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III I
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(NSCLC) (ALK)
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20 IND KBP-3571 NDA

PPI KBP-5081 II

XZP-5849 I

5 (PDE5)

NDA III

XZP-5695

15

KBP-3571 2025 6 30 48.0

2025 7 XZP-

3287

NASH
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NASH

KBP-3571 NDA

III

XZP-3287

NDA XZP-3621 NDA

I

IND KM602 KM501 XZP-7797 XZP-6924

NASH I XZP-5610

IND XZP-6019

KBP-3571

KBP-3571

PPI PPI

PPI

KBP-3571

CYP2C19 (DDI)

KBP-3571

KBP-

3571 III
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81.2% KBP-3571

cys822

PPI KBP-

3571

2023 6 KBP-3571 NDA

2023 12 2024 1 1

2023 11 KBP-3571 KBP-3571

III 2026 III

KBP-3571

PPI

KBP-3571

XZP-3287

XZP-3287 CDK4/6 2025 5

HR+/HER2- NDA 2025

4 XZP-3287 (AI) NDA 2025 5

2024 240 HR+/HER2-

75% 2024 CDK4/6 30

2032 130 CDK4/6 HR+/

HER2-
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XZP-3287 AI

XZP-3287

HR+/HER2-

XZP-3287 HR+/HER2-

XZP-3287 HR+/HER2-

XZP-3287 HR+/HER2-

NDA 2025 4 XZP-3287 AI HR+/HER2-

NDA 2025 5 2025 7 XZP-3287

XZP-3621

XZP-3621 ALK NDA NSCLC

2024 23% NSCLC

85% 64% NSCLC IV NSCLC

2018 76.44 2024 97.32 2032 123.64

5-6% NSCLC ALK

NSCLC XZP-3621 XZP-3621

2018 68,400 2023 91,200 4.9% 2032

121,700 2024 3.7%

ALK NSCLC XZP-3621 2025 8

NDA NSCLC XZP-3621 NSCLC

ALK ALK NSCLC

XZP-3621

ALK XZP-3621

XZP-3621 III

2024 4 XZP-3621 ALK NSCLC NDA

2025 8 NDA XZP-3621 ALK NSCLC

2024 11

XZP-3621 IND 2025 1 IND
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KM501

KM501 HER2/HER2 (ADC)

KM501

HER2 IV HER2 II

HER2 ADC

KM501 HER2 DS-8201

HER2 ADC HER2 ADC

KM501 DS-8201

2023 2 KM501 IND I

KM602

KM602 80 (CD80) Fc

CD80 T

CD80 CD28 PD-L1 T

CD80 T T 4 (CTLA-4)

T PD-1/PD-L1

T

T KM602 T

2023 2 9 KM602

FDA I IND I

XZP-7797

XZP-7797 ADP 1 (PARP1)

PARP1/2

BRCA1/2

PARP1/2 PARP2

(BRCA)

PARP1

XZP-7797 PARP1 PARP1
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PARP2

20% XZP-7797

PARP 2024 12

XZP-7797 IND 2025 2

XZP-6924

XZP-6924 1 (USP1)

DNA (DDR) DDR

PARP

USP1 DNA

PARP BRCA1/2 XZP-6924

USP1 PARP PARP

XZP-6924

2024 11 IND

KBP-3571 XZP-3287 XZP-3621 KM602(2) KM501(2) XZP-7797 XZP-6924

• 6 (PPI) • 7 (CDK4/6 i) • 8 (ALK-TKI)
• 0 (CD80-Fc

)
• 0 (HER2/HER2-

ADC)
• 6 (PARP1 i) • 0 USP1

2024  
• 55.8

• 38.3

• 315.5
HR+/HER2-

• 74.4
ALK+  

NSCLC
• 16.8

ALK+ NSCLC

• 524.0 PD-L1

 NSCLC

• 914.2

HER2
NSCLC

• 316.7
HRD BRCA

• 316.7
HRD BRCA

• PPI  
 

• P-CAB/H
2
RA

• CDK4/6 i  
 

• T-Dxd  
AI

• ALK-TKI  
 
 

