


APPENDIX E 1

BODY WEIGHT CHANGES (TWO—-YEAR STUDIES:SUMMARY)

RAT :MALE



STUDY NO. : 0067

BODY WEIGHT CHANGES (SUMMARY)
ANIMAL ¢ RAT F344 ALL ANIMALS
UNIT g
REPORT TYPE : Al 104
SEX : MALE PAGE : 1
Group Name Adninistration week-day.
0-0 1-7 2-7 3-7 4-7 5-7 6-7
Control 120+ 5 153+ 7 187+ 9 213t 10 233+ 11 254+ 11 272+ 12
10 ppm 120% 5 151+ 8 185+ g 212+ 11 235 12 256+ 13 275+ 14
40 ppm 120+ 5 150+ 7 1844 g 2094+ 10 232+ 11 252+ 12 270+ 13
160 ppm 120+ 5 1474 Tk 180 % Ok 206+ 10xx 230+ 12 250+ 13 288+t 15
Significant difference ¥ P = 0.05 ** : P = 0.01 Test of Dumnett

(HAN260)

BAIS2



STUDY NO. : 0067

BODY WEIGHT CHANGES (SUMMARY)
s ANIMAL © RAT F344 ALL ANIMALS
UNIT i g
REPORT TYPE : Al 104
SEX : MALE PAGE : 2
Group Nams Administration week—day.
77 8~7 g7 10-7 11-7 12-7 13-7
Control 288+ 13 305+ 14 319+ 15 330+ 15 341+ 15 349+ 16 PO 17
10 ppm 292+ 15 306+ 16 320+ 17 330+ 18 341+ 18 3850+ 20 3BO0L 20
40 ppm 287+ 13 302+ 14 317+ 14 327 16 339k 15 347+ 15 38 16
160 ppm 283k 15 297+ 16x 311 16x 322+  16% 332t 16% 341 16% 3504  15xx
Significant difference ; * 1P = 0.05 xx ¢ P = 0.01 Test of Dunnett
(HAN260)

BAIS2



STUDY NO. : 0067

BODY WEIGHT CHANGES (SUMMARY)
ANIMAL ¢ RAT F344 ALL ANIMALS
UNIT t g
REPORT TYPE : Al 104
SEX ¢ MALE PAGE : 3
Group Name Administration week-day.
14-7 16-7 18-7 20-7 22-7 24-7 26-7
Control 3BT 17 382+ 18 393+ 18 404 19 414+ 18 424+ 20 431+ 20
10 ppm 3BEL 21 380+ 21 392+ 22 403 22 413t 22 423 23 431+ 23
40 ppm 35+ 16 380 17 333k 16 404+ 17 413+ 17 423+ 17 430t 17
160 ppm 358+  16% 371+ 17x 383+  16% 394+ 156% 4024+ 16%x 4124+ 17xx 4214 17%
Significant difference : * i P S 0.05 w» P S 0,01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0067

BODY WEIGHT CHANGES (SUMMARY)
ANIMAL ¢ RAT F344 ALL ANIMALS
UNIT i g
REPORT TYPE : Al 104
SEX : MALE PAGE : 4
Group Name Administration week-day.
28-7 30-7 32-7 34-7 36-7 38-7 40-7
Cantrot 436+ 20 440+ 21 446+ 22 451 21 457+ 21 463+ 21 488t 22
10 pem 436+ 22 440+ 23 445+ 25 450t 27 457+ 28 464+ 28 488+ 29
40 ppm 432+ 17 437+ 17 442+ 18 448+ 17 45+ 17 462+ 18 467+ 18
160 ppm 4234 19%x 428+ 20% 433+ 19% 438+ 19% 443+ 21% 452+ 21 457+ 21
Significant difference ; ¥ i P = 0.05 > : P = 0,01 Test of Dunnett

(1AN260)

BAIS2



STUDY NO. : 0087

BODY WEIGHT CHANGES (SUMMARY)
ANTMAL ¢ RAT F344 ALL ANIMALS
UNIT i g
REPORT TYPE : Al 104
SEX : MALE PAGE : 5§
Group Nams Administration week-day.
42-7 44-7 46-7 48-7 50~7 52-7 54-7
Control 473+ 23 476+ 23 481f 23 487+ 23 488L 25 492+ 26 493+ 26
10 ppm 472+ 28 476+ 29 481+ 29 487+ 31 488+ 30 4924+ 30 496+ 30
40 ppm 472+ 18 476+ 18 481 18 487+ 20 483+ 20 4924+ 19 497+ 18
160  ppm 4624+ 22 466+ 25 472+ 23 479+ 23 81+ 24 486+ 23 480+ 22
Significant difference %% P = 0.01 Test of Dunnett

* 1 P =0.0b

(HAN260)

BAIS2



STUDY NO. : 0067
ANTMAL : RAT F344

BODY WEIGHT CHANGES (SUMMARY)
ALL ANIMALS

UNIT t g
REPORT TYPE : Al 104
SEX ¢ MALE PAGE : 8
Group Name Administration week-day,
56-7 58-7 60-7 62-7 84-7 66-7 68~7

Control 485+ 27 497+ 29 493+ 26 503t 27 505+ 27 506 29 505+ 31

10 ppm 499+ 33 501 36 501+ 42 501+ 48 5024+ 51 507+ 36 5084+ 31

40 ppm 501+ 21 503+ 20 5024+ 21 506+ 21 506+ 21 5074 26 504+ 31

160 ppm 493+ 23 496+ 23 498+ 23 500+ 24 500+ 25 501+ 24 502+ 28

Significant difference ; * 1P S 0.05 * P = 0.01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0067

BODY WEIGHT CHANGES (SUMMARY)
ANTHAL © RAT F344 ALL ANIMALS
UNIT g
REPORT TYPE : Al 104
SEX : MALE PAGE : 7
Group Name Administration week-day,
707 72-7 74-7 76-7 78-7 80-7 82-7
Control 506+ 33 507+ 37 505+ 41 501 45 506+ 25 503+ 26 503+ 28
10 ppm 508+ 31 508+ 32 507+ 32 504+ 38 507+ 32 505+ 33 504+ 34
40  ppm 509+t 21 511+ 21 508+ 20 508+ 22 507+ 23 508+ 22 5074+ 26
160 ppm 502+ 26 502+ 32 504+ 26 503% 28 5024+ 29 500+ 30 500+ 31
Significant difference : ¥ ! P 50,05 ** 1 P S 0,01 Test of Dunnett

(HaN260)

BAIS2



STUDY NO. : 0067

BODY WEIGHT CHANGES (SUMMARY)
ANIMAL ¢ RAT F344 ALL ANIMALS
UNIT i g
REPORT TYPE : Al 104
SEX : MALE PAGE: 8
Group Name Administration week-day.
84-7 86-7 88~7 90-7 92-7 94-7 86-7
Cantrol 497+ 30 491+ 33 485+ 37 472+ 46 469+ 48 86+ 40 4624+ 38
10 ppm 500+ 35 496+ 39 495+ 43 487+ 50 479+ 62 4874 48 485+ 64
40 ppm 504+ 23 493+ 34 488+ 3B 491+ 48 482+ 55 490+ 68 481+ 86
160  ppm 4974+ 31 493+ 33 490+ 33 487+ 3B 482+ 43 476 57 477+ 50
Significant difference ; ¥ 1 P = 0,08 ¥ 3 P S 0.01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0087

BODY WEIGHT CHANGES (SUMMARY)
ANIMAL ¢ RAT F344 ALL ANIMALS
UNIT i g
REPORT TYPE : Al 104
SEX & MALE PAGE : 8
Group Name Administration week-day.
98-7 100-7 1027 104-7
Cantrol 460+ 37 449+ 44 447+ 43 434+ 48
10 ppm 468+ 52 469+ 47 483 47 458+ 59
40 ppm 473+ 31 463+ 45 456 40 448t 41
160 ppm 477+ 47 468+t 64 463+ 78 467+ 85
Significant difference : ¥x ! P S 0.05 ¥ 1 P 5 0,01 Test of Dunnett
(HAN260)

BAIS2



APPENDIX E 2

BODY WEIGHT CHANGES (TWO—-YEAR STUDIES: SUMMARY)

RAT:FEMALE



STUDY NO. : 0087

BODY WEIGHT CHANGES (SUMMARY)
ANIHAL ¢ RAT F344 ALL ANTMALS
UNIT i g
REPORT TYPE : Al 104
SEX : FEMALE PAGE : 10
Group Name Administration week-day.
0-0 1-7 2-7 3-7 4-7 5~7 8-7
Contral 1004 3 117+ 5 134+ 8 144+ 8 152% 161+ 169+
10 ppm 100+ 3 116%& 4 133+ 5 143% 5 153+ 163+ 170+
40 ppm 100+ 3 116+ 4 133+ 4 143% 5 153+ 162+ 171+
160 ppm 100+ 3 114+ 4xx 1304 E2S 141+ 7 150+ 160+ 187+
Sionificant difference * 1P < 0.05 ¥ 1 P = 0.01 Test of Dumnett

(HAN260)

BAIS2



STUDY NO. : 0087

BODY WEIGHT CHANGES (SUMMARY)

ANIMAL ¢ RAT F344 ALL ANIMALS

UNIT :

REPORT TYPE : Al 104

SEX : FEMALE PAGE : 11

Group Name Administration week-day,

77 8-7 9-7 10-7 11-7 12-7 13-7
Control 176k 9 182+ 10 189+ 10 184+ 10 1984 11 200+ 11 206+ 11
10 pom 177 7 182+ 8 188k g 194+ 10 197+ g 201+ 10 205+ 11
40 ppm 179+ 9 184+ g 190+ 10 1%+ 11 200 10 203+ 10 207+ 11
160 ppm 175+ 9 178% g 1864+ 10 191+ 11 197+ 11 200+ 11 206+ 11
Significant difference ; x 1P = 0.05 ¥ ¢ P = 0.01 Test of Dunnett
(1AN260)

BAIS2



STUDY NO. : 0067
ANTMAL ¢ RAT F344

BODY WEIGHT CHANGES (SUMMARY)
ALL ANIMALS

UNIT i g
REPORT TYPE : Al 104
SEX : FEMALE PAGE : 12
Group Name Administration week—day.
14-7 16-7 18-7 20-7 22-7 24-7 26-7

Cantrol 208+ 12 214+ 12 221+ 13 226 13 231+ 13 235+ 14 238+ 14

10 ppm 208+ 10 213+ 10 220 11 225 10 2289 11 234 12 2384+ 12

40  ppm 210+ 11 216 12 221 12 225 12 230 14 236t 14 237k 12

160 ppm 207+ 10 212+ 11 219+ 11 223+ 12 228+ 11 234+ 12 236+ 12

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

(HAN260)

BAIS2



STUDY NO. : 0067

BODY WEIGHT CHANGES (SUMMARY)
ANINAL : RAT F344 ALL ANIMALS
UNIT -
REPORT TYPE : Al 104
SEX ¢ FEMALE PAGE : 13
Group Name Administration week—day.
28~7 30-7 32-7 34-7 36-7 38-7 40-7
Control 240 14 242+ 15 244+ 15 248+ 15 251+ 18 268+ 16 262+ 17
10 pem 237+ 12 240 12 242+ 12 247+ 18 251+ 14 267+ 13 260k 13
40 ppm 23+ 12 238t 14 241+ 15 246t 15 250 15 256+t 16 260+ 17
160 ppm 236+ 12 239+ 13 242+ 13 246t 14 251+ 13 256 14 259+ 15
Significant difference : ¥ 1P = 0.06 ¥ ! P S 0.01 Test of Dumnett

(1AN260)

BAIS2



STUDY NO. : 0067

BODY WEIGHT CHANGES (SUMMARY)
ANIMAL : RAT F344 ALL ANIMALS
UNIT i g
REPORT TYPE : Al 104
SEX : FEMALE PAGE ¢+ 14
Group Name Administration week-day,
42-7 44-7 46-7 48-7 50-7 52-7 54-7
Control 284+ 17 269+ 18 273+ 18 279+ 20 281+ 21 286+ 21 2891+ 23
10 ppm 262+ 13 266+ 15 272+ 15 277+ 15 277+ 15 2824+ 17 286+ 18
40 ppm 262+ 18 2866t 18 272+ 19 277+ 18 279t 21 283+ 22 288+ 23
160 ppm 261+ 15 265+ 14 270+ 15 274+ 16 2764 17 281+ 18 285+ 19
Sionificant difference ; * i P = 0.05 x 1 P = 0.01 Test of Dunnett

(HAN260)

BAISZ2



STUDY NO. : 0087 ‘ BODY WEIGHT CHANGES (SUMMARY)

ANIMAL ¢ RAT F344 ALL ANIMALS

UNIT g

REPORT TYPE : Al 104

SEX : FEMALE PAGE : 15

Group Name Administration week-day,

56-7 58-7 60-7 62-7 64-7 66-7 68-7
Controt 295+ 24 298+ 26 301+ 26 305 26 3104 29 313 31 317+ 34
10 ppm 281+ 20 294+ 20 296 21 301+ 21 304+ 22 306 23 3ix 24
40 ppm 203 24 297t 25 209+ 26 304+ 27 307 27 310+ 28 3114+ 28
160 ppm 288+ 20 281+ 22 294+ 22 298 23 301+ 25 304k 26 307+ 27
Significant difference * 1P = 0.0 #* P < 0,01 Test of Dunnett
(HAN260)

BAIS2



-

STUDY NO. : 0067

BODY WEIGHT CHANGES (SUMMARY)

ANTMAL ¢ RAT F344 ALL ANIMALS

UNIT g

REPORT TYPE : Al 104

SEX : FEMALE PAGE : 18

Group Name Administration week-day.

70-7 727 74~7 76-7 78-7 80-7 82-7
Control 321+ 36 327+ 44 330+ 49 332t 56 330+ 30 331+ 28 334+ 31
10 ppm 314+ 24 317+ 26 318+ 30 321+ 31 325+ 28 326+ 28 328+ 31
40 ppm 315 28 318+ 29 320 31 320 30 323+ 30 321+ A 324+ 32
160 ppm 310+ 27 314+ 27 317+ 27 318+ 27 321+ 28 321+ 30 327 28
Significant difference ; *x 1 P < 0.0b *x 1 P = 0,01 Test of Dunnett
(HAN260)

BAIS2



STUDY NO. : 0067

BODY WEIGHT CHANGES (SUMMARY)
ANTHAL ¢ RAT F344 ALL ANIMALS
UNIT :
REPORT TYPE : Al 104
SEX : FEMALE PAGE : 17
Group Name Administration week-day.
84-7 86-7 88-7 80~-7 92-7 94-7 96-7
Control 333+ 33 335+ 36 338+ 29 3%+ 31 33/t 25 333+ 27 332+ 26
10 ppm 331+ 31 332+ 31 330 34 329+ 3B 328+ 37 326 42 332+ 34
40 pem 323+% 3B 324+ 40 330 32 331+ 32 329+ 36 328+ 41 330+ 44
160 ppm 330+ 30 331+ 31 332+ 32 334+ 33 332 M4 333+ 3B 331 42
Significant difference ; * 1 P = 0,05 % 1 P S 0.01 Test of Dunnett

(HAN26Q)

BAIS2



STUDY NO. : 0067

BODY WEIGHT CHANGES (SUMMARY)
ANTHAL ¢ RAT F344 ALL ANIMALS
UNIT g
REPORT TYPE + Al 104
SEX : FEMALE PAGE : 18
Group Name Administration week-day,
08-7 100-7 102-7 104-7
Cantrol 328+ 24 322+ 31 316+ 46 317+ 46
10 ppm 33 34 34t 37 330 40 329+ 41
40 pem 335+ 3B 338t I 33/ 40 331k 45
160 ppm 335+ 44 333 49 336 50 33+ 56
Significant difference ; * 1 P = 0.05 ** ¢ P = 0.01 Test of Dunnett

(HAN260)

BAIS2



APPENDIX E 3

BODY WEIGHT CHANGES (TWO-YEAR STUDIES:SUMMARY)

MOUSE:MALE




STUDY NO. : 0068

BODY WEIGHT CHANGES (SUMMARY)

ANTHAL ¢ MOUSE BDF1 ALL ANINALS

UNIT i g

REPORT TYPE : Al 104

SEX : MALE PAGE : 1

Group Name Administration week-day.

0-0 -7 2-7 37 4-7 5-7 6-7

Control 23.4+ 0.8 25.3% 0.9 26.4+ 1.1 27.4% 1.3 28.3+% 1.4 29.5+ 1.6 30.1x 1.8
10 pem 23.4+ 0.8 25.2t 0.9 26,1+ 1.0 26,9t 1.2 27.8 1.3 29.1+ 1.7 29.9+ 1.8
30  ppm 23.4%t 0.8 25.1% 0.9 26.2% 1.2 27.4% 1.5 28,2+ 1.8 29.2+ 1.8 29.8+ 2.1
90  ppm 23.4% 0.8 24,9+ 1.0 26,0+ 1.1 27.0% 1.2 27,7+ 1.4 28,7t 1.4 29.3+ 1.5
Significant difference ; * 1 P S 0.00 ¥x 1 P = 0,01 Test of Dunnett

(HAN260)

BAIS2



I

STUDY NO. : 0068

BODY WEIGHT CHANGES (SUMNARY)

ANTHMAL ¢ MOUSE BDF1 ALL ANTMALS

UNIT g

REPORT TYPE : Al 104

SEX : MALE PAGE : 2

Group Name Administration week—day.

7-7 8-7 9-7 10-7 11-7 12-7 13-7

Control 30,7+ 1.8 31.4% 2.0 2.1+ 2.2 33.0+ 2.2 33.8% 2.2 34.4% 2.4 3.0+ 2.5
10 ppm 30.3%k 2.0 3.2+ 2.1 31.9% 2.2 32.8% 2.4 33.6+ 2.6 33.89% 2.7 34,7+ 2.9
30 ppm 30.3+ 2.2 3.1 2.4 31.9t 2.8 32,7+ 2.8 33.5+ 3.0 34,0 3.2 35,0+ 3.5
90 ppm 29.8+ 1.8 30.5+ 1.9 31.4%+ 1.9 3.7 2.2 32.4% 2.5% 32.74  2.6x%x 33.6k 2.7x
Significant difference : * 1 P = 0.05 ® P = 0.01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0068

BODY WEIGHT CHANGES (SUMMARY)

ANIMAL + MOUSE BDF1 ALL ANTMALS

UNIT g

REPORT TYPE : Al 104

SEX : MALE PAGE ¢ 3

Group Name Administration week—day.

