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A 4-Week Oral Dose Toxicity Study of TM5509 in Cynomolgus Monkeys
Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
#Retic -1 Mean 612 I 51.7 64.3 62.1 9.0 494
(10"an.) S.D. 8.1 135 8.7 29.5 20.3 16.4
N 4 4 4 4 4 4
1 Mean 1224 11 127.2 89.3 65.9 83.0 65.0
S.D. 28.2 81.5 44.9 9.6 324 31.9
N 4 4 4 4 4 4
2 Mean 1153 1 96.6 106.5 97.3 104.0 785
S.D. 243 48.7 61.3 224 29.1 343
N 4 4 4 4 4 4
3 Mean 1078 11 120.7 98.8 109.2 99.1 163.3 ni2
S.D. 30.3 328 40.1 25.7 18.1 .
N 4 4 4 4 4 1
4 Mean 1278 1 97.2 1178 129.0 12741 1459 n12
S.D. 37.1 355 246 317 104 .
N 4 4 4 4 4 1

1[I - Automatic Transformation Selected: Identity (No Transformation)]

2 [n1 - This group has only one value: Data was not statistically analyzed.]
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Table 11 Hematology (females)

Page: 9

Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
PLT -1 Mean 369 1 431 383 437 442 443
(10°3/uL) S.D. 107 67 68 75 102 91
N 4 4 4 4 4 4
1 Mean 376 11 440 376 427 391 464
S.D. 102 97 47 62 57 127
N 4 4 4 4 4 4
2 Mean 379 1 444 382 400 465 654 dd?
S.D. 95 85 70 38 75 203
N 4 4 4 4 4 4
3 Mean 358 11 383 357 399 375 400 n13
S.D. 88 64 81 30 86 .
N 4 4 4 4 4 1
4 Mean 359 1 370 330 47 370 382 ni1®
S.D. 96 62 67 39 98 .
N 4 4 4 4 4 1

1[I - Automatic Transformation Selected: Identity (No Transformation)]
3 [n1 - This group has only one value: Data was not statistically analyzed.]

2 [dd - Test: Dunnett 2 Sided p < 0.01]
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A 4-Week Oral Dose Toxicity Study of TM5509 in Cynomolgus Monkeys
Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
WBC -1 Mean 798 It 9.47 9.22 9.49 7.70 9.15
(10°3/uL) 8.D. 1.81 1.66 1.07 0.85 0.68 255
N 4 4 4 4 4 4
1 Mean 7.78 I1 7.24 761 797 6.10 6.93
S.D. 0.91 0.76 248 1.09 0.93 112
N 4 4 4 4 4 4
2 Mean 1092 v 8.72 8.65 10.61 9.63 8.51
S.D. 3.52 1.58 3.96 1.75 0.90 413
N 4 4 4 4 4 4
3 Mean 8.03 ¥ 7.93 8.22 8.67 6.14 8.20 ni13
S.D. 1.39 346 218 2.23 0.57 .
N 4 4 4 4 4 1
4 Mean 8.62 R? 8.22 9.04 10.46 8.10 715 n13
S.D. 1.66 1.15 2.27 0.19 1.05 .
N 4 4 4 4 4 1

1 {1 - Automatic Transformation Selected: Identity (No Transformation)]
3 [n1 - This group has only one value: Data was not statistically analyzed.]