•  ± 

• PD-1/PD-L1

 

• 

• 

• PARPi  
 
 

•  ± 

• PARPi  
 
 

•  ± 

(1)

• 11 20 • ~70 360 • ~170 250 • ~3,300 • ~7,000 • ~8,000 • ~8,000

• 1994  • 2018  • 2013  • 2033
(KM602)

• 2027
(JSKN003)

• 2018  • 2032
(HSK39775)

(1) KBP-3571

(2) KM602 KM501 I

I 2024 KM602

KM501
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XZB-0004

XZB-0004 anexelekto (AXL) AXL

AXL

AXL

2021 9

SignalChem Lifesciences Corporation SignalChem
2021 11 SignalChem XZB-0004

ALK

XZP-6877

XZP-6877 DNA (DNA-PK)

DNA

DNA

XZP-5610

XZP-5610 X (FXR)

NASH

XZP-5610 FXR

NASH

XZP-5610

XZP-5610

NASH XZP-5610 II

XZP-6019

XZP-6019 (KHK) NASH

XZP-6019 KHK

NASH XZP-6019

XZP-6019 I
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(CADD)

(SBDD)

(ADME)

XZP-7797

PARP1 XZP-6924 USP1

PARP1

(QbD)

FUT8

(CHO) Fc 100%

FcyRIII

(ADCC)

(ADCP) KM501 HER2/HER2 ADC
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2025 6 30

40 30

XZP-5695 III

I III

(i)

(ii)

(iii)

(iv)

(v)

(i)

(ii) (iii) (iv)

(v)
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PPI

PPI KBP-3571 KBP-3571

PPI

2025 6 30

80 50%

12

CRO

CRO

CRO
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2023 2024 2024 2025 6 30

239.1 186.4 74.4 83.7

70.9% 32.2% 63.6% 69.7% 2024

(i) 2024

(ii) I/II

2023 2024

2023 2024 2024 2025 6 30

108.6 84.8 38.6

16.4 45.4% 45.5% 51.9%

19.6% 2023 2024

2024 6 30 51.9% 2025 6

30 19.6% (i) 2025 6 30

(ii)

KBP-3571 III XZP-3287

HR+/HER2- XZP-3621

ALK NSCLC

2023 2024 2024 2025 6 30

383.9 284.6 125.4 106.3

2023 2024 2024 2025 6 30

253.4 144.1 89.6

39.0 66.0% 50.6% 71.4% 36.7%

2023 2024 2023 8
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NDA 2025 6

30 2024 2024

6 30 XZP-3287 XZP-3621
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KBP-3571 XZP-3287 XZP-3621

ALK NSCLC 2025 8 NDA

KBP-3571 XZP-3287 XZP-3621

KBP-3571

2025 6 30 90

1,500

(i)

92 87 (ii)

49 30

15

28 27 15
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2023 2024 12 31

2025 6 30

28,600 13.8 11.4

100.0% 46.0% 64.0%

12,700 6.6 6.2

44.5% 21.9% 34.4%

CRO CDMO

2023 2024 12 31 2025 6 30

90.6 50.6

64.2 34.5% 29.9% 75.5%

36.7 17.4

36.5 14.0% 10.3% 42.9%

5%
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12 31 6 30

2023 2024 2024 2025

 . . . . . . . . . . . . . . . . . . . . 29 30,094 16,030 17,893

. . . . . . . . . . . . . . . . . (9) (13,602) (8,811) (7,687)

. . . . . . . . . . . 40,800 15,349 7,492 4,136

. . . . . . . . . . . (10,235) (52,354) (6,161) (5,705)

. . . . . . . . . . . . . . . . . (239,061) (186,395) (74,426) (83,705)

. . . . . . . . . . . . . . . . . (87,845) (339,669) (36,486) (30,614)

. . . . . . . . . . . . . . . . . (3,267) (9,469) (8,198) (5,170)

. . . . . . . . . . . . . . . (300,556) (556,424) (110,971) (110,903)

 . . . . . . . . . . . . . . . (300,562) (556,430) (110,977) (110,909)