14-7 16-7 18-7 20~7 22-7 24-7 26-7

Control 35.94+ 2.5 3.7+ 2.7 38.1x 2.8 39.0E& 2.8 40,4+ 2.9 41,0+ 3.1 41,7 3.3
10 ppm 3.7+ 3.1 3.0+ 3.4 37.3% 3.9 38.1& 4.1 40,0+ 4.0 40.9+ 4.0 41,6+ 4.3
30 ppm 35.61+ 3.7 3.4+ 3.5 37.8%£ 3.5 38.5+ 3.8 3%.7+ 4.1 40.6+ 4.0 41,4+ 4.2
80 ppm 34.3%  2.9%x 34.9+ 3.1% 35.8% 3.1xx 36.5% 3.4%x 377 3.6%x 38.8% 3.7xx 38.9% 3.8%x
Significant difference ; * 1 P = 0.05 **x 1 P £ 0.01 Test of Dumnett

(HAN260)

BAIS2



»

STUDY NO. : 0068

BODY WEIGHT CHANGES (SUMMARY)

ANTHAL ¢ MOUSE BDF1 ALL ANIMALS

UNIT g

REPORT TYPE ¢ Al 104

SEX : MALE PAGE : 4

Group Name Administration week-day,

28~7 30-7 32-7 34-7 36-7 38-7 40-7

Contral 42.2+ 3.3 43.3% 3.3 44,1 3.4 45,5t 3.3 46.0& 8.3 46.7% 3.2 47.1& 3.1
10 ppm 42,3+ 4.3 43,4+ 4.3 44.0% 4.2 45.3+ 4.3 45.8+ 4.2 46,7+ 4.1 46.9+ 4.0
30 pem 41.8+ 4.4 42.6% 4.4 43.6% 4.5 44,9+ 4.8 45,3+ 4.6 45.8% 4.5 46,2+ 4.5
80  ppm 40,2+ 4.1 40,5+ 3.8%x 41.3%  4.4%x 42. 7% 4.3%x 42.9%  4.4%x 43.6%  4.2%x 44,0 4.2xx
Significant difference ; * 1 P = 0.05 *x 1 P = 0,01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0068 BODY WEIGHT CHANGES (SUMMARY)

ANIMAL : MOUSE BDF1 ALL ANIMALS

UNIT i g

REPORT TYPE : 41 104

SEX ¢ MALE PAGE: 5

Group Name Administration week~day,

42-7 44-7 46-7 48-7 50~7 52~7 54-7

Control 47,6+ 3.3 48,8+ 3.4 48,6+ 3.8 49.6+ 2.9 43.9+ 2.8 50.6% 2.8 50.5+ 2.8
10 ppm 47.4+ 3.9 48,6t 4.0 48,5+ 3.9 49,2t 4.5 43,4+ 4.7 49,7+ 5.0 49.6+ 5.2
30 pem 46,5+ 4.4 47.8% 4.5 48.0% 4.4 48,6t 4.6 43,0+ 4.4 49.2+ 4.4 49,4+ 4.5
80 ppm 4.7+ 4.2%x 46,0+  4.3%x 46.1%  4.5%x 47.0F 4.3 47.44  4.3%x 48,1+ 4.2%x 48,4+ 4.4
Significant difference * 1 P = 0.08 % P £ 0.01 Test of Dunnett

(HAN260)

BAIS2



L

STUDY NO. : 0068 BODY WEIGHT CHANGES (SUMKARY)

ANIMAL : MOUSE BDF1 ALL ANIMALS

UNIT T g

REPORT TYPE : Al 104

SEX ¢ MALE PAGE: 6

Group Name Administration week-day

56-7 58-7 80-7 62-7 64-7 66-7 68-7

Control 50.8+ 2.8 51.2& 2.7 51.4+ 2.8 51.7+ 3.1 51.5& 3.9 52.0% 3.7 52.2+ 3.7
10 ppm 50.8% 3.8 50.8t 3.8 51.0+ 3.8 51.56+ 3.8 51.6+ 3.9 51.64 3.8 51,7t 4.0
30 ppm 50.2+ 4.0 50.4x 4.1 50.84 4.3 51.1% 4.2 51.4% 4.3 51.6+ 4.4 52.0%+ 4.4
90  ppm 48,91 4.3 48,3+ 4.2 4.6+ 4.1 50.1% 4.3 50.1 4.7 50.24& 4.7 50.8% 4.7
Significant difference ; * 1 P £ 0,05 ¥ 1 P = 0.01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0068 BODY WEIGHT CHANGES (SUMMARY)

ANTHAL : MOUSE BDF1 ALL ANIMALS

UNIT i g

REPORT TYPE : Al 104

SEX ¢ MALE PAGE ¢ 7

Group Name Administration week-day.

70-7 72-7 74-7 76-7 78-7 80-7 827

Control 52.0%+ 4.0 52.5+ 4.2 52.5%& 4.5 52.3+ 5.4 52.3+ 5.1 52.1+ 5.4 51.8+ ©5.9
10 ppm 51.7t 4.3 51.9% 4.7 51.7%f 5.1 51.9% 5.7 51.4%+ 5.6 51.74& 5.2 51.1+ 5.4
30 pem 51.6%& 4.5 52.3f 4.3 52.4% 4.5 52,3t 4.5 52.2+ 4.6 52.7+ 4.8 52.5+ 4.8
90  pem 50.5+ 4.8 50.9% 5.0 50.94+ 5.2 51.1% 5.6 51.2%& 5.3 51.4+ 5.5 51,04+ 5.7
Significant difference ; ¥ P < 0.05 ® 3 P S 0,01 Test of Dunnett

(AN260)

BAIS 2



[

STUDY NO. : 0068 BODY WEIGHT CHANGES (SUMMARY)

ANIMAL : MOUSE BDF1 ALL ANIMALS

UNIT T g

REPORT TYPE : A1 104

SEX @ MALE PAGE : 8

Group Name Administration wesk-day.

84-7 86~7 88-7 80-7 92-7 94-7 96-7

Control 52.2+ 6.1 51.8% 6.2 51.2% 6.4 52.3% 6.0 51.9% 6.2 51.9+ 7.0 51.2+ 7.7
10 ppm 51.3t 6.3 51.3f 6.1 50.9f 5.8 51.1f 5.7 50.8%t 8.0 51.56+ 5.7 51.2%+ 5.6
30  ppm 53.4% 4.9 53.1 5.0 52.5+ 4.9 52.3% 5.2 5.4+ 5.6 5.2+ 6.2 50.8+ 6.9
90  ppm 51.2+ 5.8 52.1+ 6.0 51.7+ 6.0 51.6+ 6.2 50.9% 6.6 52.0& 6.6 52.5f 6.1
Significant difference *: P = 0.05 ¥ ¢ P = 0,01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. + 0068 BODY WEIGHT CHANGES (SUMMARY)

ANTHAL © MOUSE BDF1L ALL ANINALS

UNIT :

REPORT TYPE : Al 104

SEX : MALE PAGE : 8

Group Name Administration week-day.

98-7 100-7 102-7 104-7

Control 51.94& 7.0 52.0%+ 6.4 51.4% 6.2 50.8& 6.5
10 ppm 51.3% 6.3 51.1% 6.5 51.2% 6.9 51.7% 6.1
30 ppm 49.9% 7.5 49.8%+ 7.4 43,0+ 7.3 48.1% 8.2
80 pem 52.6+ 6.4 52.1+ 6.4 51.5% 6.6 50.7+ 6.8
Significant difference ; *x ! P = 0.05 ¥ 1 P = 0.0 Test of Dunnett

(HAN260) BAIS2



APPENDIX E 4

BODY WEIGHT CHANGES (TWO—-YEAR STUDIES:SUMMARY)

MOUSE: FEMALE



STUDY NO. = 0068

BODY WEIGHT CHANGES (SUMMARY)

ANIMAL : MOUSE BDF1 ALL ANIMALS

UNIT g

REPORT TYPE : Al 104

SEX : FEMALE PAGE : 10

Group Nams Administration week-day,

0-0 1-7 2-7 3-7 4-7 5-7 6~7

Control 13.8+ 0.7 20,8t 1.1 21.3+ 1.0 21.8+ 1.2 22.5% 1.3 23.1%+ 1.2 23.61 1.1
10 ppm 19.8+ 0.7 20.8% 1.0 2.1 1.0 21.8% 1.1 22.5% 1.1 22.9% 1.1 23.3% 1.3
30 ppm 19.84+ 0.7 21,0+ 1.0 21.4% 1.1 22.4% 1.1x 23.1£ 1.2 23.5% 1.2 24.0+ 1.3
80  ppm 18.8+ 0.7 20.5+ 0.9 21.4% 1.0 21.8% 1.0 22.6f 1.0 22.8% 1.2 23.3+ 1.2
Significant difference ; x 1 P = 0.05 #»* : P = 0.01 Test of Dunnett

(HAN260)

BAIS2



v

STUDY NO. : 0068

BODY WEIGHT CHANGES (SUMMARY)

ANINAL + MOUSE BDF1 ALL ANIMALS

UNIT g

REPORT TYPE : Al 104

SEX : FEMALE PAGE : 11

Group Name Administration wesk-day.

7-7 8-7 g9-7 10-7 11-7 12-7 13-7

Control 23.7+ 1.1 24,0+ 1.3 244+ 1.4 24.7+ 1.3 24.7t 1.5 25.1%+ 1.8 25.3% 1.3
10 ppm 23.7+ 1.2 24.3% 1.4 24.5% 1.8 24.4+ 1.5 24.9% 1.7 246+ 1.6 24.8% 1.7
30 ppm 24,31+ 1.4x 24.8+ 1.3xx 25.2EF 1.8% 25,44 1.6% 25.4+ 1.8% 25.8% 1.9 28.0+ 2.9
80  ppm 23.4%+ 1.1 24.0+ 1.1 24.7+ 1.2 24,2+ 1.0 245+ 1.1 24,4+ 1.1 24.8+ 1.3
Significant difference : ¥ 1 P = 0.00 %% ¢ P < 0,01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0068

BODY WEIGHT CHANGES (SUMMARY)

ANTMAL © MOUSE BDFIL ALL ANIMALS

UNIT :

REPORT TYPE : Al 104

SEX : FEMALE PAGE : 12

Group Name Administration week-day.

14-7 7 16-7 18-7 20-7 22-7 24~7 26-7

Control 25.7 1.3 25,9+ 1.4 26.8+ 1.5 26,84+ 1.8 28.0x& 1.7 28,5+ 2.1 28.6+ 2.0
10 ppm 25.2 2.3 25.4% 1.9 26.0%& 2.0% 26.41+ 2.1 27.3+ 2.1 28,1+ 2.5 28.3% 2.4
30 ppm 26.2%+ 1.8 26.5+ 2.1 27.6% 2.2 27.2% 2.2 28.2+ 2.7 28,3+ 2.8 28.1+ 2.8
80 ppm 25.1% 1.2 25.2+ 1.3 25.4%  1.4%x 26.1+ 1.4 26.3F 1.7*x 27.3% 1.8% 27.2+ 1.9%x
Significant difference ; * 1 P S 0.05 w1 P S 0,01 Test of Dunnett

(iAN260)

BAIS2



STUDY NO. : 0068

BODY WEIGHT CHANGES (SUMMARY)

ANIMAL ¢ MOUSE BDF1 ALL ANIMALS

UNIT t g

REPORT TYPE : Al 104

SEX : FEMALE PAGE ¢ 13

Group Name Administration week-day,

28-7 30-7 32-7 34-7 36-7 38-7 40-7

Control 28.8% 2.2 29.7+ 2.3 29.56+ 2.4 30,7+ 3.0 30.9+& 3.0 31.8+& 2.9 31.5% 3.1
10 ppm 28.8+ 2.5 28.2+ 2.7 28.5% 3.2 30.0% 3.3 30.6& 3.2 31.1 3.5 31.6t 3.6
30  ppm - 28.4% 2.6 29.61+ 2.8 30.5+ 3.3 31.6% 3.8 31.3% 3.7 3.7 3.9 32.1& 8.7
80  ppm 27.7+% 1.9% 27.6%  1.9%x 28.5% 2.1x 28.8% 2.4x%x 28.24+ 2.5% 29.1% 2.5%x 28.5+ 2.D%x
Significant difference ; ¥ 1P S 0.05 *x ¢ P = 0,01 Test of Dunnett

(HAN260)

BAIS2



S

STUDY NO. : 0068 BODY WEIGHT CHANGES (SUMMARY)

ANIMAL : MOUSE BDF1 ALL ANIMALS

UNIT :

REPORT TYPE : Al 104

SEX : FEMALE PAGE : 14

Group Nams Administration week-day

42-7 44-7 46~7 48-7 50-7 52-7 54-7

Control 32.1&£ 3.1 32.9% 3.6 33.2% 8.7 34.3x 4.0 34.3% 3.4 34.8+ 3.8 3.1k 3.7
10 ppm 31.7% 3.9 32.3% 3.7 32.8% 3.8 33.4% 4.2 34,01+ 4.0 34.4+ 4.3 34,8+ 4.1
30 ppm 31.9+ 4.1 33.3+ 4.5 33.4+ 4.4 34,0 4.6 34.3+ 4.8 3.1+ 4.7 35.0+ 4.9
90  ppm 29.5% 2.7xx 30,6+ 2.6%x 30.4%  2.7#x 31.0% 3.1xx 31,44 3.3%x 32.0+& 3.1xx 31,6+ 3.2%x
Significant difference ; ¥ 1 P = 0.08 ¥ : P = 0.01 : Test of Dunnett

(HAN260) '

BAIS2



STUDY NO. : 0088

BODY WEIGHT CHANGES (SUMMARY)

ANTHAL + MOUSE BDF1 ALL ANIMALS

WNIT g

REPORT TYPE : A1 104

SEX : FEMALE PAGE : 15

Group Name Administration week-day,

56~7 5h8-7 60-7 62~7 64-7 66-7 68-7

Contral 35.8+ 3.7 36,6+ 4.2 3.0+ 4.3 36.3% 4.2 37.3% 4.3 36.9% 4.2 37.3+ 4.8
10 ppm 3.0+ 4.8 35.5+ 4.7 35.6% 4.2 35.8+ 4.3 36.4% 4.5 3.7t 4.5 36.8+ 4.6
30 ppm 35.5 4.9 35.6+ 5.3 35.94& 5.1 3.1+ 5.2 37.0& 5.3 3.8+ 5.2 36.81+ 5.2
90  ppm 32,14 3.1xx 33,2+ 3.7x 32.5+  3.5%x 33.1% 8.bxx 33.2%  3.9%x 33.1%  3.6%x 33.7+£ 3.5%x
Significant difference ; ¥ ! P = 0.05 ** 1 P £ 0.01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0068

BODY WEIGHT CHANGES (SUMMARY)

ANTHAL ¢ MOUSE BDF1 ALL ANIMALS

UNIT T g

REPORT TYPE : Al 104

SEX : FEMALE PAGE : 16

Graup Name Administration week-day

70-7 72-7 74-7 76-7 78-7 80-7 82-7

Control 37.6& 4.2 37.6& 4.3 37.24+& 4.4 36.6% 4.5 36.5+& 3.8 37.1£ 4.5 3.7 4.8
10 ppm 3.5+ 4.7 36.41+ 4.4 37.0+ 4.8 3.6 4.3 3.9+ 4.3 3.6+ 3.9 3.8 4.2
30 pem 37.3+ 5.7 37.4%+ 5.3 37.5+& 5.0 36.7f 5.1 37.6+ 4.4 38.3% 4.8 37.6% 5.3
80  ppm 33.4% 3.7xx 34,1+ 3.5%x 34,5+ 3.8%x 34.3%  4.2%x 34,1+ 4,8%x 34.21+  4,0%x 33.5% 4.1xx
Significant difference ; * 1 P = 0.05 *x 1 P £ 0,01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : (068

BODY WEIGHT CHANGES (SUMMARY)

ANIMAL + MOUSE BDF1 ALL ANIMALS

UNIT i g

REPORT TYPE : Al 104

SEX : FEMALE PAGE : 17

Group Name Administration week-day,

84-7 86-7 88-7 80-7 92-7 94~7 96-7

Control 37.5+ 4.9 36.6+ 4.5 3.6+ 4.7 36.7+ 4.8 36.5+ 4.5 37.8+ 4.8 38.0+ 5.1
10 ppm 3.7+ 4.4 36.3% 4.5 36.3+ 5.5 35.9%+ 4.4 34,84 4.8 35.7f 4.8 36.3+ 5.0
30 ppm 37.6+ 5.1 38.3t 4.9 37.8+ 5.1 37.4%+ 5.3 37.3+ 4.9 38.0x 5.0 38.1+ 5.4
80  ppm 3.1+ 4.2%x 3.4+ 5.5% 3.1+ 4.2% 3.1+ 4.5%x 33.41% 4.1xx 34,5+ 3.4 3.2+ 4.2
Significant difference ; x 3 P = 0.05 *x ; P = 0,01 Test of Dunnett

(H1AN260)

BAIS2



L

STUDY NO. : 0068

BODY WEIGHT CHANGES (SUMMARY)
ANTMAL : MOUSE BDF1 ALL ANIMALS
UNIT T g
REPORT TYPE : A1 104
SEX : FEMALE PAGE : 18
Group Name Administration week—day,
88-7 100-7 102-7 104-7
Controt 37.7f 4.8 3.9 5.1 37.5+ 4.7 3.6+ 5.2
10 ppm 36.5% 5.0 36.7+t 3.8 35.91+ 4.4 35.8+ 4.1
30 ppm 38.2t 5.7% 37.8% 5.5 37.7k 5.0% 37.4% 4.9%
S0 ppm 34.8+ 4.2% . 34.0% 4.5%x 34.1+  3.9%x 3.1+ 4.0
Significant difference ; * 3P < 0,05 ** . P = 0.01 Test of Dunnett

(HAN260)

BAIS2






APPENDIX F 1

FOOD CONSUMPTION CHANGES (TWO—-YEAR STUDIES:SUMMARY)

RAT MALE



STUDY NO. : 0087
ANINAL ¢ RAT F344
UNIT g
REPORT TYPE : Al 104
SEX : MALE

FOOD CONSUMPTION CHANGES (SUMMARY)
ALL ANINALS

PAGE ¢ 1
Group Name Administration week-day{effective)
1-7(7) 2-7(7) 3-7(7) 4-7(7) 5-7(7) 6-7(7) 7-7(7)

Control 15.94+ 1.0 18.61+ 2.1 1.5+ 2.1 18.6x 2.0 20,0+ 1.5 19.8+ 1.4 19.9%+ 1.4
10 ppm 15.3+ 0.9 18.7+ 1.5 18.84+ 1.8 18.9+ 1.8 19.6+ 1.8 18.24+ 1.6 18.2+ 1.7
40  ppm 16.3+ 1.1x 18.8+ 1.8 18,7+ 1.7 18.5% 1.B6%x 18.3+ 1.7 18.64+ 1.5xx 18.8% 1.4
160  ppm 15,04 1.0%x 18.54 1.4% 19.3+ 1.7 19.24+ 1.7 18.9+ 1.8 18.94+ 1.9% 18.8+ 1.7%x

Significant difference ; ¥ P = 0.05 *» P = .01 Test of Dumnett

(HAN260)

BAIS2



-

STUDY NO. : 0087
ANTHMAL © RAT F344
UNIT :

REPORT TYPE : Al 104
SEX : MALE

FOOD CONSUMPTION CHANGES (SUMMARY)
ALL ANIMALS

PAGE : 2
Group Name Administration week-day(effective)
8-7(7) 9-7(7) 10-7(7) 11-7(7) 12-7(7) 13-7(7) 14-7(7)
Control 19.4% 1.2 19.6+ 1.2 19.6+ 1.3 18.7+ 1.1 18.4+ 1.3 19.1+ 1.1 18.7+ 1.1
10 ppm 8.8 1.6 19.2+ 1.7 1.0+ 1.5 18.1+ 1.2% 18.2+ 1.3 18.5+ 1.4% 18.3+ 1.3
40 ppm 18.6+ 1.5% 19.0% 1.5 18.8% 1.4x 18.24+ 1.2 18,0+ 1.2 18,6+ 1.3% 18.2% 1.3
160 ppm 18.3 1.4x%x 18.9+ 1.6 18,54 1.5%x 17.41  1.3%x 17.6%&  1.3%x 18.0% 1,2%x 18.0+ 1.2
Significant difference ; ¢ P = 0.05 **% 1 P = 0,01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0067 FOOD CONSUMPTION CHANGES (SUMMARY)

ANTHAL ¢ RAT 344 ALL ANIMALS

UNIT T g

REPORT TYPE : Al 104

SEX : MALE PAGE : 3

Group Name Administration week-day(effective)

