 (23
pleural fluid 3 (21 0 (0 2 (17 2 9)
other mass 0o (0 1 (1) 0 ( 0 0 0)
thick 1 (7D 0 (0 0 (0 0 0)
(HPT080)

BAIS 2



STUDY NO. ¢ 0065 GROSS FINDINGS (SUMMARY)

ANINAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0-104W)

REPORT TYPE : Al

SEX © FEMALE PAGE ¢ 8

Group Name Control 40 ppm 200 ppm 1000 ppm

Organ Findings NO. of Animals 14 (%) g (%) 12 (%) 22 (%)

whole bady dark )] 0 (0 ¢ (0 1 (85
broun o (0 0 (0 0 (0 1 ( 8
wasting 0 (0 0 (0 1 (8 0 (0

(HPT080) BAIS2



APPENDIX K 3

GROSS FINDINGS (TWO—-YEAR STUDIES:SUMMARY)

RAT:MALE:SACRIFICED ANIMALS



STUDY NO. @ Q065 GROSS FINDINGS (SUMMARY)
ANINMAL ¢ RAT 344 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX ¢ MALE PAGE ¢ 1
Group Name Cantrol 40 opm 200 ppm 1000 ppm
Organ Findings, NO. of Animals 43 (%) 46 (%) 42 (%) 12 (%)
skin/app nodule 1 (2 1 (2 0 (0 0 (0
subeutis mass 7 (16) 10 (22) 7 (17) 1 (8
lung red patch/zone 1 (2 0 (0 1 (2 ¢ (0
white zone 0 (0 0 (0 1 (2 0 (0
congestion 1 (2 0 (0 0 (0 0 (0
nodute 6 (14) 3 (M 3 (M 0 (0
tymeh nade entarged 1 (2 1 (2 3 (7D 2 (17)
spleen enlarged 8 (19} 7 (18) 27 ( 64) 4 (33)
atrophic 0 (0 0 (0 2 (5 0 (0
turbid ¢ (0 0 (0 20 ( 48) 0 (0
broun 2 (9 1 (2 2 (9 0 (0
white zane 0 (0 00 2 (9 0 (0
brown zone 0 (0 0 (0 4 (10) 0 (0
infarct G 00 6 (14) 0 (0
nodute 0 (0 0 (0 7 (1D 12 (100)
oyst 0 (0 0 (0 21 (50) 1 (8
deformed . 1 (2 0 (0 5 (12) 2 (11
raugh 0 ( 0 o (0 3% (83 2 (1
oral cavity nodute ¢ (0 0 (0 1 (2 0 (0
tongue tongue:nadute 1 (2 00 0 (0 0 (0
forestomach ulcer 0o (0 1 (2 0 (0 0 (0
gl stomach red zone 1 (2 o 0 0 (0 0 (0
(HPT080)

BAIS2



e

STUDY NO. & 0065 GROSS FINDINGS (SUMMARY)
ANINAL ¢ RAT [344 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX ¢ MALE PAGE : 2
Group Name Control 40 ppm 200 ppm 1000 ppm
Organ____ Findings NO. of Animals 43 (%) 46 (%) 42 (%) 12 (%)
gl stomach nodute 1 (2 1 {2 0 0) 0 (0
ulcer 1 (2 1 (2 1 2) 0 (0
small intes adhesion 0 (0 0 (0 0 0) 1 (8
Liver enlarged 1 (2 0 0 0 C0 1 (8
yellow 1 (2 L (2 0 (0 0 (0
red zane 0 (0 0 (0 0 0) 1 (8
nodule 2 ( 5) 8 (13) 2 5) 1 (8
cyst 0 (0 1 (2 0 0) 0 (0
rough 3 (7 0 (0 2 5) 0 (0
herniation 3 (7 3 (D 1 2) 0 (0
pancreas noduls 2 ( 5) 5 (11) 5 12) 6 (50)
kidney enlarged 0 (0 1 (2 0 0) 0 (0
broun 0 (0 1 (2 0 0) 0 (0
black 2 (9 0 (0 0 (0 0 (0
granular 16 (37) 28 ( 61) 31 74) 4 (33)
pituitary enlarged 9 (21 5 (11) [ 14) 1 (8
red patch/zane 3 (7 1 (2 1 2) 0 (0
red zane 2 ( 5) 0 (0 2 5) 1 (8
nodule 6 (14) 5 (11) 9 (21 1 (8
thyroid enlarged 0 (0 3 (M 3 7) 2 (17
red patch/zone 0 (0 1 (2 0 0) 0 ( 0)
black patch/zone 0 (0 1 (2 1 2) 1 (8
(HPT080)