2 [R - Automatic Transformation Selected: Rank]
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A 4-Week Oral Dose Toxicity Study of TM5509 in Cynomolgus Monkeys
Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
%Neut -1 Mean 406 1 50.3 425 321 374 48.6
(%) S.D. 12.8 8.5 1.2 9.2 2.2 15.1
N 4 4 4 4 4 4
1 Mean B3I 354 30.9 30.5 37.0 464
S.D. 8.6 8.7 8.2 57 38 10.8
N 4 4 4 4 4 4
2 Mean 463 11 374 36.6 324 38.8 449
S.D. 141 14.6 9.7 134 11.8 20.8
N 4 4 4 4 4 4
3 Mean 55.1 11 50.9 48.0 448 415 484 n12
S.D. 12.5 8.8 9.5 43 4.1 .
N 4 4 4 4 4 1
4 Mean 400 I 33.7 333 328 304 344 ni2
S.D. 12.8 76 75 8.2 9.1 .
N 4 4 4 4 4 1

1[I - Automatic Transformation Selected: Identity (No Transformation)]

2 [n1 - This group has only one value: Data was not statistically analyzed.]
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A 4-Week Oral Dose Toxicity Study of TM5509 in Cynomolgus Monkeys
Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kglday mg/kg/day mg/kg/day
%Lymph -1 Mean 541 1 448 51.3 62.1 57.9 46.6
(%) 8.D. 131 78 9.7 10.2 23 136
N 4 4 4 4 4 4
1 Mean 587 11 58.9 62.5 64.2 57.2 46.0
S.D. 9.8 8.7 74 8.0 38 95
N 4 4 4 4 4 4
2 Mean 484 1 56.6 574 61.2 55.9 48.0
S.D. 14.7 13.8 10.7 16.0 11.9 18.3
N 4 4 4 4 4 4
3 Mean 401 1 44.8 45.2 505 53.8 46.7 n12
S.D. 125 9.1 8.4 57 38 .
N 4 4 4 4 4 1
4 Mean 544 11 60.6 60.2 61.6 64.3 60.1 n12
S.D. 13.9 6.9 8.2 10.7 8.8 .
N 4 4 4 4 4 1

1 {1 - Automatic Transformation Selected: ldentity (No Transformation)]

2 [n1 - This group has only one value: Data was not statistically analyzed.]

104



G8l

TK13152 Page: 13
A 4-Week Oral Dose Toxicity Study of TM5509 in Cynomolgus Monkeys
Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
%Mono -1 Mean 34 36 35 38 36 34
(%) S.D. 1.0 0.8 0.6 18 0.9 09
N 4 4 4 4 4 4
1 Mean 40 1 44 37 3.7 45 6.3
S.D. 1.2 0.9 0.7 2.7 14 14
N 4 4 4 4 4 4
2 Mean 38 4.6 3.7 44 3.8 5.6
S.D. 13 0.6 0.7 27 1.6 2.1
N 4 4 4 4 4 4
3 Mean 34 12 33 34 3.1 35 35 ni13
S.D. 0.6 0.4 0.6 2.2 14 .
N 4 4 4 4 4 1
4 Mean 7 40 3.5 36 3.8 39 nis
S.D. 08 0.7 0.6 2.8 1.3 .
N 4 4 4 4 4 1

1[I - Automatic Transformation Selected: Identity (No Transformation)]
3 [n1 - This group has only one value: Data was not statistically analyzed.]

2 [L - Automatic Transformation Selected: Log]
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A 4-Week Oral Dose Toxicity Study of TM5508 in Cynomolgus Monkeys
Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
%Eos -1 Mean 12 L 0.7 1.8 1.0 0.5 0.7
(%) S.D. 06 0.5 27 05 0.3 07
N 4 4 4 4 4 4
1 Mean 14 R? 0.7 20 038 0.5 04
S.D. 0.6 0.3 29 0.1 0.3 0.2
N 4 4 4 4 4 4
2 Mean 110 0.8 17 1.1 0.7 0.5
S.D. 0.5 04 20 0.3 0.4 0.3
N 4 4 4 4 4 4
3 Mean 08 L 0.5 1.8 0.7 04 04 ni3
S.D. 0.6 0.2 2.8 0.3 0.3 .
N 4 4 4 4 4 1
4 Mean 14 U 1.0 2.1 1.2 0.8 0.7 ni2
S.D. 07 0.6 26 0.2 0.5 .
N 4 4 4 4 4 1

1L - Automatic Transformation Selected: Log]

3 [n1 - This group has only one value: Data was not statistically analyzed.]