2023 6 KBP-3571 NDA 2023

2024 2025 6 30 29,000 30.1

17.9

2023 300.6 85.1% 2024

556.4 (i)

(ii) 2024

2024 6 30 2025 6 30

111.0 110.9
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12 31 6 30

2023 2024 2025

. . . . . . . . . . . . . . . . . 778,574 827,622 830,103

. . . . . . . . . . . . . . . . . . . 542,436 368,997 236,199

. . . . . . . . . . . . . . . . . . . 143,127 179,262 165,559

. . . . . . . . . . . . . . . . . . . . . 399,309 189,735 70,640

 . . . . . . . . . . . . . . . 1,177,883 1,017,357 900,743

. . . . . . . . . . . . . . . . . 67,636 60,643 54,938

 . . . . . . . . . . . . . . . . . . . . . . . . 1,110,247 956,714 845,805

2023 12 31 1,110.2 13.8%

2024 12 31 956.7 556.4

402.9 2024

12 31 956.7 11.6% 2025 6 30 845.8

110.9

2023 12 31 399.3 52.5%

2024 12 31 189.7 (i)

(ii)

KBP-3571 (iii)

KBP-3571

2024 12 31 189.7

2025 6 30 70.6

NG-350A
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12 31 6 30

2023 2024 2024 2025

. . . . . (209,998) (119,593) (60,659) (95,760)

. . . . . . . . . . . . . . . . . . . . 93,680 (7,866) 7,609 (27,376)

. . . . . . . . . . . . . . . . . . . . . . . . 372 373 158 375

. . . . . . . . . . . . . . . . . . . . . . (6) (6) (6) (6)

 . . . . . . . . . . . . (115,952) (127,092) (52,898) (122,767)

 . . . . 44,732 131,928 (61,674) (1,818)

 . . . . . . . . . . . . (9,903) (12,425) (2,871) (2,073)

. . . . . . . . . (81,123) (7,589) (117,443) (126,658)

 . . . . . . . . 224,112 142,891 142,891 135,249

. . . . . . . . . . . (98) (53) (109) (33)

 . . . . . . . . 142,891 135,249 25,339 8,558

2023 2024 2025 6 30

116.0 127.1 122.8

2025 6 30

122.8 110.9

NG-350A
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(i)

(ii) (iii)

(iv)

12 125%

H 11.60

701.0 2024 1.0

2025 6 30

2025 6 30 8

2025 6 30

52

12 31 6 30

2023 2024 2025

(1) . . . . . . . . . . . . . . . . . . . . . 3.8 2.1 1.4

(1) 
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(ii)

(iii)

(iv)

(v)

(vi)

(vii)

(viii)

15 15

5% 25%

15



�?  ��

– 27 –

H

56.47%

2022 5 25

5,133,125,704

55.91%

(i) 49.13%

(ii) (iii)

Network Victory Limited

Proper Process International Limited Successmax Global Holdings Limited Victory 

Faith International Limited Mingyao Capital Limited

NASH
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(i) 14A.105

(ii) 14A.53

16

20.72% 12

2022 9 A

2024 5 A
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10%

50% (i)

(ii)

11.60

(1) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 6,008.2

H (2) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 1,864.1

 (3) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 1.86

(1) 517,947,790

(2) 160,701,996 H

67,333,500 H 93,368,496 H

(3) 2025 6 30

11.60 701.0

(i) 45.0% 315.4

KBP-3571 XZP-3287 XZP-3621 (ii) 14.0%

98.1 KM602 KM501 XZP-7797 XZP-6924

( i i i ) 11.0% 77.1 XZB-0004
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XZP-5610 XZP-6019 XZP-6877 (iv) 20.0% 140.2

(v) 10.0% 70.1

H 11.60 80.1

10.3% (i)

31.2 (ii) 48.9 (a)

31.9 (b) 17.0

25.8 28.2

14.7

16.1 1.4

34.4

2025 7

KBP-3571 III XZP-

3287 2025 8 XZP-3621 ALK NSCLC

NDA

2025 (i)

(ii)

2025 6 30
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32

622

2018 9 5

2021 11 22

 