BAIS2



STUDY NO. & 0065 GROSS FINDINGS (SUMMARY)
ANIMAL ¢+ RAT F344 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX ¢ MALE PAGE : 3
Group Name Controt 40 ppm 200 ppm 1000 ppm
Organ Findings NO. of Animals 43 (%) 46 (%) 42 (%) 12 (%)
thyroid nodute 1 2} 0 (0 2 ( 5) 0 (0
adrenal enlarged 2 5) 4 (9 1 {2 2 (17
nodule 0 (0 0 (0 0 (0 2 (17
testis entarged 2 5) 3 (7 3 (7D 0 (0
atrophic 10 23) g (20 12 (29 3 (25
brown 0 0) 0 (0 1 (2 0 (0
nadule 37 86) 45 { 98) 40 ( 95) 11 ( 92)
cyst 2 {8 1 (2 0 (0 1 (8
prep/cli gl nodule 3 7 5 (11) 2 (5 0 (0
ey turbid 1 2) 00 Q) 2 (17
white 0 (0 00 1 {2 0 (0
white zone 0 0) 1 (2 0 (0 0 (0
Harder st red patch/zane 0 0) 0 (0 0 (0 1 (8
nodute 00 1 (2 0 (0 0 0
Zymbat gl nodule 1 2) 1 (2 00 0 (0
bone nodule 1 2) 00 0 (0 0o
pleura nodule 0 0) 0 (0 0 (0 1 {8
mediastinum nodule 0 0) 0 (0 0 (0 2 (1D
peritoneun rodule 3 (D 0 (0 0 (0 3 (25
abdominal ¢ ascites 2 5) o (0 0 (0 1 (8
adipose nadute 4 9) 8 (17) 4 (10) 1 (8
thoracic ca pleural fluid 1 2) 0o (0 0 (0 0 (0
(HPTO080)

BAIS2



STUDY NO.  : 0065 GROSS FINDINGS (SUMMARY)

ANIMAL © RAT F344 SACRIFICED ANIMALS (104W)

REPORT TYPE : Al

SEX + MALE PAGE ¢+ 4

Group Name Control 40 ppm 200 ppm 1000 ppm

Organ Findings NO. of Animals 43 (%) 46 (%) 42 (%) 12 (%)

ather nodule 0 (0 1 (2 0 (0 (G
tail:nadule 1 (2 1 (2 0 (0 1 (8

whale body dark 0 (0 0 (0 0 (0 10 ( 83)
colared 6 (0 0 (0 0 (0 2 (17
anemic 0 (0 1 (2 1 (2 0 (0

(HPT080)

BAIS 2



APPENDIX K 4

GROSS FINDINGS (TWO—-YEAR STUDIES:SUMMARY)

RAT: FEMALE:SACRIFICED ANIMALS



STUDY NO.  + 0065 GROSS FINDINGS (SUNMMARY)
ANINAL ¢ RAT F344 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE : &
Group Name Control 40 ppm 200 ppm 1000 ppm
Organ Findings NO. of Animals 36 (%) 41 (%) 38 (%) 28 (%)
suboutis jaundice 0 (0 00 0 (0 1 (4
mass 13 (36) 7 {17 10 ( 26) 8 (32
oyst 0 (0 00 1 (3 0 (0
lung black patch/zene ¢ (0 0 (0 1 (3 00
white zone 0 (0 1 (2 0o (0 o (0
red zone (O] 0 (0 1 (3 0 (0
rodute 1 (3 1 (2 1 (393 0 (0
Lymph node entarged (0] 0 (0 2 (5 2 (D
spleen entarged 4 (11 2 (5 36 (95) 21 ( 75)
turbid 0 (0 0 (0 2 (68) 14 (50
broun 0 (0 0 C0 3 (9 1 (9
white zane 0 (0 0 (0 1 (3 2 (7N
brown zone 00 0 (0 1 (3 0 (0
infarct 0 (0 0 (0 3 (8 4 (14
nadule 0 (0 0 ( 0) 2 (5 18 (68)
cyst 0 (0 0 (0 13 (34 6 (21)
deformed 00 1 (2 3 (8 9 (32
rough ()] 0 (0 36 (89) 22 (79)
heart white zone 0 (0 00 0 (0 1 (4
oral cavity nodute 1 (3 0 (0 0 (0 0 (0
salivary gl nadule 0 (0 1 (2 0 (0 0 (0
forestomach  ulcer 0 (0 0o 1 (3 1 (4
(HPTO080)