2 [R - Automatic Transformation Selected: Rank]
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Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
%Baso -1 Mean 04 1 04 04 04 0.3 04
(%) S.D. 0.1 0.0 0.2 0.1 0.1 0.1
N 4 4 4 4 4 4
1 Mean 02 1 0.3 04 0.3 0.2 0.2
S.D. 0.1 0.1 0.1 0.0 0.1 0.1
N 4 4 4 4 4 4
2 Mean 03 I 0.3 0.3 0.3 0.3 04
S.D. 0.1 0.1 0.1 0.0 0.1 0.1
N 4 4 4 4 4 4
3 Mean 03 1 0.3 0.3 0.3 0.2 0.3 ni3
S.D. 0.1 0.1 0.1 0.2 0.1 .
N 4 4 4 4 4 1
4 Mean 02 1 0.3 0.3 04 d2 0.3 0.3 ni3
S.D. 0.1 0.0 0.1 0.1 0.1 .
N 4 4 4 4 4 1

1 {1 - Automatic Transformation Selected: Identity (No Transformation)]
3 [n1 - This group has only one value: Data was not statistically analyzed.}

2 [d - Test: Dunnett 2 Sided p < 0.05]
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A 4-Week Oral Dose Toxicity Study of TM5509 in Cynomolgus Monkeys
Table 11 Hematology {females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mglkg/day mg/kg/day mg/kg/day
%LUC -1 Mean 04 v 0.3 0.5 0.7 0.4 04
(%) S.D. 0.2 0.2 0.2 05 0.1 0.1
N 4 4 4 4 4 4
1 Mean 04 11 0.4 0.6 0.6 0.6 0.6
S.D. 0.2 0.1 0.2 0.3 0.2 0.3
N 4 4 4 4 4 4
2 Mean 03 L2 0.5 0.5 0.7 0.5 0.7
S.D. 0.1 0.2 0.1 0.2 0.1 0.6
N 4 4 4 4 4 4
3 Mean 04 I 0.4 04 0.5 0.7 0.7 ni3
S.D. 0.1 0.1 0.1 0.3 0.3 .
N 4 4 4 4 4 1
4 Mean 04 1 04 0.6 05 0.6 0.7 ni13
S.D. 0.1 0.1 0.3 0.2 0.0 .
N 4 4 4 4 4 1

1 {I - Automatic Transformation Selected: Identity (No Transformation)]
3 [n1 - This group has only one value: Data was not statistically analyzed.]

2 [L - Automatic Transformation Selected: Log]
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A 4-Week Oral Dose Toxicity Study of TM5509 in Cynomolgus Monkeys
Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mglkg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
#Neut -1 Mean 324 L 475 3.89 3.02 2.87 464
(10°3/uL) s.D. 1.15 113 1.02 0.84 0.19 251
N 4 4 4 4 4 4
1 Mean 277 12 2.57 237 2.38 2.27 3.29
S.D. 0.90 0.72 0.88 0.21 0.50 1.32
N 4 4 4 4 4 4
2 Mean 535 12 3.43 343 3.60 3.81 444
S.D. 3.06 1.88 243 215 1.46 4.18
N 4 4 4 4 4 4
3 Mean 450 12 4.26 3.95 3.87 2.54 397 ni13
S.D. 1.51 245 1.43 1.03 0.25 .
N 4 4 4 4 4 1
4 Mean 360 12 283 3.09 3.44 2.51 246 n13
S.D. 1.78 0.96 1.23 0.91 1.05 .
N 4 4 4 4 4 1

1L - Automatic Transformation Selected: Log]

3 {n1 - This group has only one value: Data was not statistically analyzed.]