18-7(7) 22-7(T) 26-7(7) 30-7(7) 34-7(7) 38-7(7) 42-7(7)
Control 18.8+ 0.9 19.74+ 1.0 18.3+= 0.8 18.6+ 1.0 1.6+ 1.0 18.1% 1.0 18.2+ 0.9
10 ppm 18.2+ 1.3x 19.1+ 1.0% 18.0% 1.0 18,0 1.0%x 18,8 1.2%x 18,7+ 1.0 18,6+ 1.1x
40 ppm 18.5+& 1.0 18.9% 1.1xx 18,8 1.0% 17.5% 0.9%x 18.6& 1,0%x 18,6+ 0.9 18.7+ 1.1
160 ppm 18.2+ 1.1x 18,7+ 1.1xx 18.8% 0.9% 17.7+  1.1xx 18.44 1.1xx 18.04 1.1 18.8+ 1.1
Significant difference * ;P = 0.05 ¥* 1 P = 0,01 Test of Dunnett
(HAN260)

BAIS2



STUDY NO. : 0087
ANINAL : RAT F344

FOOD CONSUMPTION CHANGES (SUMMARY)
ALL ANINALS

UNIT T g
REPORT TYPE : Al 104
SEX : MALE PAGE : 4
Group Name Administration week-day (effective)
46-7(7) 50-7(7) 52-7(7) 54-7(7) 58-7(7) 62-7(7) 66-7(7)
Control 19.4+ 1.1 19.4+ 1.0 19.1+ 1.0 19.0+ 1.0 19.7+ 1.6 19,8+ 1.0 19.8 1.6
10 ppm 18.8+ 1.0% 8.8+ 1.2 18.5% 1.2% 8.8+ 1.4 19.2+ 2.1 18.71 2.6%x 18.6+ 2.3x
40 ppm 18.9%t 1.0% 18.64& 1.4%x 18.6% 1.2 18.8+ 1.1 19.2 1.1 19.1&  1.8%x 18.8+L 1.8%x
160  ppm 18.9% 1.1x 18.7+ 1.2¢ 18.8+ 0.9 18.5+ 1.2 19.0&  1.0xx 19.2%+  1.0%x 18,71 1.1%x
Significant difference : *x 1 P = 0.05 xx 1 P = 0.01 Test of Dunnett

(HAN260)

BAIS 2



[

STUDY NO. : 0067
ANIMAL © RAT F344

FOOD CONSUMPTION CHANGES (SUMMARY)
ALL ANIMALS

UNIT i g
REPORT TYPE : Al 104
SEX ¢ MALE PAGE: 5
Group Name Adninistration week-day(effective)
70-7(7) 74-7(T) 78-7(7) 82-7(7) 86-7(7) 80-7(7) 94-7(7)

Controt 19.6+ 1.8 19.84 4.1 1.5+ 1.3 1.4+ 1.6 8.6+ 2.3 18.1+ 3.6 18.6+ 2.8

10 ppm 18.6% 1.2%x 18.7f 1.5 18.9% 1.2 18.3% 1.6xx 17,9+ 2.8 17.8+ 3.2 18.5+ 2.0

40 ppm 18.5% 1.3%x 18.8+ 1.3 18.9+ 1.3 18.3% 2.7%x 17.7+ 3.8 18.1% 3.4 18.8% 2.6

160 ppm 18.7+ 1.7 18.1+ 1.3 8.8+ 1.8 18.7+ 1.5 17.8% 1.8 8.6+ 2.0 18.2+ 3.4

Significant difference : * 1 P = 0.05 x* @ P = 0.01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0087
ANTHAL © RAT F344
UNIT P8
REPORT TYPE : Al 104
SEX : MALE

FOOD CONSUMPTION CHANGES (SUMMARY)
ALL ANINALS

PAGE : 6
Group Name Adninistration week-day(effective)

98-7(7) 102-7(7) 104-7(7)
Control 18,4+ 2.2 18.5& 3.4 18.1+ 1.9
10 ppm 18.3% 3.8 19.0% 1.7 18.4+ 3.8
40 ppm 19.0+ 1.8 17.7£ 3.5 18.3%+ 3.1
160  ppm 18.0£ 2.5 17.3x% 4.1 18.7+ 4.6

Significant difference ; x 1 P = 0.05 ¥»* P = 0,01 Test of Dunnett

(HAN260)

BAIS2



APPENDIX F 2

FOOD CONSUMPTION CHANGES (TWO—-YEAR STUDIES: SUMMARY)

RAT : FEMALE



STUDY NO. : 0067
ANTMAL ¢ RAT F344

FOOD CONSUMPTION CHANGES (SUMMARY)
ALL ANIMALS

UNIT i g
REPORT TYPE : Al 104
SEX : FEMALE PAGE ¢ 7
Group Name Administration week-day(effective)
1-7(7) 2-7(7) 3-7(7) 4-7(7) 5-7(7) 8-7(7) 7-7(T)

Control 12.4% 0.8 13.8%+ 1.1 13.24+ 1.2 13.24+ 1.1 13.8+ 1.3 13.64& 1.3 13.6+ 1.1

10 ppm 12.1% 0.7 13.6+ 1.2 13.2% 1.2 12.8+ 1.0 13.3+ 1.1 13.0+ 1.0% 13.0+£ 0.9%

40 ppm 12.1+  0.7x 13.24+  1.0%x 13.2+ 1.0 12.8+ 0.9 13.2+ 1.1 13.0+ 1.1xx 13.3% 1.1

160 pem 11.7+  0.6x%x 12.8%  0.9%x 12.9+ 1.4 12,7+ 1.2 13,1+ 0.9%x 12,84 1.1%x 12,84 1.1xx

Significant difference ; ¥ P £ 0.05 ¥ 1 P £ 0.01 Test of Dumnett

(HAN260)

BAIS2



STUDY NO. : 0067
ANIMAL © RAT F344
UNIT :

REPORT TYPE : Al 104
SEX : FEMALE

FOOD CONSUMPTION CHANGES (SUMMARY)

ALL ANINMALS

PAGE : 8
Group Name Administration week-day{effective)
8-7(7) 8-7(7) 10-7(7) 11-7(7) 12-7(7) 13-7(7) 14-7(D)
Control 13.2+ 1.1 18.4x 1.0 13.56+ 1.1 12.6£ 1.2 12.5+ 1.1 2.8 1.3 12.6+ 1.1
10 ppm 12,7+ 0.9% 12.6% 1.2%x 12,7 1.0%x 12.1€ 1.0 2.1+ 0.8 12,56 1.0 12,3+ 0.8
40  pem 12.7+£ 1.1x 12,7 1.1%x 12,6+ 1.2%x 12,4 1.0 12,1+ 1.0 12.44+ 1.1 12,6+ 1.4
160  ppm 12,441 1.0%x 12.6+ 1.1xx 12.8+ 1.4% 12.2& 1.1 12,3 1.3 2.6+ 1.2 12.4+ 1.2
Significant difference : x 1 P = 0.0 w ¢ P = 0,01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0087

FOOD  CONSUMPTION CHANGES (SUMMARY)

ANIMAL ¢ RAT F344 ALL ANIMALS

UNIT i g

REPORT TYPE : Al 104

SEX : FEMALE PAGE: 9

Group Name Administration week-day(effective)

18-7(7) 22-7(7) 26-7(7) 30-7(T) 34-7(7) 38-7(7) 42-7(7)
Control 13,0+ 1.1 13.5+ 1.1 12.6%+ 1.0 13.24+ 1.2 13.7+ 1.1 14.0£ 1.2 13.2+ 0,8
10 ppm 12.9+ 1.0 13.1+ 1.2 12.8% 1.2 12.5& 1.1% 13.4%+ 1.2 13,8 2.4 12.7£  0.9%
40 ppm 12,71 1.4 12.94+ 1.4 11,8 1.0%= 12.2%£  1.3=%x 13.1+ 1.2 183.2% 1.1 12.6% 1.1x
160 ppm 12.8%+ 1.4 13.3+ 1.1 12,4+ 1.2 12.7+ 1.3 13.24+ 1.1 13,7 1.2 12.8% 1.0
Significant difference ; PP = 0.05 ¥ 1 P £ 0,01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0067
ANTHAL ¢ RAT F344

FOOD CONSUMPTION CHANGES (SUMMARY)
ALL ANIMALS

UNIT g
REPORT TYPE : Al 104
SEX : FEMALE PAGE : 10
Group Name Administration week-day(effective)
48-7(T) 50-7(7) 52-7(7) 54-7(7) 58-7(T) 62-7(7) 66-7(7)
Contral 13.74+ 1.0 18.4+ 1.1 13.8+ 1.0 13.8% 1.3 14.3% 1.3 14.6% 1.2 14,34 1.4
10 ppm 13.564& 1.1 12,71 0.8xx 13.5+& 1.3 13,3 1.2 13.9+ 0.9 14.0+ 1.1x 13.6%f 0.9%
40 ppm 13.4% 0.9 12,84 1.1xx 13,3+ 1.2 13,44 1.1 13,84+ 1.0 4.1 1.2 13.6+& 1.5
160 ppm 13.2+ 0.9% 12,6 1.1%x 13.3% 1.2 13.2& 1.0 13.44&  0.9xx 13.84% 1.0%x 13,5 1.1xx
Significant difference : ¢ P=0.05 xx 1 P = 0.01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0067
ANTHAL ¢ RAT F344

FOOD CONSUMPTION CHANGES (SUMMARY)

ALL ANINALS

UNIT i g
REPORT TYPE : Al 104
SEX : FEMALE PAGE ¢ 11
Group Name Administration week-day (effective)
70-7(7) 74-7(7) 78-7(7) 82-7(7) 86-7(7) 80-7(7) 84-7(7)

Cantrol 14.5+ 1.8 14,84 3.1 15,0+ 1.3 14.9+ 1.7 14,7+ 2.3 4.7 2.9 15.0% 2.8

10 pem 13.9+ 0.9 13.7+ 2.6 14,3+ 1.5 14,4+ 1.7 14,3 2.0 14.3+ 2.8 14.3+ 2.8

40 ppm 13.8+ 1.2 13.8%+ 2.0 14,04 1.7%x 13.7+ 2.4 13.84 3.4 14,5 2.0 14,0 3.0

160 ppm 13,74+ 0.9%x 13.9+ 1.4 13,7 2.4%% 4.5 1.3 14.1% 1.4% 14.5+ 2.3 14.5+ 1.7

Significant difference : * 1 P = 0.05 x* ¢ P £ 0.01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0087 FOOD CONSUMPTION CHANGES (SUMMARY)

ANINAL © RAT F344 ALL ANIMALS
UNIT g
REPORT TYPE : Al 104
SEX : FEMALE PAGE : 12
Group Name Administration week-day(effective)
98-7(7) 102-7(7) 104~7(7)

Control 15.3+ 3.4 3.5+ 4.1 14.1% 4.1

10 ppm 15,6+ 1.8 5.0+ 2.3 14,7+ 2.0

40 ppm 15,3+ 2.8 14.9+ 1.6 14.4% 3.1

160 pem 5.0 2.4 14.5% 2.6 4.0+ 3.1

Significant difference ; x 1 P = 0.0b ¥ 1 P = 0,01 Test of Dunnett
(1AN260)

BAIS2



APPENDIX F 3

FOOD CONSUMPTION CHANGES (TWO—-YEAR STUDIES:SUMMARY)

MOUSE :MALE



STUDY NO. : 0068
ANIHAL : MOUSE BDF1

FOOD CONSUMPTION CHANGES (SUMMARY)
ALL ANIMALS

UNIT g
REPORT TYPE : A1 104
SEX : MALE PAGE : 1
Group Name Administration week-day(effective)
1-7{7) 2-7(7) 3~7(7) 4-7(7) 5-7(7) 6-7(7) 7-7(7)

Control 4.3& 0.3 4.2+ 0.3 4.2+ 0.3 4.24 0.3 4.2+ 0.3 4.2+ 0.3 3.9+ 0.3

10 ppm 4.2+ 0.3 4.2+ 0.3 4.2+ 0.3 4.4+ 0.3 4.3 0.3 4.3+ 0.3 4.1+ 0.3

30 ppm 4.2+ 0.3 4.2+ 0.3 4.24 0.3 4.4+ 0.5 4.3+ 0.4 4.3+ 0.5 4.1+ 0.4

S0 pem 4.3+ 0.2 4,2+ 0.2 4.3 0.2 4.44% 0.3« 4.3+ 0.3 4.4% 0.3 4.1 0.3%

Significant difference ; * 1 P S 0.05 x 1 P £ 0,01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0088
ANINMAL : MOUSE BDF1

FOOD CONSUMPTION CHANGES (SUMMARY)

ALL ANIXALS

UNIT i g
REPORT TYPE : Al 104
SEX ¢ MALE PAGE : 2
Group Name Agﬁminis‘cratiom week-day (effective)
8-7(7) 8-7(7) 10-7(7) 11-7(7) 12-7(7) 13-7(7) 14-7(T)

Control 4.1+ 0.3 4.1+ 0.3 4.2+ 0.3 4,24+ 0.2 4.3t 0.3 4.3 0.2 4.3+ 0.2

10 ppm 4,3%  0.3%x 4.2+ 0.3 4,3+ 0.3 4,3+ 0.3 4.3+ 0.3 4.3 0.3 4.4 0.3

30 pem 4.3+ 0.3xx 4,24 0.3 4.3 0.3 4,3% 0.3 4.3+ 0.3 4.4%& 0.4% 4.4+ 0.4

80  ppm 4.3+ 0.3x 4.2+ 0.3 4.2+ 0.3 4.3% 0.4 4.3 0.3 4.4+ 0.3 4,4+ 0.3

Significant difference ; * 3 P = 0.05 ¥ ¢ P = 0.01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0088
ANTNAL : MOUSE BDF1

FOOD CONSUMPTION CHANGES (SUMMARY)
ALL ANTMALS

UNIT g
REPORT TYPE : Al 104
SEX : HALE PAGE: 3
Group Name Administration wesk-day(effective)
18-7(D) 22-7(7) 26-7(7) 30-7(7) 34-7(7) 38-7(7) 42-7(7)

Controt 4.6+ 0.2 4.5+ 0.2 4.4+ 0.2 4.5+ 0.3 4,7 0.2 4.7+ 0.2 4.7+ 0.3

10 ppm 4.6+ 0.4 4.6 0.3 4.4+ 0.3 4.4+ 0.8 4.7+ 0.3 4.8+ 0.3 4.8+ 0.3

30 ppm 4.5+ 0.3 4.6+ 0.8 4.4+ 0.3 4.5+ 0.3 4,71 0.3 4,7+ 0.4 4,7+ 0.3

90  ppm 4.4+ 0.3 4.5+ 0.3 4.44 0.3 4.4+ 0.3 4.7£ 0.4 4.7+ 0.4 4.6 0.4

Significant difference * 1 P = 0,05 *x 3 P =< 0,01 Test of Dunnett

(HAN260)

BAIS2



s

STUDY NO. : 0068
ANINAL  : MOUSE BDF1

FOOD CONSUMPTION CHANGES (SUMMARY)

ALL ANIMALS

UNIT g
REPORT TYPE : Al 104
SEX : MALE PAGE : 4
Group Name Administration week-day(effective)
46-7(7) 50-7(7) 52-7(7) 54-7(7) 58-7(7) 82-7(7) 66~7(7)

Control 4.8+ 0.3 4.8+t 0.3 4,9% 0.3 4.9+ 0.2 4.9+ 0.3 4.9+ 0.2 5.0 0.3

10 ppm 4.8+ 0.3 4.8t 0.4 4.9+ 0.3 4.9+ 0.4 5.0+ 0.3 5.0 0.3 5.0+ 0.3

30 ppm 4.8+ 0.3 4,84 0.3 4.9+ 0.3 4.9 0.4 5.0 0.3 5.0& 0.4 5.1 0.4

80 ppm 4.7% 0.4 4.7 0.3 4.9 0.3 4.9+ 0.3 4.9+ 0.3 4.8+ 0.3 4.9+ 0.3

Significant difference ¥ 1P =0.05 x 1 P = 0,01 Test of Dunnett

(HAN260)

BAIS 2



STUDY NO. : 0068
ANINAL : HOUSE BDF1

FOOD CONSUMPTION CHANGES (SUMMARY)
ALL ANINALS

UNIT i g
REPORT TYPE : Al 104
SEX & NALE PAGE: 5
Group Name Administration week-day(effective)
70-7(7) 74-7(7) 78-7(7) 82-7(7) 86-7(7) 80-7(7) 84-7(7)

Control 5,0 0.3 5.0 0.4 5.0 0.4 4.9 0.3 5.1 0.4 5.2+ 0.4 5.2 0.7

10 ppm 5.1 0.4 5.0 0.4 4,9% 0.4 4.8 0.5 5.3% 0.4x 5.1% 0.9 5.2 0.4

30 pem 5.1+ 0.4 5.1 0.4 5.0 0.4 4.9% 0.3 5.2 0.4 5.1+ 0.5 5.1 0.6

90  ppm 5.0 0.5 5.0+ 0.4 4.9+ 0.4 4.9+ 0.4 5.3+ 0.3% 5.2 0.4 5.3+ 0.5

Significant difference ; * 1 P = 0.0 = P = 0.01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0068 FOOD CONSUPTION CHANGES (SUMMARY)

ANIMAL + MOUSE BDF1 ALL ANIMALS
UNIT T g
REPORT TYPE : Al 104
SEX ¢ MALE PAGE : 6
Group Name Administration week-day(effective)
98-7(7) 102-7(7) 104-7(7)

Control 5.2% 0.5 4.9% 0.4 4.8 0.6

10 pem 5.3t 0.6 5.1+ 0.7 5.1+ 0.6

30 ppm 5.1+ 0.7 4.7+ 0.8 4.8+ 0.7

80  pom 5.3 0.4 4.9+ 0.5 4,91+ 0.7

Sionificant difference ¥ 1 P = 0.05 ¥ 3 P = 0,01 Test of Dunnett
(HAN2B0)

BAIS2



APPENDIX F 4

FOOD CONSUMPTION CHANGES (TWO—-YEAR STUDIES: SUMMARY)

MOUSE: FEMALE



STUDY NO. : 0088
ANTHAL : MOUSE BDF1

FOOD CONSUMPTION CHANGES (SUMMARY)

ALL ANIMALS

UNIT HE S
REPORT TYPE : Al 104
SEX : FEMALE PAGE ¢ 7
Group Name Adninistration wesk-day(effective)
1-7(7) 2-7(7) 3-7(7) 4-7(7) 5-7(7) 8-7(7) 7-7(7)

Control 3.7t 0.4 3.6+ 0.3 3.8+ 0.3 4.0+ 0.3 4,1+ 0.3 4.1+ 0.3 4.1+ 0.3

10 ppm 3.6 0.4 3.6 0.3 3.8% 0.3 4.0+ 0.3 4.0+ 0.3 4.2+ 0.3 4.0+ 0.3

30 pem 3.7 0.3 3.8+ 0.3x 3.9+ 0.3 4.1+ 0.4 4.1£ 0.3 4.2+ 0.3 4,0+ 0.3

80 pom 3.7% 0.3 3.8+ 0,3k 3.8 0.3 4.1+ 0.3 4.0+ 0.3 4.2+ 0.3 4.0+ 0.3

Significant difference * P = 0,05 x% 3 P £ 0,01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0068
ANTHAL + HOUSE BDF1

FOOD CONSUMPTION CHANGES (SUMMARY)
ALL ANIMALS

UNIT P g
REPORT TYPE : Al 104
SEX : FEMALE PAGE : 8
Group Name Administration week-day{effective)
8-7(T) 8-7(7) 10-7(7) 11-7(7) 12-7(7) 13-7(7) 14-7(7)