BAIS2



STUDY NO. & 0065 GROSS FINDINGS (SUHMARY)

ANTHAL : RAT F344 SACRIFICED ANIMALS (104W)

REPORT TYPE : Al

SEX : FEMALE PAGE : 6

Group Name Control 40 e 200 ppm 1000 pem

Organ_____ Findings ¥0. of Animals 36 (%) 4 (%) 38 (%) 28 (%)

sl stomach ulesr 0 (0 0 (0 ) 1 (4
ercsion 0 (0 0 (W 1 (3 0 (0

rectum nodule 1 (3 0 (0 0 (0 1 (®

Liver dark 0 (0 0 (0 1 (3 1 (4
vellow 0 (0 0 (0 1 (3 0 (0
brown ¢ (0 0 (0 1 (3 2 (N
black 0 (0 0 (0 00 2 (7
red zone 1 (3 1 (2 1 (3 0o (0
nodule 0 (0 1 (2 1 (3 3 (1)
oyst 0 C0 0 (0 0 (0 1 (4
roush 5 (14) 0 (0 1 (39 00
granutar 0 (0 0 (0 1 (3 0 (0
herniation 2 (8 2 (9 5 (13) 1 (4

pancreas red 0 (0 0 (0 1 (3 0 (0
black 0 (0 0 (0 0 (0 1 ()
nacule 2 (8 1 (2 5 (13) 22 (79)
mass 00 0 (0 1 (3 0 (0

kidney dark 0 (0 0 (0 1 (3 00
black 0 (0 0w 1 (39 4 (18
granular 3 (8 8 (22 2 ( 5) 1 (4

pituitary enlarged 8 (28) 1 (20 4 (1) 3 (1D
red 1 (3 1 (2 0 (0 0 (0

(HPTO80)

BAIS2



STUDY NO.  : 0065 GROSS FINDINGS (SUMMARY)
ANTMAL ¢ RAT F344 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX + FEMALE PAGE ¢ 7
Group Name Caontrot 40 ppm 200 ppm 1000 ppm
Organ Findings ¥0. of Animals 36 (%) 41 (%) 38 (%) 28 (%)
pituitary red patch/zone 2 6) 3 7 5 (13) 1 4)
white zone 1 3) 0 0) 0 (0 0 0)
red zone 0 0) 0 0) 1 (3 2 7
nodule 11 31) 12 (29) 12 (32) 6 (21
cyst 0 0) 0 0) 1 (3 0 0)
thyroid enlarged 1 3) 1 2) 0 (0 0 0)
red patch/zone 0 0) 0 0) 1 (3 0 0)
black patch/zone 0 0) 0 0) 1 (3 0 0)
nodule 1 3) 1 2) 0 (0 0 0)
adrenal enlarged 0 0) 1 2) 1 (3 3 (11
broun 0 0) 1 2) 0 (0 0 0)
ouary enlarged 1 3) 0 0) 0 (0 0 0)
nadute 0 0 0 0) 0 (0 1 4)
cyst 1 3) 1. ( 2) 1 ( 3) 2 7)
uterus atrophic 1 3) 0 0) 0 (0 0 0)
rodule 8 22) 6 15) 1 (3 6 21)
prep/cli ot nadule 3 8) 1 2) 4 (11) 1 4)
oye uhite 1 3) 0 0) 0 (0 0 0)
Rarder gl red patch/zone 0 0) 0 0) ¢ (0 18 ( 64)
Zymbal gl nodute 0 0) 0 0) 1 (3 0 0)
mediastinum nodule 0 0) 0 0) 0 (0 1 4)
per i toneum nodule 0 0) 0 0) 0 (0 2 7)
(HPT080)

BAIS2



STUDY NO.  : 0085 GROSS FINDINGS (SUMMARY)

ANIMAL ¢ RAT F344 SACRIFICED ANIMALS (104W)