2 [t - Automatic Transformation Selected: Identity (No Transformation)]
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A 4-Week Oral Dose Toxicity Study of TM5509 in Cynomolgus Monkeys
Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mglkg/day mg/kg/day mg/kg/day
#Lymph -1 Mean 433 1 425 474 5.91 4.47 4,09
(10°3/uL) S.D. 144 1.14 113 1.28 0.56 147
N 4 4 4 4 4 4
1 Mean 454 1 425 4.69 517 347 312
S.D. 0.67 0.72 1.41 1.23 0.48 042
N 4 4 4 4 4 4
2 Mean 499 1 478 465 6.31 5.31 3.55
S.D. 1.01 0.56 112 1.03 0.73 0.15
N 4 4 4 4 4 4
3 Mean 316 I 3.31 3.74 442 3.31 3.83 n1®
S.D. 0.82 0.88 1.05 1.36 0.38 .
N 4 4 4 4 4 1
4 Mean 452 1 4.93 5.32 6.43 dd? 5.16 430 ni13
S.D. 0.34 0.35 0.80 1.02 0.62 .
N 4 4 4 4 4 1

1[I - Automatic Transformation Selected: Identity (No Transformation)]
3 [n1 - This group has only one value: Data was not statistically analyzed.]

2 [dd - Test: Dunnett 2 Sided p < 0.01]
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Table 11 Hematology (females)

Page: 19

Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
#Mono -1 Mean 026 I’ 0.34 0.32 0.36 0.27 0.30
(10%3/L) S.D. 0.05 0.11 0.07 0.18 0.06 0.05
N 4 4 4 4 4 4
1 Mean 031 n 0.32 0.28 0.27 0.28 043
S.D. 0.09 0.09 0.1 0.15 0.10 0.09
N 4 4 4 4 4 4
2 Mean 042 R2 0.40 0.30 0.50 0.37 042
S.D. 0.20 0.06 0.10 0.40 0.17 0.03
N 4 4 4 4 4 4
3 Mean 027 1 0.27 0.29 0.24 0.22 0.28 ni4
S.D. 0.06 0.13 0.12 0.10 0.1 .
N 4 4 4 4 4 1
4 Mean 033 L 0.33 0.33 0.38 0.30 0.28 n14
S.D. 0.12 0.03 0.12 0.30 0.08 .
N 4 4 4 4 4 1

1{l - Automatic Transformation Selected: Identity (No Transformation)]

3 [L. - Automatic Transformation Selected: Log]

2[R - Automatic Transformation Selected: Rank]
4 [n1 - This group has only one value: Data was not statistically analyzed.]
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A 4-Week Oral Dose Toxicity Study of TM5509 in Cynomolgus Monkeys
Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kglday mg/kg/day mg/kg/day mg/kg/day mg/kg/day
#Eos -1 Mean 0.09 U 0.07 0.18 0.09 0.04 0.06
{10"3/uL) S.D. 0.04 0.05 0.29 0.06 0.02 0.07
N 4 4 4 4 4 4
1 Mean 011 R? 0.05 0.21 0.07 0.03 0.03
S.D. 0.04 0.03 0.33 0.01 0.02 0.01
N 4 4 4 4 4 4
2 Mean 0.11 R2 0.06 0.20 0.12 0.06 0.04
S.D. 0.05 0.02 0.32 0.03 0.03 0.01
N 4 4 4 4 4 4
3 Mean 0.06 L 0.04 0.18 0.06 0.03 0.03 nis
S.D. 0.04 0.02 0.30 0.02 0.02 .
N 4 4 4 4 4 1
4 Mean 013 L 0.08 0.22 0.12 0.06 0.05 n12
S.D. 0.08 0.04 0.30 0.02 0.04 .
N 4 4 4 4 4 1

1L - Automatic Transformation Selected: Log]

3 [n1 - This group has only one value: Data was not statistically analyzed.]