Controt 4,2+ 0.3 4.2+ 0.3 4.2+ 0.3 4,21 0.4 4.3+ 0.4 4.3+ 0.3 4.4+ 0.4

10 ppm 4,24 0.3 4.2+ 0.3 4.2+ 0.3 4.3 0.4 4.3 0.3 4,3+ 0.3 4.3+ 0.6

30 ppm 4.3+ 0.3 4.1 0.3 4.2+ 0.4 4.1 0.4 4.2+ 0.3 4,2+ 0.5 4,3+ 0.4

80  ppm 4.3+ 0.3 4.2+ 0.3 4.2+ 0.3 4.2+ 0.3 4.3+ 0.3 4.3+ 0.3 4.3 0.3

Significant difference ; ¥ 1P = 0,00 ¥* 1 P = 0,01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0068
ANIHAL ~ : MOUSE BDF1

FOOD CONSUMPTION CHANGES (SUMMARY)

ALL ANTMALS

UNIT T g
REPORT TYPE : Al 104
SEX : FEMALE PAGE: ¢
Group Name Administration week-day(effective)
18-7(7) 22-7(7) 26-7(7) 30-7(7) 34-7(7) 38-7(7) 42-7(7)
Control 4.6+ 0.4 4.4+ 0.4 4,3% 0.3 4.3% 0.4 4.6+ 0.6 4,7+ 0.5 4.7 0.4
10 ppm 4,5+ 0.4 4.4+ 0.4 4.2+ 0.4 4.2+ 0.4 4,44 0.5 4.5+ 0.6 4.5+ 0.8
30 ppm 4.4+ 0.4 4.6+ 0.4 4.2+ 0.4 4.3+ 0.4 4.6 0.5 4,5+ 0.8 4.6+ 0.6
80  ppm 4.2+ 0.4x%x 4.3+ 0.5 4.1+ 0.3 4.2+ 0.3 4.4+ 0,5 4.5+ 0.5 4.4  0.4xx
Significant difference : ¥ 1 P = 0.0 ¥ 1 P = 0.01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0088
ANINAL : MOUSE BDF1

FCOD CONSUMPTION CHANGES (SUMMARY)

ALL ANIMALS

UNIT g
REPORT TYPE : Al 104
SEX : FEMALE PAGE : 10
Group Name Administration week-day(effective)
46-7(7) 50-7(7) 52-7(7) 54-7(7) 58-7(7) 62-7(7) 66-7(7)

Controt 4.7+ 0.5 4.4+ 0.5 4.7 0.6 4.7+ 0.5 4.6+ 0.8 4.7+ 0.5 4.7+ 0.5

10 pem 4.5+ 0.5 4.6+ 0.5 4.7t 0.6 4.8+ 0.5 4,8+ 0.7 5.0+ 0.7 5.0 1.2

30 ppm 4.7t 0.4 4.6+ 0.6 4.8+ 0.6 4.7 0.6 4.7+ 0.6 4.7+ 0.6 4.9+ 0.6

80  ppm 4.5+ 0.4 4.4+ 0.4 4.6+ 0.4 4.6+ 0.6 4.8+ 0.5 4.6+ 0.5 4.7+ 0.6

Significant difference *x 1 P = 0.05 *% 1 P = 0,01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0068
ANTHAL : MOUSE BDF1

FOOD CONSUMPTION CHANGES (SUMMARY)
ALL ANIMALS

UNIT P g
REPORT TYPE : Al 104
SEX : FEMALE PAGE @ 11
Group Name Administration week-day(effective)
70-7(T) 74-7(T) 78-7(7) 82-7(7) 86-7(7) 90-7(7) 84-7(7)

Control 4.8+ 0.5 4.9+ 0.6 4.6+ 0.6 4.5+ 0.6 4.6+ 0.6 4.8+ 0.9 5.1+ 0.8

10 ppm 4.7+ 0.7 4.7t 0.6 4.7+ 0.6 4.4+ 0.8 4.8+ 0.7 4.7+ 0.7 4.8+ 0.8

30 ppm 4.9+ 0.8 4.8+ 0.6 4,8+ 0.8 4,5+ 0.6 5.,0& 0.5 4,7+ 0.7 4,9+ 0.8

90  ppm 4.7+ 0.7 4.8+ 0.6 4.5+ 0.8 4.5+ 0.6 4.84% 0.8 4.7 0.7 4.8+% 0.7

Significant difference : x 1 P = 0.06 ¥ : P = 0,01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0068
ANTHMAL : MOUSE BDF1

FOOD CONSUMPTION CHANGES (SUMMARY)

ALL ANTMALS

UNIT g
REPORT TYPE : A1 104
SEX . FEMALE PAGE ¢ 12
Group Name Administration week-day{effective)
88-7(7) 102-7(7) 104-7(7)

Control 5.1+ 0.7 4.9+ 0.6 4.9+ 0.8

10 ppm 5.1+ 0.6 4.7+ 0.7 4.7+ 0.7

30 pem 5.2+ 0.5 4.9+ 0.9 4.8% 0.7*x

80 ppm 4.8+ 0.7 4,7+ 0.8 4.8+ 1.0

Significant difference * 1 P = 0.05 *x : P S 0.01 Test of Dunnett

(HAN260)

BAIS2






APPENDIX G 1

HEMATOLOGY (TWO—-YEAR STUDIES: SUMMARY)

RAT :MALE



STUDY NO. : 0067

ANIMAL * RAT F344

REPORT TYPE : A1

HEMATOLOGY (1) (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : MALE PAGE : 1
Group Name NO. of RED BLOOD CELL HEMOGLOBIN HEMATOCRIT HCV PLATELET
Animals 108/u8 g/de % 2 103/ 148
Control 36 7.88+ 1.5l 14,4+ 2.8 39.7% 7.7 50.3% 3.2 1203+ 253
10 ppm 34 8.12+ 1.42 14,8+ 2.7 40.7% 7.6 50.1% 4,0 - 1151+ 304
40 ppm 32 7.44+ 1.85 13.6% 3.1 36.4+ 9.2 49.1% 8.1 1266 % 376
160 ppm 37 7.47 1.92 13.3+ 3.3 36.4% 9.2 48.8% 4.0 1255+ 273
Significant difference ;7 * : P < 0.05 *x 1 P £ 0.01 Test of Dunnett

(HCLO70)

BAIS2



o

STUDY NO. : 0067
ANTHAL © RAT F344
REPORT TYPE : Al

HEMATOLOGY (2) (SUMMARY)
SURVIVAL ANINALS (104)

SEX : MALE PAGE : 1
Group Name NO. of WBC Differential WBC (%)
Animals 103,/ue N-BAND N-SEG EOSINO BASO HONQ LYMPHO OTHER

Controt 36 6.44+ 2.29 1t 1 514 10 1+ 2 0t 4+ 40t 10 2% 2

10 ppm 34 6.79+ 3.75 2% 2 54+ 12 1+ 1 0+ 4+ 38+ 12 2+ 2

40 ppm 32 31.234 110.32 1+ 2 48+ 15 1£ 2 0% 4+ 39+ 11 7+ 20

160 ppm 37 6.22+ 3.2 3+ 2%k 52+ 12 1+ 1 0% 4% 38=* 11 3+ 6

Significant difference : * 1 P = 0.0 ¥ 1 P = 0,01 Test of Dunnett

(JCL714)

BAIS2



APPENDIX G 2

HEMATOLOGY (TWO—-—YEAR STUDIES: SUMMARY)

RAT: FEMALE



STUDY NO. : 0067

ANIMAL + RAT F344

REPORT TYPE : Al

HEMATOLOGY (1) (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : FEMALE PAGE : 2
Group Name NO. of RED BLOOD CELL HEMOGLOBIN HEMATOCRIT MCV PLATELET
Animals 108/ g/ de % : f¢ 108/14
Control 35 7.66+ 1.78 15.0% 2.7 41,1+ 7.8 55.6%+  10.0 808t 196
10 ppm 41 7.784% 1.77 16.2+ 2.6 41.7% 7.4 55.7 11.7 763+ 258
40 ppm 37 7.92+ 1.45 15.54 2.1 42.44% 5.8 54.8% 8.3 806+ 205
160  ppm 36 7.74+%  1.25 15.0% 1.8 40.1% 6.2 52.5+ 7.3 821+ 249
Significant difference 5 * : P £ 0.05 ¥ 1 P £ 0,01 Test of Dunnett

(HCLO70)

BAIS2



STUDY NO. : 0067

ANIHAL * RAT F344

REPORT TYPE : Al
SEX : FEMALE

HEMATOLOGY (2) (SUMMARY)
SURVIVAL ANIMALS (104)

PAGE ¢ 2
Group Name NO. of WBC Differential WBC (%)
Animals 103/ s N-BAND N-SEG EOSINO BASO HMONO LYHPHO OTHER
Control 35 4,61+ 4.18 3+ 2 42+ 13 1+ 0% 4+ 48k 12 2+ 2
10 ppm 41 8.66+t 17.59 2+ 2 444 18 1£ 0% 4% 43+ 15 6+ 14
40 ppm 37 11.64+ 47.17 3+ 2 47+ 13 1+ 0% 4% 43+ 11 2% 6
160 ppm 36 6.87Lf 20.78 3t 2 43+ 11 = 0t 4+ 44+ 11 44 15
Significant difference ; * 1 P = 0.05 *x : P = 0.01 Test of Dunnett

(JCL714)

BAIS2



APPENDIX G 3

HEMATOLOGY (TWO—-YEAR STUDIES:SUMMARY)

MOUSE :MALE



STUDY NO. : 0068
ANTHAL : MOUSE BDFIL
REPORT TYPE : Al

HEMATOLOGY (1) (SUMMARY)
SURVIVAL ANIMALS (104)

SEX & MALE PAGE : 1
Group Name NO. of RED BLOOD CELL HEMOGLOBIN HEMATOCRIT MCV PLATELET
Animals 108/ 18 g/ % £¢ 103,718

Control 38 10,36+  1.94 14,3+ 2.4 43,1+ 7.5 41,7+ 2.7 2039+ 651

10 pem 31 10,184+ 1,07 14,3+ 1.3 42,9+ 4.4 42,0+ 1.5 2107+ 364

30 pem 35 8.91+ 1.57 13.8% 1.8 41.2% 5.9 41.6% 2.4 1761 % 612

80  ppm 37 10,12  1.35 14.3% 1.7 42,7+ 5.2 42,34 2.4 19564 429

Significant difference ;5 * : P = 0.05 xx ¢ P = 0.01 Test of Dumnett

(HCLO70)

BAIS2



STUDY NO. : 0068

ANIMAL ¢ MOUSE BDF1

REPORT TYPE : Al
SEX : MALE

HEMATOLOGY (2) (SUMMARY)
SURVIVAL ANIMALS (104)

PAGE ¢ 1
Group Name NO. of WBC Differential WBC (%)

Animals 103/ 18 N-BAND N-SEG EOSINO BASO MONO LYNPHO OTHER
Control 38 3.66+ 2.83 1+ 2 37L 13 1+ 2 0t 2+ 58+ 14 1+
10 ppm 31 2.63%+  1.17 1+ 1 36x 11 2% 1* 0t 2% 58% 13 1x
30 pom 35 3.461+ 4,05 2% 2 0t 15 2% 2 0% 1+ 55+ 18 1+
80  ppm 37 3.32+ 1.9 1+ 1 38+ 10 2% 3% [V 3% 54+ 10 1+
Significant difference : * 1P S 0.05 ** 1 P = 0.01 Test of Dunnett

(JCL714)

BAIS2



APPENDIX G 4

HEMATOLOGY (TWO—-YEAR STUDIES: SUMMARY)

MOUSE : FEMALE



L

STUDY NO. : 0068
ANINAL + NOUSE BDF1
REPORT TYPE : Al

HEMATOLOGY (1) (SUMNARY)
SURVIVAL ANIMALS (104)

SEX : FEMALE PAGE : 2
Group Name NO. of RED BLOOD CELL HEMOGLOBIN HEMATOCRIT HCV PLATELET
Animals 106,/ 18 g /d % fe 103/u4

Controt 34 10,02 0.73 14.4% 1.1 42,3k 3.5 42.2% 1.1 1428+ 282

10 ppm 28 9.46%+ 1.30 13.6% 1.7 40.0% 5.3 42.5% 3.3 1223+ 405

30 ppm 18 8.83+ 0.75 14,3+ 0.8 42,44 2.3 43,1+ 2.2 1322+ 305

90  ppm 26 947+ 1.57 13.7% 1.9 40.7% 5.9 43.2% 2.8 12474 405

Significant difference : % : P < 0.05 ¥ P = 0.01 Test of Dunnett

(HCLO70)

BAIS2



STUDY NO. : 0068 HEMATOLOGY (2) (SUMMARY)

ANTHAL : MOUSE BDF1 SURVIVAL ANIMALS (104)
REPORT TYPE : AL

SEX : FEMALE

PAGE : 2
Group Name NO. of WBG Differential WBC (%)
Animals 10318 N-BAND N-SEG EOSINO BASO HONO LYHPHO OTHER

Control 34 3.56+ 5.33 1+ 1 31E 13 3+ 3 0+ 2+ 61k 15 3+ 13

10 ppm 28 2.33+ 1.52 1+ 2 38+ 13 3+ 3 0% 2% 554 15 2% 4

30 ppm 18 3.24+%  4.40 1+ 1 3BE 11 2% 3 0x 2+ b9+ 13 1+ 2

S0 ppm 26 4,90+ 11.45 1+ 2 484+ 17#% 1+ 2 0 24 494 17%x% 1% 1

Significant differencs ; * 1 P = 0.05 ** ¢ P = 0.01 Test of Durnett
(JCL714)

BAIS2






APPENDIX H 1

BIOCHEMISTRY (TWO—-YEAR STUDIES: SUMMARY)

RAT :MALE



STUDY NO. : 0067

ANINAL © RAT F344

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/ de g/ de Tg,/ d4 mg,/ d4 ng,/ de mg,/d4

Control 37 6.8+ 0.5 3.0% 0.2 0.8t 0.1 0.24% 0.06 149t 25 204% 55 271+ 175

10 ppm 35 6.8+ 0.7 3.1% 0.4 0.8+% 0.1 0.26+ 0.08 1561+ 36 2134 61 311+ 214

40 ppm 32 8.7 0.5 3.0% 0.3 0.8+ 0.1 0.3+ 0.50 149+ 26 204+ 57 261+ 147

160  ppm 37 6.7k 0.7 3.0+ 0.4 0.8+ 0.1 0.26+ 0.07 150+ 25 205+ 59 278+ 180

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

(HCLOT4)

BAIS2



STUDY NO. : 0067

BIOCHENISTRY (SUMMARY)

A ANIMAL © RAT F344 SURVIVAL ANIMALS (104)
REPORT TYPE : Al
SEX : MALE PAGE : 2
Group Name NO. of PHOSPHOLIPID GOT GPT LDH ALP LAP G-GTP
Animals mg/df 1U/¢ 1U/2 1U/4¢ 1uU/¢ 1IU/¢ 1u/¢

Control 37 320+ 89 64E 26 21k 13 170+ 49 169+ 151 46+ 5+ 4

10 ppm 35 330+ 102 g4+ 165 21% 17 220+ 218 206% 388 47+ 5% 3

40 ppm 32 319t 101 104+ 196 27% 33 271% 379 180+ 138 47+ 8+ 8
" 160 ppm 37 320+ 106 74t 59 21+ 11 202+ 83 148+ 66 45+ 5k 3

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

(HCLOT4)

BAIS2



i

STUDY NO. : 0067 BIOCHENISTRY (SUMMARY)

ANIMAL ¢ RAT F344 SURVIVAL ANIMALS (104)

REPORT TYPE : Al

SEX : MALE PAGE : 3

Group Name NO. of CPK UREA NITROGEN CREATININE SOPIUM POTASSIUY CHLORIDE CALCIUN

Animals 1U/¢ g,/ d4 mg,/de mEBq,/ ¢ mEq,/ £ mEq/ 2 rg,/ d4
Caontrol 37 81+ 16 29,7 12.5 0.8+ 0.4 141% 2 3.5+ 0.3 105 2 11.0% 0.5
10 ppm 35 95+ 90 30.2t  15.6 0.9+ 0.3 142+ 2 3.8+ 0.8 105+ 2 11.0+ 0.6
40 ppm 32 103+ 77 28.3+ 13.9 0.94% 0.5 1414 2 3.6% 0.5 105+ 2 11.0% 0.7
160 ppm 37 82+% 15 24.7% 7.0% 0.7+ 0.2 141+ 2 3.6% 0.3 106+ 2 11.0% 0.6
Significant difference ; * : P < 0.05 xx : P < 0,01 Test of Dunnett
(HCLO74)

BAIS2



STUDY NO. : 0067

ANIMAL ¢ RAT F344

REPORT TYPE : A1
SEX : MALE

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS (104)

PAGE : 4
Group Name NO. of INORGANIC PHOSPHORUS
Animals ng/ de
Control 37 4.2k 0.8
10 ppm 35 4.5+ 1.9
40 ppm 32 4.2+ 1.5
160 ppm 37 4.4+ 0.9
Significant difference : * : P = 0.05 * 1 P = 0.01 Test of Dumnett

(HCLO74)

BAIS2



APPENDIX H 2

BIOCHEMISTRY (TWO—YEAR STUDIES: SUMMARY)

RAT:FEMALE



STUDY NO. : 0087 BIOCHEMISTRY (SUMNARY)

ANTHAL © RAT F344 SURVIVAL ANINALS (104)
REPORT TYPE : Al

SEX : FEMALE

PAGE: 5
Group Name NO. of TOTAL PROTEIN ALBUMIN A/G RATIO T-BILIRUBIN GLUGOSE T-CHOLESTEROL TRIGLYCERIDE
Animals g/d4 g /de g,/ d4 ng,/ d4 g,/ d2 ng,/ d¢

Cantrot 35 6.9+ 0.5 3.6 0.4 l.1x 0.1 0.32&  0.48 1534 20 148+ 50 163 120

10 pem 41 6.9+ 0.6 3.6% 0.4 1.1+ 0.1 0.50x 1.61 160+ 20 149+ 46 163+ 107

40 ppm 37 7.1% 0.4 3.6+ 0.3 1.1% 0.1 0.256 0.09 158+ 30 1554 40 166+ 108

160 ppm 36 7.0% 0.7 3.6x 0.4 1.1+ 0.1 0.27+%  0.14 155 22 1434 42 194+ 114

Significant difference i * : P = 0.05 ** 1 P £ 0.01 Test of Durnett

(HCLO74)

BAIS2



STUDY NO. : 0087

ANIMAL & RAT F344

REPORT TYPE : A1

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS (104)

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

Contraol 35 270k 98 124+ 164 3Bt 24 203+ 118 152% 131 43+ 3+ 2

10 ppm 41 266+ 79 146 % 202 36+ 21 3164 508 1584+ 123 44+ 3L 2

40 ppm 37 281+ 76 116+ 82 3BL 18 247% 270 133+ 85 43+ 44 3

160 ppm 36 263+ 92 113+ 57 34+ 11 267+% 254 1284 66 41+ 44 2

Significant difference 5 * : P = 0.05 w2 P = 0.01

Test of Dumnett

(HCLO74)