REPORT TYPE : Al

SEX © FEMALE PAGE : 8

Group Name Control 40 ppm 200 ppm 1000 ppm

Organ Findings NO. of Animals 36 (%) 41 (%) 38 (%) 28 (%)

retroperit naodule 1 (3 0 (0 0 (0 0 (0

abdominal ¢ hemarrhage 0 (0 0 (0 1 (93 0 (0
ascites () 0 (0 0 (0 1 (4

adipase nadule 1 (3 0 (0 1 (3 1 (4

thoracic ca hemorrhage 0 (0 ) 1 (3 1 (4
pleural fluid 0 (0 0 (0 0 (0 2 (7

ather nodule ‘ 1 (93 1 (2 o (0 ¢ (0
tailinadule 0 (0 0 (0 1 (9 0 (0
ear:nodule 00 1 (2 0 (0 2 (D

whole body calored 0 (0 0 (0 1 (3 24 ( 86)
wasting 1 (3 0 (0 1 (3 1 (48

(HPT080)

BAIS2



APPENDIX K 5

GROSS FINDINGS (TWO—-YEAR STUDIES:SUMMARY)

MOUSE:MALE:DEAD AND MORIBUND ANIMALS




STUDY NO.  : 0066 GROSS FINDINGS (SUMMARY)
ANINAL ¢ MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX + MALE PAGE ¢ 1
Group Name Control 125 pem 500  ppm 2000 ppm
Organ, Findings ¥0. of Animals 3 (%) 1 (%) 8 (%) 12 (%)
subcutis odema 0 (0 0 (0 1 (13) 1 (8
lung red 1 (33 0 (0 2 (25) 1 (8
red patch/zone ¢ (0 0 (0 1 (13) 0 (0
red zone 0 (0 0 (0 1 (13 1 (8
congestion 0 (0 00 0 (0 1 (8
edema 0 (0 o (0 0 (0 2 (17
adhesion 0 (0 0 (0 0 (0 1 (8
lymph nade enlarged 1 (33 0 (0 0 (0 3 (29
spleen enlarged 1 (33 0 (0 0 (0 3 (25)
atrophic 0 (0 1 (100) 0 (0 0 (0
nodute 2 (87 0 (0 0 (0 1 (8
heart white zone )] 0 (0 1 (13) 1 (8
di lated 0 (0 0 (0 0 (0 1 (8
forestomach  ulcer 0 (0 1 (100) 2 (25) 0 (0
gl stomach red 0 (0 0 (0 1 (13) 0 (0
fluidsblack 0 (0 ¢ 0 1(13) 0 (0
stomach fluid:red 0 (0 0 0 1 (13 0 (0
duoderum red 0 (0 0 (0 1 (13) 0 (0
Jejurum fluidired 0 (0 0 (0 1 (13) ()]
small intes  fluidiblack 1 (83) 0o 0 (0 0o (o
colon nodule 0 (0 )] 0 (0 1 (8
Liver enlarged 0 (0 0 (0 0 (o 2 (11
(HPT080)

BAIS2



STUDY NO.  : 0066 GROSS FINDINGS (SUMMARY)

ANIMAL + MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX © MALE PAGE : 2
Graup Name Control 125  pom 500  pem 2000  ppm
Organ___ Findings, NO. of Animals 3 (%) 1 (%) 8 (%) 12 (%)
Liver red 00 1 (100 00 0 (0
white zone ()] 0 0 1 (13 1 (8
green zane 1 (33) 0 (0 1 (13) 0 (0
‘black zone () 0 (0 0 (0 1 (8
nodule 1 (3% 0 (0 3 (38) 4 (33
kidney pale 0 0 0 (0 1 (13) 1 (8
hydronephrosis 1 (33) 0 (0 0 (0 0 (0
urin bladd urine:marked retention 0 (0 0 (0 0 (0 2 (171
thyroid enlarged 0 (0 0 0 1 (13) 0 (0
epididymis nadule o (0 0 (0 1 (13) 0 (0
brain hemorrhage 0 ( 0 0 (0 1 (13) 0 (0
peri toneum nadule 0 (0 0 (0 0 (0 1 (8
abdominal ¢ hemarrhage 2 (87 0 (0 0 (0 1 (8
mass 0 (0 6 (0 0 (0 1 (8
ascites 0 (0 ()] 1 (18) 1 (8
adipose nodule 0 (0 0 (0 1 (13) 1 (8
thoracic ca mass 0 (0 0 (0 1 (13) 0 (0
pleural fluid ()] 0 (0 1 (1% 2 (17
ather nodute 0 (0 0 (0 1 (18 0 (0
whole body wasting 0 (0 0 (0 1 (13 0 (0
(HPT080)