Network Victory Limited Proper Process 

International Limited Successmax Global Holdings 

Limited Victory Faith International Limited

Mingyao Capital Limited
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H 2025 8 28

H

H
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FINI

 Fast Interface 

 for New Issuance

H 1.00

H

2020 8 10

2001 3 16
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S
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11.60

1.0% 0.0027%

0.00015% 0.00565%

2023 2 17 2023 3 31
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1998 12 29
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7 1
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5.00%

 

2025 9 18

S S
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2021 4 2022 1 2024
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2010 10 6
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2020 8 14

2020 8 4

2020 8 3
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30
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1.00
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2018 7

31

2021 3

24
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DCR

DDI

DDR DNA DNA

DLT

DNA-PK DNA

DNA

DoR
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ITT

KHK

KOL

MDA-MB-436 TNBC BRCA1

MMAE E ADC

mPFS 50%

50%

MTD
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NSCLC

ORR

OS

OSR

PARP ADP PARP1

DNA

DNA

PARP1/2 PARP1 PARP2

DNA
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PDE5 5

PD-L1 PD-1 1

T PD-1 T
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PK

pKa

PPI

ATP

PPS

PR (RECIST)

30% 100%

ROS1

ROS1
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RP2D II II

(DLT)

(MTA) RP2D

RP2D 20-33% DLT

(MTD)

SAE

SBDD

SD RECIST

30% 20%

SS
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AE

AE

CDK4/6

XZP-3287 HR+/HER2-

NDA AI HR+/HER2-

NDA

2023

2024 12 31 2024 2025 6 30

383.9

284.6 125.4 106.3
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NDA 2025 8 XZP-3621 ALK NSCLC
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2023 2024

2024 2025 6 30 300.6

556.4 111.0 110.9

2023 2024 12 31 2024

2025 6 30 239.1 186.4

74.4 83.7

2023 2024 2024 2025 6 30

144.8 98.2 51.0 22.6
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2023 2024 12 31 2025 6 30

306.8 110.6 101.2

2023 2024

12 31 2024 2025 6 30

1.7 3.0

3.7 329,000

14.0 6.3 1.8 1.3
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15%

2019 11 2022 12 2022 1 1 2024 12 31

15% 2024 10

2024 1 1 2026 12 31 15%

11

2023 2024 12 31 2024 2025 6 30

23.5 4.9 1.8

0.6

2023 2024 12 31 2025 6 30

533.8 610.6 629.6
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16

2023 2024

2024 2025 6 30

72.3 402.9 30.1

2023 2024

2024 2025 6 30 98,000

53,000 109,000 33,000
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SignalChem Lifesciences Corporation

SignalChem XZB-0004
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H

H

H H

H

(i) 

(ii) 

(iii) H

(iv) 

H H

H H
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0.9143 1.00 7.1152

1.00 7.7821 1.00
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7-3-1005

88
2 1-2412

6 Tom Thumb Ln
Danbury
CT 06811
USA

13

5007

375

5-1-1402

1
10 8 C
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6

3 805

1

12 101

E

4 408

68

7 372

36

2 2104

268
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1

29

 

 

1

29

3

45

15

26

288

24
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8

25

77

3 34

15

15

26

27

979

27
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88

B 10

71

19

45

14

1

79
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769

203C507

2000

2 2107

183

46

 www.xuanzhubio.com 

12 2702

(ACG, HKACG)

183

46
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7-3-1005

183

46

H

183

17 1712-1716
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2

136
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(i) (ii)

(API) API

2018 12,390 2024

16,497 4.9% 2032 22,615 2024

4.0%

2032 29,149 2024

6.3%
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NDA

2018 2024 48

2018 8,614 2024 10,743

3.7% 2032

20,405 2024 8.3%

(PPI)

PPI

(ADC)
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(me too) (me better)

2021

2035

NDA 1

2018 71.4

2024 74.3 0.7% 2032 81.2

2024 1.1% 75%
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(4) 

2018 322,200 2024 374,700 2032

435,000 BRCA1 BRCA2

60-70%

30-40%

HR+/HER2-

HER2+ TNBC

HR+/HER2- 75% HR+/HER2-

(ER) (PR)