BAIS2



STUDY NO. : 0067

ANIMAL : RAT F344

REPORT TYPE : Al

BIOCHEKISTRY (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : FEMALE PAGE ¢+ 7
Group Name NO. of CPK UREA NITROGEN CREATININE SODIUY POTASSIUM CHLORIDE CALCIUM
Animals 1u/¢ g,/ d2 ng,/de mEq/ ¢ mEq,/ ¢ mEq,/ ¢ ng/d&
Control 35 81k 28 17.8% 5.1 0.5% 0.1 140% 3.5% 0.4 106+ 10.6+% 0.4
10 ppm 41 90L 48 17.5% 4.2 0.5+ 0.1 140+ 3.6k 0.5 105+ 10.6% 0.4
40 ppm 37 884 45 18.8+  10.0 0.6+ 0.4 1404 3.4% 0.3 1044 10.7+ 0.6
160 ppm 36 112+ 177 17.9+ 8.0 0.5% 0.1 140+ 3.5% 0.4 1054 10.6+% 0.5
Significant difference ; PP =0.05 xx ¢ P = 0,01 Test of Dumnett

(CLOT4)

BAIS2



L

STUDY NO. : 0067 BIOCHEMISTRY (SUMMARY)

ANINAL * RAT F344 SURVIVAL ANIMALS (104)
REPORT TYPE : Al

SEX + FEMALE

PAGE ¢ 8
Group Name NO. of INORGANIC PHOSPHORUS
Animals mg,/ d4

Control 35 3.4+ 1.0

10 ppm 41 3.4% 1.0

40 ppm 37 3.4+ 1.5

160 ppm 36 3.5k 0.9

Sienificant difference ; * : P = 0.05 ¥ @ P 5 0.01 Test of Dumnett

(HCLO74)

BAIS2



APPENDIX H 3

BIOCHEMISTRY (TWO—-YEAR STUDIES: SUMMARY)

MOUSE : :MALE



STUDY NO. : 0068

ANIMAL + MOUSE BDFL

REPORT TYPE : Al

BIOCHEMISTRY (SUMNARY)
SURVIVAL ANIMALS (104)

SEX : MALE PAGE : 1
Group Nams NO. of TOTAL PROTEIN ALBUMIN A/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL TRIGLYCERIDE
Animals g/ d2 g/ de ng,/ 44 mg,/ df ng/ de Tg,/ de

Cantrol 37 5.9% 0.9 3.0% 0.5 1.0+ 0.1 0.33+ 0.17 179+ 43 116+ 39 79+ 55

10 pem 31 5.8% 0.6 2.9+ 0.4 1.0% 0.1 0.31% 0.09 191+ 38 1094 37 71 17

30 ppm 35 5.7+ 0.8 2.9% 0.5 1.0% 0.2 0.37+ 0.2 169+ 59 104+ 33 66t 21

90  ppm 37 5.7k 0.7 2.9% 0.3 1.0% 0.2 0.30%& 0.08 1874 44 1034 32 7% 15

Significant difference ;7 * : P = 0.05 *x 1 P E 0.01 Test of Dunnett

(HCLO74)

BAIS 2



STUDY NO. : 0068

ANIHAL + HOUSE BDF1

REPORT TYPE : At

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANINALS (104)

SEX : MALE PAGE ¢+ 2
Group Name NO. of PHOSPHOLIPID GOT GPT LoH ALP LAP CPK
Animals g,/ df 1U/¢ 1U/¢ 1U/¢ 1u/¢ IU/¢ 1U/¢

Contraol 37 203% 60 237k 569 84+ 183 1195+ 3188 205+% 155 1% 30 57% 18

10 ppm 31 194+ 61 1524+ 298 50 % 86 538+ 539 210% 163 87k 26 62& 22

30 pem 35 178+ 58 458+ 1223 170£ 507 2168+ 6185 348k 543 70+ 36 634 34

90 ppm 37 184+ 57 126+ 241 43+ 82 600+ 863 180+ 94 g4t 30 54+ 20

Significant difference i * : P < 0.05 ¥ 1 P = 0.01

Test of Dumnett

(HCLO74)

BAIS2



STUDY NO. : 0068

ANINAL : MOUSE BDF1

REPORT TYPE : 41

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIHALS (104)

SEX + MALE PAGE : 3
Group Name NO. of UREA NITROGEN SODIUM POTASSIUY CHLORIDE CALCIUM INORGANIC PHOSPHORUS
Animals ng,/ de mEq,/ ¢ mEq,/ ¢ mEq,/ & mng,/de mng,/df

Control 37 23.9+ 5.2 154+ 4.3 0.4 123+ 3 9.2+% 0.6 7.5+ 1.1

10 ppm 31 23.4% 3.3 154+ 4.3% 0.4 123+ 9.0% 0.5 7.94 1.1

30 ppm 35 27.3+ 18.4 154+ 4.6% 0.5 122+ 3 9.0% 0.5 8.0+ 1.6

80 ppm 37 22.5% 2.8 1544 4.4% 0.5 123+% 9.0% 0.5 7.8% 1.2

Significant difference ;5 * : P = 0,05 ¥ 1 P S 0.01 Test of Dunnett

(HCLO74)

BAIS2



APPENDIX H 4

BIOCHEMISTRY (TWO—-YEAR STUDIES:SUMMARY)

MOUSE:FEMALE



1

STUDY NO. : 0068

ANTHAL ¢ NOUSE BDF1

REPORT TYPE : Al

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : FEMALE PAGE : 4
Group Name NO. of TOTAL PROTEIN ALBUMIN A/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL TRIGLYCERIDE
Animals g/ df g/d8 ng,/d4 mg/ de mg,/d4 ng/ d4

Cantrol 34 5.3+ 0.5 2.8+ 0.2 1.1+ 0.2 0.32+ 0.10 126+ 28 78t 34 79k 48

10 pom 28 5.5% 1.0 2.8+ 0.3 1.1+ 0.2 0.31+  0.09 131 % 29 72+ 18 74+ 57

30 pem 18 5.34 0.4 2.7k 0.2 1.1+ 0.2 0.34+ 0,08 124+ 25 684 16 83+ 34

80  ppm 26 5.4+ 0.5 2.84 0.2 1.1+ 0.2 0.31&  0.08 127+ 33 78+ 20 67+ 22

Significant difference ; % : P = 0.05 *x 1 P S 0.01 Test of Dunnett

(HCLO74)

BAIS2



STUDY NO. : 0068
ANIMAL : MOUSE BDF1
REPORT TYPE : Al

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : FEMALE PAGE: &
Group Name NO. of PHOSPHOLIPID GOT GPT LDH ALP LAP CPK
Animals 18,/ d4 1U/¢ 1U/¢ 1U/¢ 11U/ ¢ 1U/¢ Tu/¢

Cantrol 34 136+ 55 82k 35 23E 12 351+ 155 234 % 126 58+ 8 67+ 42

10 ppm 28 1304 34 354 37 29% 28 388+ 177 233% g8 61t 11 97t 162

30 pem 18 128+ 28 107+ 49% 284 22 434+ 181 243% 98 59+ 8 67+ 34

90  ppm 26 142+ 45 98+t 74 23% 17 473+ 304 280% 118 57+ 7 87% 46

Significant difference 5 % : P =< 0.05 *x 1 P = 0.01 Test of Dunnett
(HCLO74)

BAIS2



STUDY NO. : 0068

ANIMAL ~ : NOUSE BDF1

REPORT TYPE : AL

BIOCHENISTRY (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : FEMALE PAGE : 8
Group Name NO. of UREA NITROGEN SODIUM POTASSIUN CHLORIDE CALCIUM INORGANIC PHOSPHORUS
Animals ng./de mEq/ ¢ mEq/ 4 mBq,/ 2 Tg,/ d? ng,/ d8

Control 34 19.6% 10.5 1524 4.1+ 0.4 124+ 3 S8.1x 0.5 6.9+ 1.2

10 ppm 28 21.6+ 14.8 151+ 4,2+ 0.5 123% 9.2+ 0.4 7.0% 1.2

30 ppm 18 17.8% 7.4 152+ 4.3% 0.6 124+ 8.0k 0.3 7.5% 1.7

90  ppm 26 20,6 12,7 152+ 4.2+ 0.8 1244 2 9.0+ 0.5 6.9+ 1.1

Significant difference ;5 * : P £ 0.05 ¥ ¢ P = 0,01 Test of Dunnett

(HCLO74)

BAIS 2






APPENDIX I 1

URINALYSIS (TWO—-YEAR STUDIES:SUMMARY)

RAT :MALE



STUDY NO. : 0067 URINALYSIS
ANINAL  RAT F344

SANPLING DATE : 104~7

SEX : MALE REPORT TYPE : Al

PAGE : 1
Group Name NO. of pH, 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 — & + 2+ 3+ 4+ CHI — -+ 2+ 3+ CHI — + 2+ 3+ CHI

Cantrol 37 0 0 12 g 12 [ 0 6 0 0 1 036 37 000 0 0 32 500 37 0 0 0

10 ppm 35 0 1 10 7 12 5 0 6 0 0 1 430 3% 0 0 0 0 0 31 4.0 0 34 1 0 0

40  ppm 32 0 1 11 8 12 0 ¢ 0 ¢ 0 01318 =x 32 0 0 0 0 0 30 2 0 0 30 110

160 ppm 37 0 0 8 9 16 4 0 0 0 1 0 531 37 00 0 0 0 28 9 0 0 37 00 0

Significent difference * ¢ P = 0.05 ¥ 1 P = 0,01 Test of CHI SQUARE
(JCL103X)

BAIS2



STUDY NO. : 0067
ANTHAL ¢ RAT F344
SAMPLING DATE : 104-7

URINALYSIS

SEX : MALE REPORT TYPE : Al PAGE ¢ 2
Group Name NO. of Occult blood UrabiLinogen
Animals — + + 2+ 3+ CHI + + 2+ 3+ 4+ CHI

Control 37 37 0 0 0 0 37 0 0 0 0

10 ppm 35 32 1 0 0 2 3B 0000

40 ppm 32 311000 32 00 090

160 ppm 37 3% 1 0 0 0 37 0 0 0 O

Significent difference * 1 P = 0.05 *x 1 P £ 0,01 Test of CHI SQUARE

(JCL103X)

BAIS2



APPENDIX I 2

URINALYSIS (TWO—-YEAR STUDIES:SUMMARY)

RAT : FEMALE



STUDY NO. : 0067 URINALYSIS
ANTHAL * RAT F344
SAMPLING DATE : 104-7

SEX : FEMALE REPORT TYPE : Al PAGE ¢ 3
Group Name NO. of pll 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 - £ + 2+ 3+ 4+ CHI — + 2+ 3+ CHI — + 2+ 3+ CHI

Control 36 ] 2 7 10 8 8 1 00 3 3 52 3% 006 0 00 30 6 0 0 34 2 0 0

10 ppm 41 0 1 5 11 17 7 0 0 0 0 41423 41 0 0 0 0 0 2912 0 0 40 0 1 0

40 ppm 37 0 1 g 11 13 2 1 0 0 2 8 819 37 00 0 0 0 2710 0 0 33 400

160  ppm 40 1 1 8 8 12 7 3 0 01 0 732 40 0 0 0 0 0 1228 0 0 *x 37 2 01

Significent difference * 1 P = 0.05 # 1 P < 0,01 Test of CHI SQUARE

(JCL103X)

BAIS2



STUDY NO. : 0067

URINALYSIS
ANINAL ¢ RAT F344
SANPLING DATE : 104-7
SEX : FEMALE REPORT TYPE : Al PAGE : 4
Group Name NO. of Occult blood Urcbi Linogen
Animals - & + 2+ 3+ CHI + 4+ 2+ 3+ 4+ CHI

Control 36 3% 0 0 0 1 % 0 0 0 0

10 ppm 41 40 1 0 ¢ 0 41 0 0 0 ¢

40 ppm 37 3B 1 001 37 0.0 0 0

160 ppm 40 3 3 0 0 1 3 1 0 0 0

Significent difference ¥ 1 P = 0.05 *x 1 P = 0,01 Test of CHI SQUARE
(JCL103X)

BAIS2



APPENDIX I 3

URINALYSIS (TWO—-YEAR STUDIES:SUMMARY)

MOUSE MALE



STUDY NO. : 0068

ANIMAL ~ : MOUSE BDF1
SAHPLING DATE : 104~7

SEX : MALE

REPORT TYPE : Al

URINALYSIS

Group Nams

NO. of
Animals

5.0 6.0 68,5 7.0 7.5 8.0 8.5

Protein
— £ + 2+ 3+ 4+

CHI

Glucose

-+ + 2+ 3+ 44

Ketone body
— + 2+ 3

CHI

Occult blood
-+ + 2+ 3+

Controt
10 ppm
30 pem

90  pom

39

32

35

36

0

1

1

0

*%

38 0 0 0

32 0 00

3% 0 0 0

3B 0 0 0

03 0 0

1814 0 0

1818 0 0

*%

*%

*%

3 01 0 2

31 001 00

28 4 0 0 2

311 2 0 2

Significent difference

* : P = 0,01

Test of CHI SQUARE

(JCL104X)



[

STUDY NO. : 0088

ANIMAL : NOUSE BDF1
SAMPLING DATE : 104-7

URINALYSIS

SEX + MALE REPORT TYPE : Al PAGE : 2
Group Name NO. of Urobi linogen
Animals + + 2+ 3+ 4+ CHI

Control 39 38 0 0 0 0

10 ppm 32 32 0 0 0 0

30 ppm 35 3B 00 00

80 ppm 36 3 0 0 0 0

Significent difference *t P S 0.0 xx 1 P = 0,01 Test of CHI SQUARE

(JCL104X)

BAIS2



APPENDIX 1 4

URINALYSIS (TWO-YEAR STUDIES:SUMMARY)

MOUSE: FEMALE



STUDY NO. : 0068

URINALYSIS
ANTMAL : MOUSE BDF1
SAMPLING DATE : 104-7
SEX : FEMALE REPORT TYPE : Al PAGE : 3
Group Name NO. of pli Protein Glucaose Ketane body Occult bleod
Animals 5.0 6.0 6.5 7.0 7.5 8.0 8.5 CHI — & 4+ 2+ 3+ 4+ CHI — & + 2+ 3+ 4+ CHI - + 2+ 3+ CHI -~ £ + 2+ 3+ CHI
Controt 34 0 1 2 11 12 4 0°02 71 0 34 0 0 0 0 0 523 0 0 301021
10 ppm 28 0 0 3 16 5 1 0 117 8 0 1 280 0 0 00 1216 0 0 =« 22 32 01
30  ppm 20 0 2 1 g 3 0 0 011 6 30 20000 00 217 1 0 6 2 011
90  ppm 26 0 1 5 10 6 0 1 01110 4 ¢ = 2 00 000 17 8 0 0 =x 22 2110
Significent difference ¥ ¢ P = 0.05 *x : P £ 0,01 Test of CHI SQUARE

(JCL104X)

BAIS2



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

SEX : FEMALE REPORT TYPE : A1

URINALYSIS

PAGE : 4

Group Name NO. of

Urabi Linogen

Animals + + 2+ 3+ 4+ CHI
Control 34 3 1 0 0 0
10 pom 28 28 0 0 00
30 ppm 20 20 0 0 00
80  ppm 26 26 0 0 0 0
Significent difference * P S 0.05 ¥ ¢ P = 0,01 Test of CHI SQUARE

(JCL104%)

BAIS2







APPENDIX J 1

GROSS FINDINGS (TWO—-YEAR STUDIES: SUMMARY)

RAT :MALE:DEAD AND MORIBUND ANIMALS



STUDY NO.  : 0067 GROSS FINDINGS (SUMMARY)

ANTHAL : RAT F344 DEAD AND MORIBUND ANINALS (0-104%)
REPORT TYPE : Al
SEX : MALE PAGE ¢ 1
Group Name Control 10 ppm 40 ppm 160 ppm
Organ, Findings NO. of Animals 13 (%) 15 (%) 18 (%) 13 (%)
skin/app nodute ¢ (0 1 (D 2 (1D 0 C0
subcutis mass 1 (8 4 (27) 7 (39) 0 {0
lung uhite 00 0 (0 0 (0 1 (8
red 6 ( 46) 5 (33) 8 (44) 8 (62)
uhite patch/zone 1 (8 0 (0 1 (8 0 (0
red patch/zone ) 1 (7 1 (8 0 (0
congestion 0 (0 0 (0 ¢ (0 1 (8
nodule 2 (15 1 (7 0 (0 0 €0
lymph node enlarged 2 (18) 2 (13) 3 (17 1 (8
red 0 (0 1 1 (8 1 (8
thymus enlarged 0 (0 0 (0 2 (1) 0 (0
atrophic 0 (0 0 (0 1 (8 0 (0
spleen enlarged 4 (31 1 (D 5 (28 2 (15)
nodule _ 1 (8 1 (7N 0 (0 0 (0
deformed 0 (0 0 (0 0 (0 1 (8
heart white 0 (0 0 C0 1 (8 )
red 1 (8 0 (0 0 (0 o (0
di lated 0 (0 1 (D 1 (8 1 (8
forestomach sucllen 1 (8 00 00 0 (0
adhesion 0 (0 00 1 (8 00
rupture 0 (0 0 (0 1 (8 1 (8
ulcer 2 (15) 2 (13) 1 (8 3 (23
(HPT080)

RATS2



STUDY NO. & 0067 GROSS FINDINGS (SUMMARY)

ANIMAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX ¢ MALE PAGE ¢ 2
Group Name Control 10 pem 40 ppm 160 ppm
Organ___ Findings NO. of Animals 13 (%) 15 (%) 18 (%) 13 (%)
forestomach  thick 0 (0 0 (o 2 (11 0 (0
gl stomach black patch/zane 0 (0 0 (0 1 (6 1 (8
hemorrhage . 0 (0 1 (7 1 (8 0 (0
ulcer 2 (195) 0 (0 0 ( 0 1 (8
thick 1 (8 0 (0 4 (22) 1 (8
fluid:black 1 ( 8 ¢ (0 3 (11 0 (0
stomach di lated 0 0 1 (7 0 C0 0 (0
gas 0 (0 o0 (0 0 (0 1 (8
small intes red patch/zone 1 (8 0 (0 0 (0 0 (0
dilated 6 (0 2 (13 1 ( 6) 0 (0
cecum gas 0 (0 o (0 0 (0 1 (8
large intes red 0 (0 6 (o 1 (8 0 (0
red patch/zone 0 (¢ 0 0 (0 1 (' 6) 0 0
di lated 1 (8 1 (N 0 (0 0 (0
Liver enlarged 1 (8 5 (39%) 4 (22 2 (15)
pale 0 (0 2 (13 2 (1D 0o
white patch/zone 1 {8 0 (0 1 (8) 2 (18)
nodule 0 (0 1 (7 0 (0 0 (0
herniation 1 (8 1 (" 0 (0 0 (0
pancreas nodute 0 (0 0 (0 0 (0 1 (8
kidney enlarged 1 (8 1 (D 1 (8 1 (8
white patch/zane 1 (8 o (0 0 (0 0 (0
(HPT080)

BATS 2



STUDY NO. : 0067 GROSS FINDINGS (SUMMARY)
ANIMAL © RAT F344 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX ¢ MALE PAGE ¢ 3
Group Name Controt 10 ppm 40 ppm 180 ppm
Organ Findings NO. of Animals 13 (%) 15 (%) 18 (%) 13 (%)
kidney red patch/zone 0 (0 1 (D 0 (0 0 (0
cyst 0 (0 1 (7 0 (0 0 (0
granular 2 (1) 3 (20 4 (22) 3 (23)
di lated 0 (0 1 (N 0 (0 1 (8
urin bladd di lated 0 (0 0 (0 1 (8 0 (0
urine:marked retention 2 (195) Q)] 0 (0 1 (8
pituitary enlarged 3 (23 5 (33) 8 (44) 4 (31)
red patch/zone 1 (8 0 (0 1 (8 0 (0
black patch/zone 0 (0 0 (0 1 ( 8) 0 (0
nodule 2 (19) 2 (13) 2 (1D 0o (0
thyroid enlarged 18 0 (0 1 (8 18
nadule 0 (0 1 (7 1 (8 1 (8
adrenal enlarged 1 (8 0 (0 1 (6 ¢ (0
testis enlarged 1 (8 0 (0 0 (0 0 (0
atrophic 4 (31 0 (0 3 (17 0 (0
edema 0 (0 0 (0 0 (0 1 (8
nadule 10 (77 7 (47 5 (28 8 (46)
fluidired 0 (0 0 (0 0 (0 1 (8
brain suallen 0 (0 o (0 1 ( 8) o (0
broun patch/zone 0 (0 1 (D 0 (0 0 (0
black patch/zane 0 (0 0 (0 0 (0 1 (8
hemorrhage 1 {8 00 1 (8 0 (0
(HPT080)