BAISZ



APPENDIX K 6

GROSS FINDINGS (TWO—-YEAR STUDIES:SUMMARY)

MOUSE:FEMALE:DEAD AND MORIBUND ANIMALS



STUDY NO. : 0086 GROSS FINDINGS (SUMMARY)

ANTHAL + MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-104W)

REPORT TYPE : Al

SEX + FEMALE PAGE : 3

. Group Name Control 125  ppm 500  ppm 2000 ppm

Organ____ Findings NO. of Animals 18 (%) 15 (%) 15 (%) 21 (%)

subeutis red zone 1 ( 6) 0 (0 0 (0 0 0
sdema 8 (33) 2 (13) 3 (20 1 (5
mass 0 (0 00 1 (7 0 (0

lung uhite U GR)] 0 (o 0 (o0 1 (95
red 5 (28) 2 (13) 2 (13 3 (14
white patch/zone 0 (0 1 (7 1 (7 0 (0
white zone 0 (0 1 (7 0 (0 2 (10
red zone 1 (8 107 4 (27 1 (5
edema 2 (11) 2 (13) 0 (0 7 (33
nadule 3 (17 2 (13 0 (0 1 { 5)
atslectasis o (0 ¢ (0 0 (0 1 (5

Lymeh node enlarged 6 (33 4 (21 6 (40) 3 (14)
red 0 (0 1 (N 1 {7 )|

thymus atrophic 1 (8 0 (0 0 (0 1 (8

spleen enlarged 4 (22) 4 (27 8 (53 7 (3%
pale 1 (8 0 (0 0 (0 0 (0
black 0 (0 o (0 0 (0 1 (8
uhite patch/zone 0 (0 0 (0 1 (D 0w
white zone 1 ( 6) 0 C0 1 (D ¢ o0
black zone 1 (8 0 (0 0 C0 0 (0
rodule o (0 0 (0 2 (13) 4 (19

heart white zane 0 (0 0 (0 00 1 (9

(HPT080)

BAIS2



STUDY NO.  : 0066 GROSS FINDINGS (SUXMARY)

ANTHAL : MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-104W)

REPORT TYPE : Al

SEX : FEMALE PAGE : 4

Graup Name Control 125 pem 500 ppm 2000 ppm

Organ Findings ¥0. of Animals 18 (%) 15 (%) 15 (%) 21 (%)

heart cyst 0 (0 0 (0 0 (0 1 ( 85)
di lated 0 (0 Q)] 0 (0 3 (14)

forestomach  ulcer 1 (8 06 (0 0 (0 0 (0
thick 1 (8 0 (0 0 (0 0 (0

sl stomach red patch/zone 1 (8 0 (0 0 (0 0 C0
red zone 0 (0 0 (0 1 (7 0 (0
hemorrhage 00 00 0 (0 1 (8
thick 1 (8 2 (13 0 (0 1 (B
fluidtblack 2 (11 1 {7 1 (7 0 (0

Liver entarged 4 (22) 3 (20 2 (13 3 (14)
pale 0 (0 1 (7D 1 (7 0 (0
dark 0 (W 0 (0 0 (0 2 (10
brown 0 (0 0 (0 0 (O 2 (10)
red patch/zone 0 (0 0 0 0 (0 1 (5
black patch/zone 0 (0 1 (7D )] 0 (0
uhite zone 3 (1M 4 (2n) 3 (20) 2 (10)
red zone 0 (0 1 (D 1 (7 0 0
black zone o {0 0 (0 1 (7 0 (0
nodule 2 (11 1 (D 5 (33 3 (14
raugh 1 { 8) 0 (0 0 (0 )
granutar 0 (0 0 (0 1 (7 o (0
adhesion 0 (0 1 (7 1 (7D 00

(HPT080)