2 (HER2) HR+/HER2-

HR+/HER2- 30%

HR+/HER2- 20%

HR+/HER2-

(AI) ER (SERD) CDK4/6

PI3K

mTOR ADC

CDK4/6 HR+/HER2-

2024 CDK4/6

HR+/HER2- 186,100 2032 243,800 2024

3.4%











� � � 8 � ? � Ž

– 166 –

13% III 64% IV NSCLC NSCLC

III IV NSCLC NSCLC 19.7%

NSCLC 5.8%

I III NSCLC

ALK ALK NSCLC

I III NSCLC

2024 ALK

NSCLC 16,800 2032 26,200 2024

5.8%

NSCLC EGFR ALK ROS1 NTRK

NSCLC EGFR (28.2%) KRAS (6.0%) ALK 

(5.6%) EGFR

EGFR-TKI KRAS

KRAS G12C

ALK NSCLC ALK

ALK

ALK

NSCLC

NSCLC (PD-L1 ≥ 50%)

(PD-L1 < 50%)

ALK NSCLC 2018 68,400 2024

91,200 4.9% 2032 121,700 2024

3.7% ALK NSCLC
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NASH NASH 2018 36.0

2024 42.6 2.8% 2032 50.8

2024 2.2% NASH 80%

NASH

2 2024 3 FDA Rezdiffra

NASH NASH

NASH

NASH NASH

NASH

NASH

FXR

X (FXR)

FXR

FXR

FXR FXR

FXR NASH (PBC)

FXR

NASH FXR

FXR NASH

NASH FXR
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2014

100

24 50

1,500,000
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2020 1 22 2020 7 1
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GCP

2018 3 2003 8

6 2017 7 27 2017 9 1

GLP GLP
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GLP 2023 1 19 2023

7 1 GLP

1988 11 14 2017 3 1

1997 12

11 2001

12 5 2002 1 1

2017 3 17 2017 5

1 2017 5 1

2015 11 11

2018 7 24

60

1984 9 2019 8 26 2019 12 1

60
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2013 9 6

1

1

1 3

I II III IV

2019 11 29 2019 12 1

GCP
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I II III

III

2012 5 15

2021 11

2015 7 2

2017 10 26

2023 7 14
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2019 5 28 2024 3 10 2024 5 1

2023 5 26 2023 7 1

2020 10 17 2024 4 26
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2015 8 9

2015 11 11

2017 3 17 2017 5 1

2017 5 1

2017 10 8

2017 12 21

2020 7 7
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2018 5 17

2018 7 24

60

2020 1 22 2020 7 1

2011 1 17 2011

3 1 GMP
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2019 12 1

GMP GMP 2019 11 29

< > 2019 12 1

GMP GSP GMP GSP GMP GSP

GMP GMP

2021 5 24 2023 7

19

GMP

GMP

GMP

2014 8
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5

2019 9 3 5021

2019 6

2023 1

20 30

1
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2021 8

3

30

4

30

30

1

2016 12 26

1

1
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2018

2017 1 24

2018

2007 12 10 2022 10 2022 11 1



� 9 � M � ? � Ž

– 195 –

1998 12 14

1999 5 12

2007 7 10

2016 1 3
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2021 1

2025 1 1

2024

2015 5 4

2015 6 1

2023 12 26

2024 3
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2009 8 19

2004 11 12 2024 12 6

1993 12

1999 12 2004 8 2005 10 2013 12 2018 10 2023 12

2002

2 2002 4 2024

2024 9 2024 11 1

2022
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2022 10 2023 1

11

2019 3

2020 1 1

2020 1 1

2020 1 1
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2020 12 19 2021 1 18

2020 5 28 2021 1 1

1986 6 25 2019 8 26 2020

1 1

2010 12 1

2011 2 1

30

1,000 1
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2016 11 30 2017 2 1

2016 12 12

2016

2007 10 28 2019 4 23

1997 11 1 2019 4 23

1999 10 15 2021 3 30

300,000 300
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2009 10 19

15

1989 12 26 2014 4 24 2015

1 1

1998 11 29 2017 7 16 2017

10 1

2002 10 28 2018 12 29
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2017

11 20

2024 4 1 2024 7 1

2019 12 20

2019

2013 10 2 2014 1 1
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2006 3 8 2006 5 1