BAIS2



STUDY NO. @ 0087 GROSS FINDINGS (SUMMARY)
ANIMAL : RAT F344 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX + MALE PAGE : 4
Group Name Controt 10 ppm 40 pem 160 ppm
Organ_____ Findings, NO. of Animals 13 (%) 15 (%) 18 (%) 13 (%)
periph neru swollen 1 (8 0 (0 0 (0 0 (0
oye white 0 (0 1 (7 0 (0 0 (0
red 2 (15 1 (7D 2 (1 1 (8
Harder gt suolien 1 (8 0 (o 0 (0 0 ( 0)
black patch/zone 0 (0 0 (0 0 (0 1 (8
Zymbal gl nodule ¢ (0 0 (0 0 (0 1 (8
muscle mass 0 (0 0 (0 0 C0 1 (8
bone nodute 2 (15) 0 (0 0 (0 0 (0
peri taneum nadule 0 (0 1 (D 0o (0 2 (15)
abdominal ¢ hemarrhage 1 (8 1 (7N 0 (0 (NG
nadule 0 0 1 (7 0 (0 0 (0
nass 1 (8 1 (7D 0 ( 0 1 (8
ascites 3 (23 1 (D 0 (0 3 (23
adipose nodute 2 (15 1 (7 2 (11 0 (0
thoracic ca hemorrhage 0 (0 ¢ (0 1 (8 0 (0
pleural fluid 2 (15) 3 (20) 2 (11) 2 (15)
other nodule 0 (0 1 (7 0 (0 0 (V 0)
whole bady anemic 0 (0 0 (0 1 (6 0 (0
(HPT080)

BAIS 2



APPENDIX J 2

GROSS FINDINGS (TWO—YEAR STUDIES: SUMMARY)

RAT:FEMALE :DEAD AND MORIBUND ANIMALS



STUDY NO.  : 0067 GROSS FINDINGS (SUMMARY)
ANTMAL © RAT F344 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : A1
SEX ¢ FENALE PAGE: 5
Group Name Control 10 ppm 40 ppm 160 ppm
Organ, Findings NO. of Animals 15 (%) 9 (%) 13 (%) 12 (%)
subcutis jaundice 1 (7 2 (22 2 (15) 1 (8
mass 4 (27 2 (22 3 (23 7 { 58)
lung red 2 (13) 4 ( 44) 3 (23 1 (8
uhite patch/zone 1 (D 1 (1) 0 (0 0 (0
red patch/zone 1 (D 0 (0 0 (0 0 (0
nodule 1 (7N 1 (1) 1 (8 0 (0
Lymph node enlarged 1 (7 I (1 2 (15) 00
red 0 (0 1 (1) 0 (0 o ( 0)
thymus entarged 0 (0 1 (1D 0 (0 00
spleen entarged g (80) 4 (49) 5 (38) 2 (17
uhite patch/zone 0 (0 1 (1) o0 0 (0
nadule 1 (7 0 (0 1 (8 1 (8
adhesion 0 (0 ) 1 (8 0 (0
heart white 1 (D 0 (0 0 (0 1 (8
uhite patch/zone 1 (D 0 (0 1 (8 1 (8
tongue nodule 0 (€0 1 (1D 0 (0 0 0
forestomach red 0 (0 0 (0 1 (8 0 (0
nodule 1 (7 0 (0 0 (0 0 (0
ulcer 4 (27 I (1 3 (23 5 (42
thick 0 (0 0 (0 0 (0 1 (8
gl stomach red patch/zone 0 (0 1 (1) 1 (8 0 (0
black patch/zone 0 {0 0 (0 0 (o 1 (8
(HPT080)

BAIS2



STUDY NO.  : 0067 GROSS FINDINGS (SUMMARY)
ANINAL + RAT F344 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE : 6
Group Name Controt 10 pem 40 ppem 160 ppm
Organ___ Findings NO. of Animals 15 (%) g (%) 13 (%) 12 (%)
gl stomach ulcer 4 (21) 3 (33 2 (1%8) 3 (25
thick 00 1 (1D 1 (8 2 (17
small intes red patch/zone 1 (7 0 (0 0 (0 0 (0
broun patch/zone 0 (0 0 (0 1 (8 0 (0
black patch/zone 0 ( 0 1 (1D 0 (0 0 ( 0)
di lated 1 (7D o (0 0 (0 0 (0
cecum dilated 1 (7 0 (0 0 (0 0 (0
colon di lated 1 (7 0 (0 0 (0 0 (0
large intes  broun patch/zane 0 (0 0 (0 1 (8 0 (0
Liver enlarged 1 (7 0 (0 0 (0 1 (8
pale 1 (7 1 (1) 1 (8 1 (8
yellow 1 (D 0 (0 1 (8 1 (8
uhite patch/zone 0 (0 1 (1D 0 (0 1 (8
red patch/zone 1 (D 0 (0 0 (0 1 (8
nodule 1 (7 0 (0 0 (0 0 (0
rough 1 (7N 0 (0 0 (0 1 (8
aranular 0 0 0 €0 3 (23) 0 (0
herniation 1 Cmn 1 (1) 1 (8 1 (8
kidney enlarged 0 C 0 0 (0 1 (8 0 (0
green 0 (0 0 (0 0 (0 1 (8
white patch/zone 0 (0 0 (0 1 (8 0 (0
granular 0 (0 1 (1) 0 (0 1 (8
(HPT080)

BAIS2



STUDY NO. = 0087 GROSS FINDINGS (SUMMARY)

ANTHAL © RAT F344 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX © FEMALE PAGE ¢ 7
Group Name Control 10 ppm 40 pem 160 ppm
Organ______ Findings NO. of Animals 15 (%) 9 (%) 13 (%) 12 (%)
urin bladd di lated 0 (0 00 o0 Co 1 (8
pituitary enlargsd 6 (40) 3 (33 4 (31) 3 (29)
red patch/zone 1 (7 2 (22 1 ( 8) 1 (8
brown patch/zone 0 (0 0 (0 1 (8 0 (0
black patch/zone 1 (D 0 (0 00 0o
nodule 4 (2n 0 (0 1 (8 1 (8
thyroid nodute 1 (D 0 (0 0 (0 0 ( 0
adrenal enlarged 1 (7 0 (0 0 (0 0 (0
ovary enlarged 1 (D 1 (1D 0 (0 0 (0
fluid:transparent 1 (D 00 0 (0 0 (0
uterus enlarged 00 1 (1) 0o 0 (0
nodule 3 (20 2 (22) 2 (15) 1 (8
dilated lumen 0 (0 0 (0 0 (0 1 {8
vagina nodule 1 (7 (UG ¢ (0 0 (0
di Lated 0 (0 0 (0 1 (9 1 (8
dilated Llumen () 6 (0 1 (8 0 (0
fluidired 0 (0 00 1 (8 1 (8
fluid:brown 1 (7 0 (0 0 (0 00
fluid:black 1 (D 0 C0 o 0 0 €0
fluidiwhite 1 (7D 0 (0 1 (8 0 (0
prep/cli gl nodute 0 (0 0 (0 0 (0 1 (8
brain red patch/zone 0 (0 0 (€0 1 (8 1 (8
(HPT080)

BAIS2



STUDY NO. & 0067 GROSS FINDINGS (SUMMARY)
ANTMAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE ¢ 8
Group Name Control 10 ppm 40  pem 160  ppm
Organ_____ Findings NO. of Animals 15 (%) 9 (%) 13 (%) 12 (%)
spinal cord red patch/zane 1 (7D 0 (0 0 (0 0 (0
eve red 0 (0 1 (1D 0 (0 0 (0
brown 0 (0 0 (0 0 (0 1 (8
mediastinum nodule 1 (7 0 (0 () 0 (0
mass 0 (0 1 (1 0 (0 0 (0
retroperit mass 0 (0 1 (1) 0 (0 0 (0
abdoninal ¢ hemorrhage 1 (D ¢ (0 1 (8 1 (8
nodule 0 (0 0 (0 0 (0 1 (8
mass 0 (0 00 1 (8 00
ascites 1 (D 0 (0 0 (0 0 (0
adipose nodule 0 (0 1 (1D o (0 1 (8
thoracic ca  hemarrhage 0 (0 0 (0 00 1 (8
pleural fluid 3 (20) 1 (11) 3 (23 2 (17
other nodule 0 (0 0 (0 0 (0 1 (8
uhote bady anemic 0 (0 0 (0 1 (8 1 (8
jaundice 1 (N 1 (1D 1 (8 1 (8
(HPT080)

BAIS2



APPENDIX J 3

GROSS FINDINGS (TWO-YEAR STUDIES: SUMMARY)

RAT:MALE: SACRIFICED ANIMALS



STUDY NO. & 0067 GROSS FINDINGS (SUMMARY)

ANTMAL © RAT F344 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX + HALE PAGE ¢ 1
Group Name Control 10 ppm 40 ppm 160 pem
Organ____ Findings NC. of Animals 37 (%) B (%) 32 (%) 37 (%)
skin/app nodule 4 (1) 4 (1) 5 {16) 3 (8
mass 0 (0 0 (0 0 (0 I (3
subcutis mass 7 (19) 9 (26) 13 (41 18 (49)
lung white patch/zone | 1 (3 6 (0 3 (9 3 (8
red patch/zone . 0 (0 0 (0 0 (0 1 (3
vellow patch/zane ¢ (0 0 (0 1 (3 0 (0
brown patch/zone 0 (0 1 {3 0 (0 0 (0
nadute . 1 (3 2 (8 0 (0 5 (14)
adhesion ¢ (0 1 (3 0 (0 00
Lymph node enlarged 0 (0 0 (0 0 (0 2 (9
spleen enlarged 2 ( 5) 1 (3 5 (16) 4 (1D
red ¢ (0 U ON)) 1 (3 0 0
infarct 0 (0 0 (0 1 (3 1 (3
nodule _ 0 (0 1 (3 1 (3 2 ( 9)
deformed 0 (0 0 (0 1 (3 )
accessory spleen 00 0 (0 1 (3 0 (0
scarred 0 (0 1 (3 0 (0 1 (3
tongue nadule 0 (0 1 (38 1 (3 0 (0
saljvary gl atrophic 0 (0 0 (0 1 (9 0 (0
small intes red patch/zone 1 (3 0 (0 0 (0 0 (0
Liver enlarged 1 (3 1 (3 2 (8 0w
suwotlen 0 C0 1 (3 00 0 (0
(HPT080)

RATR O



[P

STUDY NO. & 0067 GROSS FINDINGS (SUMMARY)

ANIMAL + RAT F344 SACRIFICED ANIMALS (104W)

REPORT TYPE : Al

SEX ¢ MALE PAGE : 2

Group Name Control 10 ppm 40 ppm 160 ppm

Organ Findings ¥0. of Animals 37 (%) 3B (%) 32 (%) 37 (%)

Liver atrophic 1 3) 0 (0 o (0 2 (5
white patch/zone 0 0) 1 (9 0 (0 1 (3
red patch/zone 0 0) () ¢ (0 1 (3
yellaw patch/zone 1 3) 2 ( 8) 0 (0 1 (3
broun patch/zone 1 3) 0 (0 0 (0 2 (5
nadule 1 3) 1 (3 1 (38 5 (14)
oyst 2 5) 0 (0 1 (3 1 (3
roush 1 3) 1 (3 2 (6 3 (8
herniation 0 0) 0 ( 0) 2 ( 8) 4 (11)

pancreas nodule 0 0) 0 (0 3 (9 0 (0

kidney nodute 0 0) 0 (0 1 (3 0 (0
oyst 1 3) 1 (3 0 (0 1 (3
granular 33 ( 89) 31 (89) 26 ( 81) 30 (81)

urin bladd nodule 0 0) 1 (3 0 (0 0 (0
fluid:ired 0 0) 1 (3 0 (0 0 (0

pituitary enlargsd 8 (22 5 (14) 3 (9 g (29
red patch/zone 2 5) 1 ( 3) 2 ( 8) L (3
nodule 4 (11 3 (9 5 (18) 4 (11
oyst 2 (9 0 (0 1 (3 0 (0

thyroid enlarged 1 3) 4 (11 4 (13) 2 ( 5)
red 1 3) 0 (0 0 (0 0 0
nodule 2 5) 3 (9 ¢ (0 3 (8

(HPT080)

BAIS2



STUDY NO. & 0067 GROSS FINDINGS (SUNMARY)

ANIMAL ¢ RAT F344 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX : MALE PAGE : 3
Group Name Control 10 ppm 40 ppm 180 ppm
Organ_____ Findings NO. of Animals 37 (%) 35 (%) 32 (%) 37 (%)
adrenat enlarged 2 (9 1 (3 2 ( 8) 3 (8
atrophic 0 (0 00 0 (0 1 (9
testis enlarged 0 (0 2 ( 8) 1 (3 2 (5
atrophic 4 (11) 4 (1D 7 (22) 10 (27
nodule 35 (95) 33 (84) 30 (84 36 (9N
cyst 0 (0 2 ( 86) 0 (0 0 (0
senin ues atrophic 23 (82) 21 ( 80) 18 ( 56) 24 ( 85)
prep/cti gl nodule 3 ( 8 1 (3 2 ( 8) 1 (3
eye white 1 (3 0 (0 0 (0 0 (0
uhite patch/zone 1 (3 0 00 o (0
Zymbal gl nadute 1 (3 0 (0 1 (3 0 (0
nuscle mass 0 (0 1 (3 ¢ (0 0 (0
per i toneun nodule 1 (3 1 (3 2 (8 3 (8
fluid:brown ) 0 (0 0 ( 0 1 (3
abdominal ¢ ascites 0 (0 1 (3 1 (93 3 (8
mesenteriun  nodule 0 0 (0 0 C0 1 (3
fluidtbrown 0 (0 0 (0 00 1 (3
adipose nodule 1 (3 7 (20) 7 (22) 6 (16)
thoracic ca pleural fluid 0 (0 00 00 1 (3
other suotlen 1 (3 0 (0 ¢ (0 0 (0
noduls 1 (3 0 (0 3 (9 0o (0
mass 1 (3 0 (0 0 (€0 1 (3
(HPT080)

RAIS2



STUDY NO.  : 0087

GROSS FINDINGS (SUMMARY)

ANIHAL : RAT F344 SACRIFICED ANIMALS (104W)

REPORT TYPE : 41

SEX : MALE PAGE : 4
Graup Name Controt 10 ppm 40 ppm 160  ppm

Organ Findings NO. of Animals 37 (%) 3% (%) 32 (%) 37 (%)

whole body anemic 2 ( 5) 1 (3 2 (6 1 (3

(HPT080)

BAIS2



APPENDIX J 4

GROSS FINDINGS (TWO—-YEAR STUDIES: SUMMARY)

RAT . FEMALE: SACRIFICED ANIMALS



STUDY NO. ¢ 0067 GROSS FINDINGS (SUMMARY)
ANIMAL + RAT F344 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX : FEMALE PAGE : 5
Group Name Cantrol 10 ppm 40 ppm 160 ppm
Organ__ Findings NO. of Animals 35 (%) a1 (%) 37 (%) 38 (%)
skin/app nacdule 1 (3 0 (0 1 3) 2 ( 5)
subcutis jaundice 1 (3 1 (2 0 0) 0 ( 0
mass 8 (23) 10 ( 24) 11 30) 23 ( 81)
tung white patch/zane 1 (3 0 (0 0 0) 0 (0
red patch/zone o0 (0 0 (0 0 0) 2 (9
yeliow patch/zane 0 (0 o (o0 1 3) 2 ( 5)
broun patch/zone 0 (O 1 (2 0 0) 0 (0
nodute 1 (3 2 (B 0 0) ¢ (0
Lymeh nade enlarged 1 (3 1 (2 0 0 0 (0
thymus entarged 0 (0 1 (2 0 0 0 (0
splesn enlarged 2 ( 8) 6 (15 3 8) 5 (13)
infarct 1 (3 1 (2 0 0 0 (0
nodule 0 (0 0 (0 0 0) 1 (3
roush 0 (0 0 (0 1 3) 0 (0
heart enlarged 0 (0 1 (2 0 0 )
uhite 0 (0 0 C0 0 0 1 (3
white patch/zone 0 (0 1 (2 0 0) 0 (0
tancus white patch/zone 0 (0 0 (0 1 3) 0 (0
nodule 1 (3 0 (0 0 0) 0 (0
gl stomach thick 0 (0 0 (0 0 0) 1 (3
small intes nodule 1 (3 o (0 0 0) 1 (3
di lated 00 00 1 3) 0 (0
(HPT080)

BAIS2



STUDY NO. & 0067 GROSS FINDINGS (SUMMARY)
ANTHAL ¢ RAT F344 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE: 6
Group Name Control 10 pem 40  pem 160  ppm
Organ_____ Findings NO. of Animals 3B (%) 41 (%) 37 (%) 38 (%)
Liver white patch/zone 0 0) 0 (0 1 3) 0 (0
red patch/zone 1 3) 1 (2 1 3) 0o (0
nadule 2 8) 1 (2 2 5) 2 (9
roush 3 9) 3 (7 2 5) 3 (8
herniation 7 20) 3 (7 3 8) 7 (18)
kidney green 0 0) 1 (2 0 0) 0 (0
black 1 3) 0 (0 0 0) 0 (0
nadute 1 3) 0 (0 0 0 0 (0
cyst 0 0) 0 (0 0 0) 1 (3
granular 10 (29) 8 (20 g (24) 7 (18)
pituitary enlarged 6 (17 3 (D 3 8) 6 (16)
red patch/zaone 6 (17 7 (17 10 (27 g (24)
nodute 5 (14) 5 (12) 3 8) 8 (21)
thyroid enlarged 2 6) 4 (10) 2 5) 0 (0
black patch/zone 1 3) 0 (0 0 0 0 (0
nadule 0 0) 4 (10) 3 8) 1 (3
adrenal enlarged 1 3) 0 (0 1 3) 2 ( 9)
broun 1 3) 0 ( 0 0 0) 0 (0
avary enlarged 1 3) 0 (0 0 0 o0 (0
nodute 1 3) 0 (0 0 0) 0 (0
cyst 2 6) 2 (5 3 8) 1 (3
uterus atrophic 1 3) 0 (0 0 0) 0 (0
(HPT080)

BAIS2



STUDY NO.  : 0087 GROSS FINDINGS (SUMHMARY)