BAIS2



STUDY NO. @ 0068 GROSS FINDINGS (SUMMARY)
ANIMAL + HOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE:* 5
Group Name Control 125 ppm 500  pem 2000  ppm
Organ____ Findings NO. of Animals 18 (%) 15 (%) 15 (%) 21 (%)
gall bladd di lated 0 0 107 0 (0 0 (0
pancreas nadule 0 (0 1 (7 0 (0 0 (0
rodutar 0 (0 1 (7D 0 €0 0 (0
kidney enlarged 1 (8 0 (0 0 (0 6 0
pale 00 0 (0 2 (13) 1 (9
white 0 (0 1 (7 0 (0 0 C0
vellow zone 1 {8 ¢ (0 0 (0 0 (0
nodule 0 (0 0 (0 1 (D 0 (0
hydronephrosis 1 (6 1 1 (D o (0
ureter di lated 0 (0 1 (D 00 00
pituitary nadule 00 0o 1 (7 0 (0
avary enlarged 00 2 (13) 4 (27 1 ( 8)
nodule 0 (D 0 (0 1 (D 0 (0
oyst 1 (8 1 (7 1 (7 ¢ o0
fluid: transparent 3 (1 0 (0 0 o0 1 (8
uterus enlarged 0 (0 ) 0 (0 1 (5
nodule 3 (17 5 (33 6 (40) 2 (10
ditated 0 (0 0 (0 0 (0 1 (5
brain red patch/zane 1 (8 0 (0 0 (0 0 (0
Harder gl nadule 0 (0 1 (D 000 000
mediastinm  nodule 0 (0 0 (0 0 (0 1 (8
mass 0 (0 0 (0 0 (0 1 (5
(tPT080)

BAIS2



STUDY NO. : 0066 GROSS FINDINGS (SUMMARY)

ANTHAL ¢ MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-104W)

REPORT TYPE : Al

SEX + FEMALE PAGE: &

Group Name Control 125 pem 500  ppm 2000  ppm

Organ Findings NO. of Animals 18 (%) 15 (%) 15 (%) 21 (%)

peritoneum red patch/zone o (0 0 (0 1 (7 o (0

abdominal ¢ hemorrhage 1 (6 4 (27 4 (27 2 (10)
ascites 7 (39) 4 (27) 6 ( 40) 4 (18)

adipase vellow 00 0 (0 1 (D 0 (o
nodule 1 (8 0 0 0 (0 1 (8

thoracic ca hemorrhage 1 (6 0 (0 0 (0 0 (0
pleural fluid 6 (33) 5 (33 5 (33 8 (38)

other hemarrhage 1 { 8 o (0 o 0 0 (0
nodule 1 (8 0o 0 1 (7D 1 ( 8)
lipinadute 0 (0 0 (0 0 (0 1 (8
forelimbnadute () 1 (7D 0 (0 0 (0

whale bady anemic 0 (0 2 (13) 0 (0 0 C o
wasting 1 (8 0 (0 0 (0 2 (10

(PT080)

BAIS2

Il

t



APPENDIX K 7

GROSS FINDINGS (TWO—-YEAR STUDIES:SUMMARY)

MOUSE:MALE:SACRIFICED ANIMALS



STUDY NO. : 0066 GROSS FINDINGS (SUMMARY)
ANTHAL ¢ MOUSE BDI1 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX + MALE PAGE : 1
Group Name Contral 125 pem 500  prm 2000 ppm
Organ____  Findings ¥0. of Animals 47 (%) 48 (%) 42 (%) 38 (%)
skin/app ulcer 1 (2 0 (0 0 (0 0 (0
subcurtis mass 0 (0 )] 0 (0 1 (3
lung white zane 0 (0 1 (2 0 (0 0 (0
red zone 0 (0 1 (2 () 0 (0
yellow zone 00 1 (2 0 (0 0 (0
nodute 2 (& 4 (8 5 (12) 6 (16)
Lymph nade enlarged 2 (4 3 (6 1 (2 4 (1)
spleen enlarged 1 (2 2 (4 0 (0 2 (9
pale 1 (2 0 (0 0 (0 0 (0
dark 0o 0 (0 1 (2 o (0
red 00 1 (2 0 (0 o 0
black zane 2 (4 5 (10) 2 (5 0 (0
nodule 2 ( 4) 0 C o 2 (9 2 (9
forestomach nadule 0 (0 o (0 2 (8 0 (0
utcer 0 (0 0 (0 1 (2 0 (0
gl stomach noduts 0 (0 0 C o 0 (0 1 (3
ulcer 1 (2 0 (0 0 (0 ()
small intes  nodule 1 (2 2 (B 0 (o 00
Liver enlarged 0 (0 ) 0 (0 1 (3
el low 0 (0 0 (0 1 (2 0o
colored 0o 00 00 1 (3
red zone 1 {2 3 (6 1 (2 0 (0
(1iPTO80)