2 [R - Automatic Transformation Selected: Rank]
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Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
#Baso -1 Mean 003 I 0.04 0.04 0.04 0.03 0.03
(10°3/L) S.D. 0.01 0.01 0.01 0.01 0.01 0.01
N 4 4 4 4 4 4
1 Mean 002 1 0.02 0.03 0.02 0.02 0.02
S.D. 0.01 0.01 0.01 0.01 0.01 0.00
N 4 4 4 4 4 4
2 Mean 003 11 0.02 0.03 0.03 0.02 0.03
S.D. 0.01 0.01 0.01 0.00 0.00 0.01
N 4 4 4 4 4 4
3 Mean 0.02 1" 0.02 0.02 0.03 0.01 0.03 n13
S.D. 0.01 0.01 0.01 0.02 0.01 .
N 4 4 4 4 4 1
4 Mean 002 b 0.03 0.03 0.04 d2 0.02 0.02 n1:
S.D. 0.01 0.01 0.01 0.01 0.01 .
N 4 4 4 4 4 1

1 {1 - Automatic Transformation Selected: Identity (No Transformation)]
3 [n1 - This group has only one value: Data was not statistically analyzed.]

2 [d - Test: Dunnett 2 Sided p < 0.05]
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A 4-Week Oral Dose Toxicity Study of TM5509 in Cynomolgus Monkeys
Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
#LUC -1 Mean 003 I 0.03 0.05 0.07 0.03 0.03
(10°3/uL) S.D. 0.01 0.02 0.02 0.05 0.01 0.01
N 4 4 4 4 4 4
1 Mean 0.03 L2 0.03 0.04 0.05 0.04 0.04
S.D. 0.01 0.01 0.02 0.03 0.01 0.02
N 4 4 4 4 4 4
2 Mean 003 11 0.04 0.04 0.07 0.05 0.05
S.D. 0.01 0.01 0.02 0.02 0.01 0.04
N 4 4 4 4 4 4
3 Mean 003 ' 0.03 0.03 0.05 0.04 0.06 n1:
S.D. 0.00 0.01 0.02 0.02 0.03 .
N 4 4 4 4 4 1
4 Mean 0.03 It 0.03 0.05 0.06 0.04 0.05 n1:
S.D. 0.01 0.02 0.01 0.02 0.01 .
N 4 4 4 4 4 1

1l - Automatic Transformation Selected: Identity (No Transformation)]
3 [n1 - This group has only one value: Data was not statistically analyzed.}

2 L - Automatic Transformation Selected: Log]
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A 4-Week Oral Dose Toxicity Study of TM5509 in Cynomolgus Monkeys
Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
PT -1 Mean 100 I 10.2 9.7 96 9.8 9.9
(s) sD. 0.5 0.6 0.1 04 04 04
N 4 4 4 4 4 4
1 Mean 9.8 R? 10.3 9.7 9.7 10.0 19.5
S.D. 04 04 0.4 0.5 0.1 11.6
N 4 4 4 4 4 4
2 Mean 9.9 R? 10.3 9.8 9.9 10.6 17.3
S.D. 04 0.3 0.5 0.3 0.7 35
N 4 4 4 4 4 4
3 Mean 104 11 10.3 9.9 9.8 10.7 185 ni3
S.D. 0.3 0.5 0.5 0.3 0.6 .
N 4 4 4 4 4 1
4 Mean 100 1 10.2 9.8 9.6 10.6 200 n13
S.D. 05 0.4 0.4 0.2 0.7 .
N 4 4 4 4 4 1

G61

1[I - Automatic Transformation Selected: Identity (No Transformation)]
3 [n1-This group has only one value: Data was not statistically analyzed.]

2 [R - Automatic Transformation Selected: Rank]
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A 4-Week Oral Dose Toxicity Study of TM5509 in Cynomolgus Monkeys
Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300

Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day

APTT -1 Mean 2451 240 231 233 245 239

(s) S.D. 1.9 241 21 04 22 0.8

N 4 4 4 4 4 4
1 Mean 243 L2 245 23.8 236 25.6 322 dd?