ANTHAL © RAT F344 SACRIFICED ANINALS (104W)
REPORT TYPE : A1
SEX : FEMALE PAGE ¢+ 7
Group Name Controt 10 ppm 40 ppm 160  pem
Organ____ Findings NO. of Animals 3B (%) 41 (%) 37 (%) 38 (%)
uterus nedule 5 (14) 7 {17 2 (5 3 (8
cyst 0 (0 0 (o 0 (0 1 (3
dilated lumen 1 (3 4 (10 3 (8 0 (0
vagina fluidired 1 (3 0 (0 0 (0 0 (0
prep/cti gl nodule 1 (3 30D 2 (8 I (3
brain turbid 0 (0 1 (2 0 (0 0 (0
oye white 0 (0 0 (0 1 (3 1 (3
muscle nodule . 1 (93 0 (0 0 (0 0 (0
peri toneun black patch/zane 1 (3 0 (0 0 (0 0 C0
abdominal. ¢ ascites 0 (0 1 ( 2 0 (0 6 (0
adipose broun _ 0 (0 1 (2 0 (0 0 (0
nadule 1 (93 2 { 9) 4 (11 2 (5
thoracic ca  pleural fluid 1 (3 i (2 00 1 (9
other nadule 0 (0 1 (2 0 (0 0 (0
whale body anemic 00 2 (5 00 1 (3
Jjaundice 0 (0 1 (2 0 (0 0 (0
wasting 1 (3 0 (0 0 (0 ()
(HPT080)

BAIS2



APPENDIX J 5

GROSS FINDINGS (TWO—YEAR STUDIES:SUMMARY)

MOUSE:MALE:DEAD AND MORIBUND ANIMALS



STUDY NO. = 0068 GROSS FINDINGS (SUMHMARY)

ANTMAL : HOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX ¢ NALE PAGE + 1
Group Name Control 10 pem 30 pom 80  ppm
Organ______ Findings NO. of Animals 11 (%) 17 (%) 1B (%) 13 (%)
subcutis edema 1 (9 0 (W 0 (0 1 (8
rodule 0 (0 1 ( 8) 0 (0 0 (0
mass 0 C0 0 (0 00 1 (8
tung red 3 (27 2 (12) 2 (13) 1 (8
white patch/zone 1 (9 00 0 (0 0 (0
red patch/zone 0 (0 1 (6 () 2 (15)
hemorrhage 1 (9 0 (0 3 (20 0 (0
nodule 1 (9 6 (35) 5 (33) 5 (38)
Lymph node enlarged 1 {9 3 (18) 1 (7N 2 (18)
nodute 0 o 1 (8 0 (0 0 (0
thymus involution O] 00 1 (D 0 (0
spleen entarged 3 (21 1 (8 3 (20 0w
atrophic 0 ( 0 0 (0 3 (20 0 (0
uhite patch/zone 1 (9 0w 0 (0 0 (0
black patch/zone ‘ 0 (0 1 (8 1 (D 1 (8
noduls [ G)) 4 (24) 2 (13) 2 (195
heart nodule 00 1.(8 0 (0 0 (0
di lated 0 {0 1 (8 0 (0 00
tongue nadule 1 (9 0 (0 0 (0 0 (0
gl stomach red patch/zone 1 (9 1 (8 ¢ (0 ¢ (0
hemorrhage 0 (0 1 (8 0 (0 0 (0
uleer 0 C0 00 (7 00
(HPT080)

RATS 2



STUDY NO. : 0088 GROSS FINDINGS (SUMMARY)
ANTMAL + MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX ¢ MALE PAGE + 2
Group Name Control 10 pom 30 pem 80  ppm
Organ___ Findings NO. of Animals 11 (%) 17 (%) 15 (%) 13 (%)
gl stomach thick 0 0 5 (29 2 (13 0 (0
fluidired 0 (0 0 (0 1 (D 0 (0
fluidiblack 0 (0 o (0 ¢ (0 1 (8
stomach black patch/zone 0 (0 1 (6 0 (0 00
ditated 1 (9 0 (0 0 (0 0 (0
smatl intes ditated 0 (0 [ GY) 1 (D 0 (0
cecun di lated 1 (9 00 0 (0 0 (0
anus hemorrhage 0 (0 1 ( 8) 0 (0 0 (0
largs intes hemorrhage 0 (0 1 ( 8) 0 (0 0 (0
di lated 1 (9 1 (8 1O 0 (0
Liver enlarged 1 (9 1 (8 1 (7 0 (0
turbid 0 €0 0 (0 1 (D 0 (0
pals 1 (9 0o (0 0 (0 1 (8
white patch/zone 1 (9 1 (8 0 (0 0 (0
nodule 7 (64) 7 (41 8 (53 g (89
kidney enlarged 0 (0 1 (8 ¢ (0 0 (0
hydroneéhrosi s 0 (0 1 (6 IO 0 (0
urin bladd dilated 0 (0 2 (12) 0 (0 0 (0
urinesmarked retention 3 (27 3 (18) 3 (20 0 Co
fluidiuhite ¢ (0 1 (8 0 (0 0 (0
pituitary enlarged 0o (0 1 (8 0 (0 0 (0
testis enlarged 0 (0 1 (8 0 (0 0 {0
{HPT080)

BAIS 2



STUDY NO. ¢ 0068 GROSS FINDINGS (SUMMARY)
ANIMAL © MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX + MALE PAGE ¢ 3
Group Name Control 10 ppm 30 ppm 80 ppm
Organ Findings. NO. of Animals 11 (%) 17 (%) 15 (%) 13 (%)
epididynis nodule 0 (0 1 (6 0 (0 00
semin ves enlarged 1 (9 3 (18) 1 (D 1 (8
broun 0 (0 2 (12) 1 (7 0 (0
red patch/zone 1 (9 0 (0 0 (0 0 (0
nodute 00 1 (8 0 0 0 (0
prep/cli gl nodule 1 (9 4 (24) 3 (20 1 (8
spinal cord hemarrhage 0 (0 1 (6 0 (0 0 (0
Harder ol nodule 1 (9 0 (0 0 (0 0 (0
muscle nodule 1 (9 o (0 0 (0 ¢ (0
vertebra nadute 0 (0 1 { 8) 0 (0 0 (0
retroperit nodule 0 (0 1 (8 1 (7 0 (0
abdominal ¢ hemorrhage 1 (9 2 (12) 2 (13) 3 (23
ascites 2 (18 1 (8 1 (7 1 (8
adipose nodute 1 (9 2 (12) 2 (13) 3 (23
mass 0 (0 0 (0 1 (7 0 (0
tharacic ca hemorrhage 1 (9 1 (8 1 (D 0 (0
pleural fluid 1 (9 3 (18) 0 (0 1 (8
other enlarged 1 (9 0 (0 0 (0 o (0
red 0 (0 0 (0 1 (7D ()
(HPT080)

BAIS2



APPENDIX J &6

GROSS FINDINGS (TWO—-YEAR STUDIES:SUMMARY)

MOUSE:FEMALE :DEAD AND MORIBUND ANIMALS



STUDY NO.  : 0068 GROSS FINDINGS (SUMMARY)
ANI¥AL : MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE : 4
Group Name Controt 10 pem 30 ppm 80  ppm
Organ_____ Findings NO. of Animals 15 (%) 22 (%) 31 (%) 24 (%)
subcutis congestion 1 (D 0 (0 0 (0 0 (0
edema 5 (33) 5 (23 9 (29 4 (17)
mass 1 (D 2 (9 3 (10 3 (13)
lung pale 0 (0 0 (0 1 (9 0 (0
red 4 (21 4 (18 7 (23 8 (33
uhite patch/zone 0 (0 1 (8 1 (3 00
red patch/zone 1 (7N 0w 2 (6 1 (a9
congestion 0 (0 0 (0 00 1 (8
edama 00 3 (14 2 (8 0 (0
nodule 2 (13) 1 (8 1 (8 5 (21)
lymph node enlarged 6 ( 40) 12 ( 55) 17 ( 55) 7 (29)
red 0 (0 0 (0 1 (3 1 (4
thymus enlarged 0 (0 0 Co 0 €0 1 e
inuolution 00 1 (95 00 14
spleen enlarged 6 {40 7 (32) 13 (42) 9 (38)
uhite patch/zone 0 (0 1 (9 0 (0 1 (a
black patch/zone 0 (0 1 (9 0 (0 1 (8
nadule 1 (7 1 (5 1 (3 3 (13)
deformed 0 (0 1 (8 0o (49
heart snlarged 1 (D 0 (0 0 (0 0 (0
white patch/zone 0 (0 0 C o0 0 C o 14
‘tongue nodule o (0 0 (0 1 (3 0 (0
(HPT080)

BAIS2




STUDY NO.  : 0068 GROSS FINDINGS (SUMMARY)
ANTHAL + MOUSE BDF1 DEAD AND MORIBUND ANINALS (0-104W)
REPORT TYPE : Al
SEX © FENALE PAGE : 5
Group Name Controt 10 ppm 30 pem 80  pom
Organ___ Findings NO. of Animals 15 (%) 22 (%) 31 (%) 24 (%)
forestomach  thick 00 00 1 (3 0 (0
fluid:black 0 (0 0 (0 1 (3 0 (0
gl stomach red patch/zane 0 (0 1 (5 0 (0 1 (4
black patch/zone 2 (13) 0 (0 0 (0 0 (0
hemorrhage )] 1 (5 0 (0 ()]
ulcer 0 (0 0 (0 0 (0 1 (4
thick 1 (7 1 ( 9) 5 (16) 2 (8
fluid:black 00 0 (0 Q) 0 C0
stamach nodule 0 (0 0 (0 2 (6 0 (0
flujd:broun 00 1 (9 0 €0 00
small intes red patch/zone 0 (0 0 (0 0 (0 14
fluid:brown 0 (0 1 ( 5) 0 (0 0 (0
fluidiblack ¢ (0 ¢ (0 1 {3 1 (4
Liver enlargsd 4 (27 3 (1 5 (16) 4 (17
suollen 1 (7 1 (9 0 {0 0 (0
pale 1 (D 0 (0 ¢ (0 0 (0
white patch/zone 3 (20 3 (14) 7 (23) 6 (25)
red patch/zone 0 (0 1 ( 5) 0 (0 1 (4
nodule 1 (N 2.0 9 7 (23) 3 (13)
granular 0 0 o (0 1 (3 0 (0
gall bladd dilated 1 (D 0 (0 0 (0 o (0
pancreas nodule 0 (0 0 (0 1 (3 2 (8
(HPT080)

BAIS 2



STUDY NO.

¢ 0068

GROSS FINDINGS (SUMMARY)

ANIMAL ¢ MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-104W)
REPORT TYPE : Al
SEX : FEMALE PAGE : 6
Group Name Control 10 ppm 30 pem 80  ppm
Organ____ Findings NO. of Animals 15 (%) 22 (%) 3L (%) 2 (%)
pancreas fluidsuhite 0 (0 0 (0 1 (3 0 (0
kidney enlarged 0 (0 0 ( 0 1 (3 ¢ (0
pale 147 0 (0 1 (3 0 (0
uhite patch/zone 1 (N 0 (0 0 (0 0 (o
granular ) 0 (0 1 (3 0 (0
hydronephrosis 1 (7 3 (14) 1 (3 1 (8
ureter dilated 0 (0 3 (14 1 (3 2 (8
urin bladd di lated 0 0 1 (9 0 (0 ¢ 0
urine:marked retention 0 (0 0 (0 00 2 (8
pituitary enlarged 1 (7 4 (18) 2 ( 8) 1 (4
whits patch/zone 1 (7 00 0 (0 0 (0
nodute 3 (20 0 ( 0 4 (13 0 (0
adrenal enlarged ) ¢ (0 1 (3 0 (0
ovary entarged 2 (13 2 (9 3 (10 3 (13
hemorrhage 00 0 (0 1 (3 00
nodule 0 (0 0 (0 1 (3 0 (0
oyst 09 2 (9 1 (3 2 (8
fluid:red 0 (0 0 (0 1 (3 1 (8
fluid:transparent 4 (2n 2 (9 4 (13) 0 C0
fluidiuhite 0 (0 00 1 (3 00
uterus enlargsd 1 (7 0 (0 1 (3 0 (0
black 0 (0 1 ( 5) 0 (0 0 (0
(HPT080)

RATS 2



STUDY NO.  : 0068 GROSS FINDINGS (SUMMARY)
ANTHAL : MOUSE BDF1 DEAD AND MORIBUND ANINALS (0-104W)
REPORT TYPE : Al
SEX + FEMALE PAGE : 7
Group Name Control 10 ppm 30 ppm 90  ppm
Organ_____ Findings NO. of Animals 15 (%) 22 (%) 3L (%) 24 (%)
uterus nodule 6 (40) 6 (27 6 (19 10 (42)
thick 0 (0 o (0 0 ¢ 0 (48
brain red patch/zone 0 (0 0 (0 ) 2 (8
Harder gt naodule 0 (0 0 (0 1 (3 0 (0
muscle nodule 0 (0 0 0 ) 1 (4
mass 0 0 0 (0 1 (3 0 (0
bone mass 1 (7 0 0 0 (0 0 (0
mediastinum nodule 0 (0 0 (0 0 ( 0) 1 (4
mass 2 (13) 1 ( 5) 2 ( 8) 1 (8
per i toneun white patch/zone 1 (7 0 (0 0 (0 0 (0
thick 6 (0 0 (0 4 (13) 0 (0
retraperit enlarged 0 (0 1 (9 0 (0 0 (0
abdominal ¢ hemorrhage 2 (13) 2 (9 5 (16) 7 (29
ascites 5 (33 8 ( 38) 10 (32) 1 (8
mesenterium thick 0 (0 1 (%) 0 (0 0 (0
adipose nodule 1 (7 0 (0 2 { 6 1 (49
thoracic ca hemorrhage 0 (0 1 (9 0 (0 0 (0
pleural fluid 11 (73) 10 (49) 14 ( 45) 9 (38
other mass 0 (0 0 (0 1 (98 0 (0
whale body anemic 2 (13) 2 (9 0 {0 1 (4
wasting o o 1 (9 (O] 0 (0
(HPT080)

BAIS2



APPENDIX J 7

GROSS FINDINGS (TWO—-YEAR STUDIES:SUMMARY)

MOUSE:MALE:SACRIFICED ANIMALS



STUDY NO.  : 0088 GROSS FINDINGS (SUMMARY)
ANTMAL : MOUSE BDF1 SACRIFICED ANIMALS (104W)
REPORT TYPE : 4l
SEX ¢ MALE PAGE : 1
Group Name Control 10 ppm 30 ppm 90  opm
Organ___ Findings NO. of Animals 39 (%) 32 (%) 35 (%) 37 (%)
subeutis red patch/zone 0 (0 0 (0 1 (3 0 (0
Lung red 0 (0 1 (3 0 (0 0 (0
white patch/zane 1 (3 0 (0 1 (3 0 (0
red patch/zane 1 (3 0 (0 1 (3 0 (0
nodule 15 (38) 11 (34 17 ( 49) 18 (49)
mass 1 (3 0 (0 0 (0 0 (0
Lymph nods enlarged 5 (13) 8 (25) 6 (17) 11 (30)
spleen enlarged 3 (8 3 (9 4 (11 3 (9
red 0 (0 1 (3 0 (0 0 (0
black 0 (0 IR G)] 0 C0 0 (0
black patch/zone 1 (3 2 (8 4 (11 2 (9)
nodule 3 (9 1 (3 2 ( 8) 5 (14)
heart white patch/zone 0 (0 0 (0 1 (9 0 €0
di lated 0 (o 1 (3 0 (0 0 C0
forestomach ulcer 0 (0 0 (0 0 (0 13
gl stomach red patch/zone 0 (0 0 (0 0 (0 1 (3
ulcer 1 (3 3 (9 1 (3 0 (o0
smatl intes nocule 0 (0 0 (0 0 (0 1 (3
Liver enlarged 1 (3 00 0 C0 1 (3
atrophic 0 (0 13 3 (9 00
pale 1 (03 0 (0 00 0 (0
red patch/zone 4 (10) 4 (13) 4 (11 8 (22)

/imTaony



STUDY NO.  : 0068 GROSS FINDINGS (SUMMARY)

ANIMAL ¢ HOUSE BDF1 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX ¢ MALE PAGE ¢ 2
Group Name Control 10 pem 30 pem 80 ppm
Organ______ Findings NO. of Animals 39 (%) 32 (%) 3B (%) 37 (%)
Liver vellow patch/zane 1 (3 2 ( 8) 0 (0 0 (0
nodule 26 (67) 5 (47) 19 ( 54) 15 (41)
cyst 1 (3 1 (3 1 (3 0 (0
adhesion 0 (0 1 (3 0 (0 0 (0
pancreas nodule 1 (3 Q)] 0 (0 ¢ (0
urin bladd nodute 0 (0 2 ( 6) 0 (0 0 (0
urineimarked retention 3 (8 1 (3 0 (0 1 (3
urine:broun 0 (0 1 (3 0 (0 0 (0
adrenal white patch/zone 0 (0 1 (3 0 C0 0 (0
testis enlarged 2 (5 13 0 (0 1 (3
hard 4 (10) 4 (13) g (28) 15 (41)
epididymis nodule 1 (3 0 (0 0 ( 0 0 0
semin ves enlarged 25 ( 64) 17 ( 53) 16 { 48) 17 { 46)
nodule 0 (0 (G 1 (3 ¢ (0
prep/cli g;L nodule 7 (18) 8 (25 7 {20} 8 (22)
ovst | 2 (5 19 0 (0 )
Harder gl nodule 2 (9 0 (0 1 (3 2 ( 5)
Zymbal gl nadule 0 (0 0 ( 0 1 (3 0 (0
bone nodute 0 (0 0 (0 1 (3 0 (0
mediastinum mass 1 (3 1 (3 0 (o 0 (0
peritoneum nodule o (0 0 (0 0 (0 1 (3
adhesion 1 (3 1 (3 0 (0 0 (0
(HPT080)

RATS D



STUDY NO.

¢ 0068

GROSS FINDINGS (SUMMARY)

ANIMAL : MOUSE BDF1 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX : MALE PAGE :+ 3
Group Name Control 10 ppm 30 ppm 80 ppm
Organ Findines NO. of Animals 38 (%) 32 (%) 35 (%) 37 (%)
per i toneum thick 0 (0 0 (0 0 (0 1 (3
abdominal ¢ hemorrhage 0 {0 0 C 0 2 (8 0 ( 0
mesenterium hemarrhage 0 (0 0 ( 0 1 (3 0 (0
nadule 0 (0 0 (0 1 (3 0 (0
adipose nodute 2 (5 2 ( 8) 5 (14) 7 (19
thoracic ca pteural fluid 1 (3 1 {3 1 (3 0 (0
other nodute 0 (0 0 (0 13 o (0
(HPT080)

BAIS2



APPENDIX J 8

GROSS FINDINGS (TWO—-YEAR STUDIES: SUMMARY)

MOUSE:FEMALE: SACRIFICED ANIMALS



STUDY NO. : 0068 GROSS FINDINGS (SUMMARY)
ANTHAL : MOUSE BDF1 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX © FENALE PAGE + 4
Group Name Control 10 ppm 30 ppm 80 pom
Organ____ Findings NO. of Animals 34 (%) 28 (%) 18 (%) 26 (%)
skin/app scab 0 (0 0 (0 ¢ (0 1 (8
subeutis edema 0 (0 (G 1 ( 8 0 (0
mass 2 (8 1 (4 0 (0 6 (23)
Lung atrophic ) 0 (0 1 (5 0 (0
white 0 (0 1 (B 0 (0 0 ( 0)
red patch/zone 0 (0 0 (0 1 (9 1 (4
yellow patch/zone 1 (3 0 (0 0 (0 0 (0
edema 0 (0 0 (0 2 (1D 0 { 0
nodute 5 (195) 1 (4 3 (16) 8 (31)
Lymph node enltarged 2 ( 8 6 (21) 5 ( 28) 4 (15)
spleen enlarged 3 (9 9 (32 3 (16) 3 (12)
gray 0o (0 0 (0 0 (0 1 (4
white patch/zone 0 (0 0 (0 1 (8 0 (0
black patch/zone 0 (0 2 (7 0 0 0 (0
nodule 1 (3 2 (7 0 (0 2 (8
forestamach ulcer (3 0 (0 0 (0 0 (0
gl stomach ulcer 1 (3 1 (48 1 (5 0 (0
small intes nodule 1 (3 1 (8 0 (o 0 (0
large intes nodule 1 (3 0 (0 G 0 (0
Liver enlarged 0 (0 1 (48 1 (9 1 (4
white patch/zone 1 (3 1 (8 1 (9% 0 (0
red patch/zone 2 (8 7 (25) 10 (53) 6 (23)
(HPT080)

BAIS2



STUDY NO.