BAIS2



STUDY NO.  : 0066 GROSS FINDINGS (SUKMARY)
ANIHAL : MOUSE BDF1 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX ¢ MALE PAGE : 2
Graup Name Control 125 ppm 500 ppm 2000  ppm
Organ____ Findings NO. of Animals 47 (%) 48 (%) 42 (%) 38 (%)
Liver yellow zane 1 (2 0 (0 3 (7D 1 (3
brroury zone 1 (2 )] 0 (0 1 (3
nodute 8 (17 8 (16) 6 (14 8 (21)
cyst 0o (0 (U )] 1 (2 0 (0
abscess ()] 1 (2 0 (0 ¢ (0
pancreas nodule 1 (2 1 (2 0 (0 0 (0
kidney enlarged 1 (2 0 (0 0 (0 1 (3
brown 00 0 (0 0 (0 1 (3
infarct 0 (0 ¢ (0 0 (o 1 (3
nodule 1 (2 o (0 (G ¢ (0
deformed 0 (0 1 (2 1 (2 3 { 8
hydronephrasis 1 (2 0 (0 1 (2 0 €0
ureter di lated 0 (0 0 (0 1 (2 0 (0
urin bladd nadule 0 (0 1 (2 1 (2 0 (0
urine:turbid 0 (0 1 (2 () 0 (0
pituitary nadute 0 (0 0 (0 1 (2 00
testis enlarged 00 0 (0 1 (2 1 (3
nadule 0 (0 0 (0 0 (0 1 (3
epididymis  enlarged 0 (0 0 (0 0 (0 1 (3
brown zone 1 (2 0 (0 0 (0 00
hemarrhage 0 (0 0 (0 0 (0 1 (3
prep/cli gl rnodule 1 (2 1 (2 1 (2 1 (3
(HPTO80)

BAIS2



STUDY NO. ¢ 0066 GROSS FINDINGS (SUMMARY)
ANTHAL : MOUSE BDF1 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX + MALE PAGE ¢ 3
Group Name Control 125 ppm 500 ppm 2000 ppm
Organ, Findings NO. of Animals 47 (%) 49 (%) 42 (%) 38 (%)
brain nadute 0 (0 0 (0 1 (2 0 0
Harder gl nodule 2 (4 1 {2 1 {2 2 (8
Zymbat gl mass 0 (0 1 (2 0 (0 0 (0
muscle nodule 0w 1 (2 0 (0 00
per i toneum nadule 1 (2 0 (0 0 (0 0 (0
abdominal ¢ hemarrhage 0 (0 1 (2 0 (0 0 (0
mesenterium hemarrhage 4 (9 2 (0 3 (D 0 (0
adipose nadule 4 (9 2 (4 0 (0 3 (8
uhale body broun 0 (o 0 (0 0 (o0 1 (3
colored o (0 0 (0 0 (0 36 (9)
wasting 0 (0 0 (0 ¢ (0 1 (3
(HPT080)

BAIS2



APPENDIX K 8

GROSS FINDINGS (TWO—-YEAR STUDIES:SUMMARY)

MOUSE: FEMALE: SACRIFICED ANIMALS




STUDY NO. & 0066 GROSS FINDINGS (SUMMARY)
ANTMAL : MOUSE BDF1 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE : 4
Group Name Control 125  pem 500  ppm 2000 ppm
Organ______ Findings NO. of Animals 32 (%) 35 (%) 35 (%) 28 (%)
subcutis nodule 00 1 3) o (0 0 (0
mass 1 (3 1 3) 2 (8 2 (D
nasal cavit nodute 0 (0 0 0) 0 (0 1 (3
lung red 2 (86 1 3) 0 (0 0 (0
white zone 1 (3 1 3) 0 (0 0 (0
vellow zone 0 (0 1 3) 1 (3 1 (3
nodule 4 (13) 2 6) 5 (14) 6 (21)
Lymph nade enlarged 4 (13) 6 (17) 3 (9 8 (28)
spleen enlarged 2 (8 10 (29) 5 (14) 8 (28
dark 00 0o (3 0 (0
black 0 0 0 0) 1 (3 0 (0
black zone 1 (3 0 0) 0 ( 0 0 (0
nodule 1 ( 3) 1 3) 3 (9 5 (17)
scarred 0 0 0 0) o (0 1 (3
salivary gl enlarged 0 (0 0 0) 0 (0 1 (3
nodule 0 (0 1 3) 0 (0 6 (0
forestomach ~ nodule 0 (0 1 3) 1 (3 2 (7D
ileum nadule 0 (0 0 0) 1 (3 0 (O
small intes nodule 0 (0 0 0) 0 ( 0) 1 (%8
fluid:black I (3 o (0 00 00
large intes fluid:black 1 (3 0 0) ¢ (0 0o (0
Liver enlarged 1 (3 2 6) 1 (3 1 (3
(HPTO80)