S.D. 18 2.0 1.5 04 2.8 54

N 4 4 4 4 4 4
2 Mean 241 n 233 23.0 236 257 334 dd?

S.D. 23 27 1.7 0.7 20 26

N 4 4 4 4 4 4
3 Mean 244 1 241 234 231 255 324 ni*

S.D. 19 21 20 0.5 24 .

N 4 4 4 4 4 1
4 Mean 244 1 229 233 229 257 343 ni*

S.D. 20 1.2 1.8 0.9 2.7 .

N 4 4 4 4 4 1

1 [ - Automatic Transformation Selected: Identity (No Transformation))

3 [dd - Test: Dunnett 2 Sided p < 0.01]

2 [L - Automatic Transformation Selected: Log]
4 [n1 - This group has only one value: Data was not statistically analyzed.]
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A 4-Week Oral Dose Toxicity Study of TM5509 in Cynomolgus Monkeys
Table 11 Hematology (females)
Sex: Female Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
Fib -1 Mean 1618 1 160.4 166.1 159.9 179.5 162.8
(mg/dL) S.D. 147 244 13.7 247 17.7 18.3
N 4 4 4 4 4 4
1 Mean 1997 1 185.0 184.3 1717 199.0 232.0
S.D. 194 317 36.3 211 26.2 323
N 4 4 4 4 4 4
2 Mean 1740 1 178.3 172.8 165.2 176.9 1904
S.D. 23.8 26.9 239 16.3 17.8 295
N 4 4 4 4 4 4
3 Mean 1763 I 185.2 177.0 182.1 1731 236.1 n12
S.D. 12.7 34.9 264 14.9 29.2 .
N 4 4 4 4 4 1
4 Mean 1770 1 180.6 183.3 215.7 204.3 2304 ni12
S.D. 109 334 15.0 455 26.1 .
N 4 4 4 4 4 1

1[I - Automatic Transformation Selected: Identity (No Transformation)]

2 [n1 - This group has only one value: Data was not statistically analyzed.]
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Table 12 Clinical chemistry - List of abbreviations -
Abbreviation Expansion
AST Aspartate aminotransferase
ALT Alanine aminofransferase
ALP Alkaline phosphatase
LD Lactate dehydrogenase
CK Creatine kinase
GGT y-glutamyl transferase
GLDH Glutamate dehydrogenase
LAP Leucine aminopeptidase
GLU Glucose
BIL Total bilirubin
UN Urea nitrogen
CRE Creatinine
CHO Total cholesterol
TG Triglycerides
PL Phospholipids
IP Inorganic phosphorus
CA Calcium
NA Sodium
K Potassium
CL Chloride
P Total protein
ALB Albumin
AlG Albumin/globulin ratio
T-BA Total bile acid
CRP C-reactive protein
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Table 13 Clinical chemistry (males)
Sex: Male Control Low Low-Mid Mid Mid-High High
0.5%CMC-Na TM5509 TM5509 TM5509 TM5509 TM5509
2 6 20 80 300
Week(s) Relative to Start Date mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
AST -1 Mean 28 R? 32 28 27 35 34
(un) S.D. 4 9 1 5 11 7
N 4 4 4 4 4
1 Mean e A 26 26 30 50 dd3
S.D. 5 9 2 7 3 2
N 4 4 4 4 4
2 Mean 27 R 29 25 28 32 123
S.D. 3 6 3 8 150
N 4 4 4 4
3 Mean 28 R 30 28 30 32 50
S.D. 1 7 3 1 7 6
N 4 4 4 4 4 3
4 Mean 28 P 29 29 29 33 50 dd?
S.D. 5 5 2 6 7 12
N 4 4 4 4 4 3

1[R - Automatic Transformation Selected: Rank]
3 [dd - Test: Dunnett 2 Sided p < 0.01]

2 [ - Automatic Transformation Selected: Identity (No Transformation)]