: 0068

GROSS FINDINGS (SUMMARY)

ANINAL + MOUSE BDF1 SACRIFICED ANIMALS (104W)
REPORT TYPE : Al
SEX + FEMALE PAGE : B
Group Name Control 10 ppm 30 ppm 90 pen
Organ____ Findings NO. of Animals 34 (%) 28 (%) 19 (%) 26 (%)
Liver yellow patch/zone 1 (3 ¢ (0 0 (0 00
nadule 2 ( 6) 6 (21) 5 (26) 7 (27
cyst (3 1 (4 ) 0 (0
pancreas nodute o (0 1 (8 0 (0 0 (0
kidney enlarged 0 (0 ¢ (0 0 (0 1 (4
brown 0 (0 0 (0 1 (5 0 (0
rodule 1 (3 00 00 0o
hydrenephrosis 1 (3 1 (4 1 (5 o (0
urin bladd enlarged 0 (0 (4 00 0 (0
pituitary enlarged 7 (21 3 (1D 1 (8 4 (15
red patch/zone 0 (o 0 (0 1 (5 0 (0
nodule 7 (21 5 (18) 4 (21) 5 (19
ouvary enlarged 0 (0 1 (4 0 (0 0 (0
red 00 00 1 (8 0o
hemarrhage 00 00 1 (B 00
nodule 6 (W (4 0 €0 ¢ (0
cyst 17 ( 50) 19 (68) 10 (53) 15 ( 58)
fluid:transparent 0 (o ¢ (0 1 (9 ¢ (0
uterus nadule 6 (18 7 (25) 1 (95 10 (38)
nodular 0 (0 1 (4 00 0 (0
dilated lumen 4 (12) 14 1 (5 2 (8
prep/cti gl nodule 0 0 1 (4 0 (0 0 (0
(HPTO080)

BAIS2



STUDY NO. : 0068 GROSS FINDINGS (SUMMARY)
ANTHAL + MOUSE BDF1 SACRIFICED ANIMALS (104H)
REPORT TYPE : Al
SEX . FEMALE PAGE : 6
Group Name Control 10 ppm 30  ppm 30 ppm
Organ Findings NO. of Animals 34 (%) 28 (%) 19 (%) 28 (%)
Harder sl nodute 1 (3 o (0 0 (0 2 (8
muscle mass 0 (0 0 ( 0) 0 ( 0 1 (4
mediastinum nass 1 (3 6 (0 1 ( 5) 0 (0
per-i toneum mass 0o (0 0 (0 1 (5 0o (0
retroperit nodule 0 (0 1 (4 0 (0 ¢ (0
abdominal ¢ ascites 0 (0 4 ( 14) 1 { 9 2 { 8
adipose nodule 1 (03 2 ("N 1 (9 0o (0
thoracic ca pleural fluid 2 ( 8) 2°( 7 1 ( 5) 2 (8
whole bady atrophic 0 C 0 1 (4 [ )] 0 (0
(HPT080)

BAIS2






APPENDIX K 1

ORGAN WEIGHT (TWO-YEAR STUDIES:SUMMARY), ABSOLUTE

RAT:MALE



STUDY NO. : 0067
ANIMAL  + RAT F344
REPORT TYPE : A1

ORGAN WEIGHT:ABSOLUTE (SUMMARY)
SURVIVAL ANTMALS (104)

SEX : MALE
UNIT: g PAGE : 1
Group Name NO. of Body weight ADRENALS TESTES HEART LUNGS KIDNEYS
Animals

Control 37 405+ 48 0.080+ 0.025 5,523+ 2,327 1.285+ 0.118 1.443%  0.121 3.1424+  0.361

10 pem 35 427+ 56 0.092+f  0.080 5.355 1.833 1.269  0.076 1.477£  0.238 3.172+  0.445

40 pem 32 415+ 43 0.098+ 0.124 4,155+  1.669« 1.306 0,105 1,511+  0.292 3.203%  0.438

160  ppm 37 441 91 0.187+ 0.6845 5.159+  2.298 1,326+  0.160 1.506+& 0.213 3.195+  0.545

Significant difference ; * 1 P = 0.05 ¥ 3 P = 0,01 Test of Dunnett

(HCLO40)

BAIS2



STUDY NO. : 0067
ANTHAL ¢ RAT F344
REPORT TYPE : Al

ORGAN WEIGHT:ABSOLUTE (SUMMARY)
SURVIVAL ANIMALS (104)

SEX © MALE
UNIT: g PAGE : 2
Group Name NO. of SPLEEN LIVER BRAIN
Animals

Control 37 1.324+ 0.731 13.108+  1.847 2.045+ 0,048

10 ppm 35 1,286+  0.448 13.633+ 2.014 2.050+  0.0%5

40 ppm 32 1.650+  1.230 13.704+ 2,387 2,062+  0.037

160 ppm 37 1.310&  0.821 14,1614+  2.788 2,085  0.085

Significant difference ; * 1 P = 0.0 ¥ 1 P = 0,01 Test of Dunnett

(HCL040)

BAIS 2



APPENDIX K 2

ORGAN WEIGHT (TWO—-YEAR STUDIES:SUMMARY), ABSOLUTE

RAT: FEMALE



STUDY NO. : 0067
ANTHAL  RAT F344
REPORT TYPE : Al

ORGAN WEIGHT:ABSOLUTE (SUMMARY)

SURVIVAL ANIMALS (104)

SEX : FEMALE
UNIT: g PAGE ¢ 3
Group Name NO. of Body weight ADRENALS OVARIES HEART LUNGS KIDNEYS
Animals

Control 35 302+ 81 0.363 1.718 0.145%+  0.163 0.981+ 0.125 1.085+  0.284 2.086Ef  0.238

10 ppm 41 307+ 40 0.071%&  0.010 0.147+  0.212 0.973f  0.112 1.081%  0.228 2.057+  0.185

40 ppm 37 3ii+ 45 0.131& 0,383 0.108%x  0.017 0.972+ 0.078 0.998+ 0.136 2.055% 0.326

160  ppm 38 315 55 0.078L  0.043 0.107+  0.028 0.977+  0.161 1.079%  0.271 2,040+ 0.188

Significant difference * 1 P = 0.05 1 P = 0,01 Test of Dumnett

(HCLO40)

BAIS2



STUDY NO. : 0087

ANIMAL ¢ RAT F344

REPORT TYPE : Al

ORGAN WEIGHT:ABSOLUTE (SUNHARY)
SURVIVAL ANIMALS (104)

SEX : FEMALE
UNIT: g PAGE : 4
Group Name NO. of SPLEEN LIVER BRAIN
Animals

Controt 35 0.865+ 1.019 7.665+t  0.906 1.8764+  0.048

10 ppm 41 1,403+ 2.745 7.951+ 1,281 1.872+  0.043

40  ppm 37 0.880+ 0.992 7.7444+  1.072 1.873%  0.037

160 ppm 38 1.1194+ 1.918 8.189%t 1.280 1.8724+  0.041

Significant difference ; x 1P = 0.0 w1 P = 0,01 Test of Dunnett

(HCLO40)

BAIS2



APPENDIX K 3

ORGAN WEIGHT (TWO—-YEAR STUDIES: SUMMARY), ABSOLUTE

MOUSE:MALE



STUDY NO. : 0068

ANINAL + HOUSE BDF1

REPORT TYPE : Al

ORGAN WEIGHT:ABSOLUTE (SUMMARY)
SURVIVAL ANTMALS (104)

SEX : MALE
UNIT: g PAGE : 1
Group Name NO. of Body weight ADRENALS TESTES HEART LUNGS KIDNEYS
Animals

Control 39 46,0+ 6.9 0.007+  0.001 0.233+  0.037 0.2254+ 0.024 0.233% 0.088 0.657+  0.057

10 pem 32 47,7+ 6.1 0.008%  0.002 0.250% 0.034 0.230+ 0.024 0.223x 0.045 0.668% 0.042

30 pem 35 44.3% 7.9 0.008+  0.001 0.246 £  0.042 0.227+ 0.025 0.273%+  0.202 0.674%  0.077

90  ppm 37 47.1+ 6.6 0.008%  0.001 0.241+ 0.036 0.228+ 0.018 0.252+t 0.124 0.692+  0.055

Significant difference ; * 3 P = 0.06 ¥ 1 P = 0,01 Test of Dunnett

(HCLO40)

BAIS2



STUDY NO. : 0068

ANINAL + MOUSE BDF1

REPORT TYPE + Al

ORGAN WEIGHT:ABSOLUTE (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : MALE
UNIT: g PAGE : 2
Group Name NO. of SPLEEN LIVER BRAIN
Animals

Control 39 0,140+  0.172 1.956+  0.640 0.462+ 0.014

10 ppm 32 0.2024+ 0,397 1.801+ 0.554 0.460Lt 0,012

30 ppm 35 0.1756+  0.251 1.967+  0.850 0.484+ 0,012

90 ppm 37 0.1524  0.198 1.769+  0.459 0.465+ 0,015

Significant difference ; ¥x 1 P =0.05 ¥ 1 P = 0.01 Test of Dunnett

(HCL040)

BAIS2



APPENDIX K 4

ORGAN WEIGHT (TWO-YEAR STUDIES:SUMMARY), ABSOLUTE

MOUSE:FEMALE



STUDY NO. : 0068

ANIMAL ~ : MOUSE BDF1

REPORT TYPE : Al

ORGAN WEIGHT:ABSOLUTE (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : FEMALE
UNIT: g PAGE : 3
Group Name NO. of Body weight ADRENALS OVARIES HEART LUNGS KIDNEYS
Animals

Control 34 32.2+ 5.2 0.011£  0.002 0.051+ 0,061 0.177+  0.028 0.19864& 0.015 0.506%  0.351

10 ppm 28 31.6& 4.0 0.010&£ 0.001 0.070+  0.064 0.170&  0.020 0.2064&  0.038 0.462+£ - 0.073

30 ppm 19 33.6+ 4.5 0.011+ 0.002 0.052% 0.088 0.192& 0.035 0.222+ 0.080 0.505+ 0.166

90  pem 26 30.4% 4.1 0.008Ef  0.001x 0.2656% 0.962 0.1754& 0,026 0.232+ 0.133 0.480%+ 0.220

Significant difference ; *: P < 0,05 ¥ 3 P = 0.01 Test of Dunnett

(HCLO40)

BAIS2



L

STUDY NO. : 0068

ANTMAL : MOUSE BDF1

REPORT TYPE : Al

ORGAN WEIGHT:ABSOLUTE (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : FEMALE
UNIT: g PAGE : 4
Group Name NO. of SPLEEN LIVER BRAIN
Animals

Control 34 0.134%+ 0.071 1.481%  0.237 0.482%+ 0.019

10 pem 28 0.243+ 0.235 1,703+ 0.840 0.488%+ 0.012

30 ppm 18 0.154+  0.088 1.678%  0.528 0.480+ 0.013

90 ppm 26 0.232+ 0.418 1.5574+  0.413 0.486+  0.014

Significant difference : * 1 P = 0.0 xx ;P = 0,01 Test of Dunnett

(HCLO40)

BAIS2






APPENDIX L 1

ORGAN WEIGHT (TWO—-YEAR STUDIES: SUMMARY), RELATIVE

RAT :MALE




[

STUDY NO. : 0087

ANINAL ¢ RAT F344

REPORT TYPE : Al

ORGAN WEIGHT:RELATIVE (SUMMARY)
SURVIVAL ANTMALS (104)

SEX : MALE
UNIT: % PAGE : 1
Group Name NO. of Body weight ADRENALS TESTES HEART LUNGS KIDNEYS
Animals (g)

Control 37 405% 46 0.020% 0.006 1.361% 0.561 0.320% 0,037 0.360£ 0.047 0.785% 0.128

10 ppm 35 427+ 56 0.022+ 0.018 1.270+ 0.427 0.300% 0.029 0.351% 0.074 0.753% 0.138

40  ppm 32 415+ 43 0.024% 0.032 1.015% 0.423« 0.319 0.049 0.371+ 0.103 0.780+ 0.141

180 ppm 37 441+ 91 0.042% 0.142 1.1984 0.557 0.309% 0.056 0.349% 0.054 0.741% 0.150

Significant difference ; *x 1 P = 0.05 *x 1 P = 0,01 Test of Dunnett

(HcLo4z)

BAIS2



STUDY NO. : 0067
ANIHAL ¢ RAT F344
REPORT TYPE : Al

ORGAN WEIGHT:RELATIVE (SUMMARY)
SURVIVAL ANINALS (104)

SEX @ MALE
UNIT: % PAGE : 2
Group Name NO. of SPLEEN LIVER BRAIN
Animals

Cantrot 37 0.323% 0.167 3.252%& 0.450 0.512% 0.080

10 ppm 35 0.302+ 0.104 3.215% 0.479 0.487% (.056

40 ppm 32 0.406% 0,323 3.345% 0.789 0.502% 0.053

160 ppm 37 0.288% 0.128 3.250% 0.554 0.4814 0.078

Significant difference x 1 P = 0.0 ¥x 1 P £ 0.01 Test of Dunnett

(HCLO42)

BAIS2



APPENDIX L 2

ORGAN WEIGHT (TWO—-YEAR STUDIES:SUMMARY), RELATIVE

RAT: FEMALE




STUDY NO. : 0087 ORGAN WEIGHT:RELATIVE (SUMMARY)

5 ANIMAL © RAT F344 SURVIVAL ANIMALS (104)
REPORT TYPE : Al
SEX : FEMALE
UNIT: % PAGE : 3
Group Name NO. of Body weight ADRENALS OVARIES HEART LUNGS KIDNEYS
Animals (g)

Control 35 3024+ 31 0.139:£ 0.678 0.048% 0.051 0.332% 0.090 0.366Lf 0.176 ‘ 0.690+ 0,126
10 ppm 41 3074+ 40 0.024% 0.005 0.051+ 0.090 0.323+ 0.070 0.356% 0.122 0.681+£ 0.106
40 ppm 37 311+ 45 0.046+ 0.145 0.035% 0.007 0.3214 0.071 0.333% 0.103 0.682+ 0.205
160 ppm 38 31564 55 0.026% 0.015 0.034% 0.007 0.324% 0.105 0.364% 0.168 0.677% 0.191
Significant difference ¥ 1 P = 0,05 ¢ P £ 0,01 Test of Dunnett

(HCL042)

BAIS2



STUDY NO. : 0067 ORGAN WEIGHT:RELATIVE (SUMMARY)

\ ANIMAL : RAT F344 SURVIVAL ANIMALS (104)
REPORT TYPE : Al
SEX : FEMALE
UNIT: % PAGE ¢ 4
Group Name NO. of SPLEEN LIVER BRAIN
Animals

Contral 35 0.321% 0.523 2.568+% 0.451 0.628+ 0.079

10 ppm 41 0.513+ 1.148 2.6838+ 0.625 0.621% 0.080

40  ppm 37 0.326% 0.513 2.556% 0.640 0.618% 0.118

160 ppm 38 0.350+ 0.519 2.660% 0.486 0.624+ 0.188

Significant difference ; * 1P = 0.05 ¥ 1 P = 0,01 Test of Dunnett
(HCLO42)

BAIS2



APPENDIX L 3

ORGAN WEIGHT (TWO—-YEAR STUDIES: SUMMARY), RELATIVE

MOUSE:MALE



STUDY NO. : 0068
ANIMAL + MOUSE BDFL
REPORT TYPE : Al

ORGAN WEIGHT:RELATIVE (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : MALE
UNIT: % PAGE ¢ 1
Graup Name NO. of Bady weight ADRENALS TESTES HEART LUNGS KIDNEYS
Animals (g)

Control 39 46.0+ 6.9 0.016% 0.004 0.515% 0.105 0.500% 0.095 0.521% 0.194 1.4584 0.241

10 ppm 32 47,7+ 6.1 0.0174 0.007 0.528+ 0.078 0.492+ 0.097 0.480% 0,136 1.4224 0.220

30 pem 35 44.3+ 7.9 0.018% 0.008 0.575+% 0.145 0.531% 0.117 0.705+ 0.815 1.5674 0,318

90  ppm 37 47.1+ 6.8 0.0164 0.003 0.518%+ 0.081 0.491% 0.070 0.542% 0.260 1.493% 0.202

Significant difference ; * 1 P = 0.05 %% : P < 0,01 Test of Dunnett

(HCLO42)

BAIS2



STUDY NO. : 0068
ANIMAL ¢ NOUSE BDF1
REPORT TYPE : Al

ORGAN WEIGHT:RELATIVE (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : MALE
UNIT: % PAGE : 2
Group Name NO. of SPLEEN LIVER BRAIN
Animals

Cantrol 38 0.321% 0.425 4,482+ 2.236 1,030+ 0.183

10 ppm 32 0.464+% 0.973 4,076+ 1,543 0.982+ 0.142

30 pem 35 0.414+ 0.877 4,649+ 2.539 1.089+ 0.246

90  ppm 37 0.336% 0.447 3.862+ 1.494 1.007% 0,145

Significant difference ; ¥ 1 P = 0.0 ¥ 1 P = 0,01 Test of Dunnett

(HCLO42)

BAIS2



APPENDIX L 4

ORGAN WEIGHT (TWO—-YEAR STUDIES:SUMMARY), RELATIVE

MOUSE:FEMALE




STUDY NO. : 0068
ANINAL ¢ MOUSE BDF1
REPORT TYPE : Al

ORGAN WEIGHT:RELATIVE (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : FEMALE
UNIT: % PAGE : 3
Group Name NO. of Body weight ADRENALS OVARIES HEART LUNGS KIDNEYS
Animals (g)

Control 34 32.2& 5.2 0.034 0.008 0.161k 0.182 0.5584 0,094 0.627+ 0.123 1.5931% 1.006

10 ppm 28 31.6% 4.0 0.032% 0.005 0.227+% 0.213 0.544+ 0,071 0.667% 0.187 1.490+ 0.353

30 ppm 18 33.6% 4.5 0.032% 0.006 0.161+ 0.193 0.574+ 0.088 0.667% 0.188 1.508% 0.444

80 ppm 26 30.4+ 4.1 0.032% 0.006 0.788+ 2.689 0.580% 0.081 0.783+ 0.525% 1.600% 0.758

Significant difference ; *: P = 0,05 ** 1 P = 0.01 Test of Dunnett

(HCLO42)

BAIS2



STUDY NO. : 0088
ANIMAL ~ : MOUSE BDFL
REPORT TYPE @ Al

ORGAN WEIGHT:RELATIVE (SUMMARY)
SURVIVAL ANIMALS (104)

SEX : FEMALE
UNIT: % PAGE : 4
Group Name NO. of SPLEEN LIVER BRAIN
Animals

Control 34 0.422+ 0.257 4,643+ 0.574 1.578+ 0.318

10 ppm 28 0.804% 0.815 5.454% 2.770 1.571% 0.218

30 pem 19 0.4544 0.252 5.034% 1.571 1.479+ 0.173

90  ppm 26 0.766+ 1.382 5.1444 1.283 1.621% 0.188

Significant difference ; * 1 P = 0.05 #% ¢ P = 0.01 Test of Dunnett

(HCLO42)

BAIS2