BAIS2



STUDY NO.
ANIHAL

+ 0066
: MOUSE BDF1
REPORT TYPE :

GROSS FINDINGS (SUMMARY)
SACRIFICED ANIMALS (104W)

SEX + FEMALE PAGE ¢ 6
Group Name Contrat 125 pem 500 pom 2000 ppm
Organ____  Findings 0. of Animals 32 (%) 3B (%) 35 (%) 29 (%)
Liver pale 0 (0 1 (3 1 (3 0 0
white patch/zane 00 1 (3 0 (0 0 0)
white zane 0 (0 1 (3 0] 0 0
red zone 6 (19 7 (20) 4 (11) 0 0)
yellow zane 0 (0 1 {3 ¢ (0 0 0)
hemorrhage 0 (0 1 (3 0 (0 0 0)
nodule 7 (22) 8 (23) 3 (9 11 38)
oyst 0 (0 00 1 (3 0 0)
ulcer o (0 Q)] 1 (3 0 0)
abscess (U Q1)) 1 (3 0 (0 0 0)
pancreas nodule 2 (6 1 (3 0 (0 1 3)
kidney enlarged 2 (8 0 (0 2 (8 0 0)
pale 00 1 (3 0 (o 0 (0
broun 0 (0 1 (3 0 (0 0 0
red zone 0 (0 1 (3 0 (0 0 0)
nodute 0 (0 0 (0 0 (0 1 3)
granular 0 (0 1 (3 0 (0 0 0)
hydronephrosis 00 1 (3 1 (3 0 0
ureter dilated ¢ (0 0 (0 1 (3 0 0)
pituitary enlargsd 1 (3 0 (0 0 (0 0 0)
red patch/zone 1 (3 1 () 1 (3 00
nadute 1 (3 0 (0 1 (3 0 0)
(HPT080)

BAIS2



STUDY NO.
ANINAL

¢ 0066
¢ MOUSE BDF1

GROSS FINDINGS (SUMMARY)
SACRIFICED ANINALS (104%)

REPORT TYPE : Al
SEX : FEMALE PAGE ¢ 6
Group Name Control 125 pem 500  ppm 2000 ppm
Organ Findings NO. of Animals 32 (%) 35 (%) 35 (%) 28 (%)
ovary enlarged 0 0) 0 0) 0 (0 1 (3
red 1 3) 1 3) 0o (0 2 (D
nadute 0 0) 1 3) 0 (0 0 (0
cyst 10 31) 13 37) 14 ( 40) 10 (34)
uterus nodule 4 (13) 5 (14) 3 (9 6 (21
dilated Lumen 0 0) 0 0) 1 (3 0 (0
mammary gl nodule 0 0) 0 0) 0 (0 1 (3
Harder sl enlarged )] 00 1 (3 00
mediastinum nadule 0 0) 0 0) 0 (0 1 (3
mass 1 3) 0 0) o (0 0 (0
retroperit nodute 0 0) 1 3) 0o (0 0 (0
abdominal ¢ hemorrhage 0 0) 1 3) 1 (3 1 (3
ascites 1 3) 3 9) ()] 2 (7N
mesenterium hemorrhage 0 0) 0 0) 0 (0 1 (3
nodule 0 0} 1 3) 0 (0 0 (0
adipose nadute 1 3) 1 3) 1 (3 0 (0
thoracic ca pleural fluid 1 3) 1 3) 1 (9 0 (0
whole bady caolored 0 0) 0 0) 0 ( 0) 28 (97)
wasting 3 9) 1 3) 0 (0 1 (3
(HPT080)

BAIS2



