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7 [AFFIRM PREVAIL TERRAIN PROSPER ARCHES Asian

PREVAIL STRIVE] CRPC N=3509 mHSPC N=572
1
mg N=4081 N=2472 50mg N=387
ADT 7 13.8 <0.1
4 AFFIRM PROSPER PREVAIL  ARCHES
14.3 <0.1 876 4
>2% >10% /
AFFIRM CRPC
AFFIRM 1199 CRPC
83 30

48% 46%
=3 47%  53%
16% 18%
0.9% 0% AFFIRM

160

87.6

>2% 1
1 AFFIRM
N = 800 N = 399
14 1 3-4 1-4 3-4
% % % %
2 51 9.0 44 9.3
15 1.0 13 08
26 5.3 24 4.0
21 2.5 17 1.8
15 13 12 03
9.8 15 6.8 1.8
2.6 03 03 0.0
| 22 | 1.1 | 18 | 03
| 20 | 0.0 | 10 | 0.0




N =800 N =399
1-4 ! 3-4 1-4 3-4
% % % %
6.4 2.1 2.8 1.3
12 0.9 5.5 0.0
9.5 0.5 7.5 0.5
7.4 6.6 45 3.8
6.6 0.0 45 0.0
4.3 0.3 18 0.0
4.0 0.3 18 0.0
11 0.0 6.5 0.3
8.5 2.4 4.8 1.3
8.8 0.0 6.0 0.5
6.5 0.3 4.0 0.0
6.9 1.8 45 1.0
4.8 0.0 2.5 0.0




2 PREVAIL
N = 871 N =844
14 1 3-4 1-4 3-4

% % % %

2 47 34 33 2.8
12 0.2 8.2 0.4

29 2.5 22 3.0

21 16 16 11

23 0.7 17 0.4

17 0.3 14 0.4

18 0.1 7.8 0.0

14 7.2 4.1 2.3

11 0.3 7.1 0.0

11 0.2 7.0 0.4

7.6 0.1 3.7 0.0

4 5.7 0.0 13 0.1

2.1 0.1 0.4 0.0




372 1 11.6
5.8 7.6%
6.3%

3.8% 21% 1.6% >

10% 3
3 TERRAIN

N =183 N =189
1-4 1 3-4 1-4 3-4
% % % %
94 39 94 38
2 | 32 | 1.6 | 23 | 1.1
19 2.7 18 1.6
3 16 1.1 14 05
15 0 11 0
14 7.1 7.4 4.2
14 0 18 0
13 1.1 13 0.5
12 0 9.0 1.1
4 | 12 | 0 | 6.3 | 05
| 11 | 0.5 | 7.9 | 0.5
1 CTCAE V4
2

3

4

PROSPER CRPC

PROSPER 1401 CRPC 1395 1

2:1 160 mg N = 930 N = 465
1 18.4 0.0-

42 11.1 0.0-43
32 34% >2
n=7 n=2 n=2 n=2
n=2 n=>5
1 3 0.6%
n=1 n=1 n=1
>3 31% 23%
9.4% 6.0%



1.6% 0%
PROSPER > 2% 4
4 PROSPER
N =930 N = 465
1-4 3-4 1-4 3-4
% % % %
| 9.6 | 0.2 | 3.9 | 0.2
2 12 05 5.2 0
9.1 0.2 45 0
3 4.6 0.1 15 0
13 0.1 7.7 0
12 4.6 5.2 2.2




0.3%

0.3%
4.4%
/ 21% 0.7%
ARCHES >2% 5
5  ARCHES
N=572 (N=574)
14 ! 3-4 1-4 3-4
% % % %
| 4.9 | 0.2 | 2.6 | 0
2 45 0.7 2.1 0
2.4 0 0.3 0
27 0.3 22 0
8.0 33 5.6 17
3 | 24 | 17 | 20 | 16
| 6.3 | 0.2 | 4.0 | 0.2
4 | 6.5 | 1.0 | 4.2 | 1.0
1. CTCAE 4.03
2.
3.
4,
>5% >2%
6
6
N =3173 N = 2282
1-4 3-4 1-4 3-4
% % % %




83 3.2 75 3.1
16 0.1 13 0
13 14 8.6 15
6.8 0.1 4.5 0

4

12% 5%
<1%
PRES
SCAR
SJS TEN
DRESS AGEP




PRES

PRES
PRES
PRES
7
0.1% 0.1%
4
2.9% vs 1.3%
1.4% 0.7%
04% 0.1%
3-4
4
11% 4%
10% 4%
3% 2%
2-1914

10

PRES

CYP2C9
INR

MRI

0.5%

34

336



NYHA

v

11

(LVEF)=45%

]



>65 1540 35% >75
CYP2C8
CYP2C8
CYP2C8 600 mg
Cinax 18%
19%
CYP2C8
CYP3A4
CYP3A4
200 mg 1
AUC
CYP2C8 CYP3A4
CYP2C8
AUC
CYP3A4

CYP3A

4403 3451 78%
2 AUC 326%
AUC 7% Crmax
CYP2C8
80 mg 1
CYP3A4
AUC 41% Crmax
27%  Crax CYP3A4
CYP3A4 600 mg 1
37% Crnax CYP2C8

CYP2B6 CYP2C9 CYP2C19
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UGT-
2 MRP2 1B1 OATP1B1
CYP3A4 CYP2C9 CYP2C19
160 mg 1 CYP
CYP3A4 S-
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CYP1A2 CYP2C8
160 mg

AUC

18%

P-gp

BCRP

Cmax

MRP2 OAT3

6%

Cmax

1

AUC  Cpax

55
AUC

P-gp

Cmax

55

BCRP

OCT1

1 OCT1

Ames

CYP1A2 CYP2C8
AUC 20% Crnax
11% 4% CYP1A2 CYP2C8

P-gp
160 mg
P-gp
3% 17% P-gp
160 mg
BCRP
AUC 14%
MRP2 3 OAT3
DNA

tk
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26

> 4mg/kg/

15

AUC

30 mg/kg/
4 13

AUC
39



VIF  110L 29%CV

97-98%
95%
2 N-
CYP2CS8 CYP3A4/5
N-
1
N- CYP
CYP3A4 CYP2C9 CYP2C19
CYP2C8
CL/F 0.520-0.564 L/h
14C- 77 84.6% 71.0%
13.6%
0.39%
OATP1B1 OATP1B3 OCT1 N-
P-gp BCRP
OATP1B1 OATP1B3 OCT2 OAT1
40-160 mg 1
Cmin
>177
pmol/L 2 mg/dL CrCL =30 mL/min
Cockcroft-Gault CrCL<30

mL/min
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N=6 N=8 N=8 Child-Pugh
A B C 22
160 mg
AUC Crmax 5% 24% 29%
11% 5% 41%
AUC Cmax 14%
19% 14% 17%
34% 27%
>75%
25
14 [/ x2 [ x1 |/
24
YBH10372021

H20213660
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222069
4008285227 9:00-17:00

http://www.hansoh.cn

602084B04
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