2002 6 29 2021 6 10

2021 9 1

2005 8 26 2018 9 18

2002 1 26 2013 12 7
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1998 4 29 2021 4 29

2020 4 1 2023 8 21

2023 10 30

2001 10 27 2018 12 29

2017

3 9 2017 5 1

2012 4 27 2012 6 1
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1993 2 22 2018 12 29

(1)

(2) (3)

2021 8 20 2021 11 1
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2017 5 8 2017 6 1

2021 6 10

2021 9 1

2016 11 7

2017 6 1

2021 7 30 2021

9 1
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2021 12 28 12

2022 2 15

2022 7 7 2022 9 1

(1) (2)

(3) 1 1 100,000 10,000

(4)

2023 2 22

2023 6 1

38

2024 3 22

1 1

100,000
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2024 9 2025 1 1

1982 8 23 2019 4 23

2019 11 1 2002 8 3

2014 4 29 2014 5 1

10

10

1984 3 12 2020 10 17

2021 6 1 2001 6 15

2023 12 11 2024 1 20

20

10 15
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2017 8 24 2017 11 1

2007 3 16 2018 12 29
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25%

15%

1994 1 2008 11 2016 2 2017 11

1993 12 2008 12 2011 10

17%

11% 6%

2018 4  

2018 5 17% 11%

16% 10%

2019 3

16% 13%

10% 9%

2024 12 25

2026 1 1

1996 1 1997 1 2008 8
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2013 5 2018 10 2019 12

2012 11 2015 5 2018 10 2019

12

(1)

(2)

(3) (4)

(5)

(6) 2015 2

2015 6 2019

12

2024 4 3 2024 2024

5 6

2015 3 2019 12 2023 3

2016 6

9 2023 12
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100%

2023 12 4

2020 4

2013 4 28 2013 5 13

2014 12 26

15
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2017 1

(1) 50,000

(2)

1994 7 5 2018 12 29

2007 6 29 2012 12

28 2013 7 1

2008 9 18
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2010 10 28 2018 12 29

2025 7 31

2025 9 1

2018 7 20

2019 1 1

2018 9

2018 9

2018 11

2019 4
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2023 2 17

2023

3 31

20

30

(1) (2)

(3) (4)

(1)

(2)

(3) 3

(4)

(5)
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H

2019 11 14 2023 8 10 H

H

H

2023 3 31

2019 12 31

H H

H

2024 9 20 2024 9 23

H

2025 6

27 H

2025 6 30
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2023 2 24

2023 3 31
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2008

NASH

2008

2018 9 5

2021 11 22

2008  . . . . . . . . . . . • 

• 

2012  . . . . . . . . . . . • 

2013  . . . . . . . . . . . • KBP-3571 IND

I

2017  . . . . . . . . . . . • XZP-3287 IND
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2018  . . . . . . . . . . . • 

• XZP-3621 IND

2020  . . . . . . . . . . . • KBP-3571

III

• 

2021  . . . . . . . . . . . • A B

• 

• XZP-3287

HR+/HER2- III

• X Z P -

3621 ALK NSCLC

III

• XZP-3287

HR+/HER2- III

2022  . . . . . . . . . . . • KBP-3571

II

• 

KBP-5081

1 XZP-P803

2023  . . . . . . . . . . . • KBP-3571
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• XZP-3287
NDA

2024  . . . . . . . . . . . • XZP-3621 ALK NSCLC
NDA

• 
PDE5 XZP-5849

2025  . . . . . . . . . . . • XZP-3287
HR+/HER2- NDA

• XZP-3287 (AI) NDA

• XZP-3621 ALK NSCLC
NDA

. . . . . . . . . . 2018 12 10

. . . . . . . . . . 2002 4 23
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 . . 2021 3 24

. . . . . . . . . . 2021 6 3

. . . . . . . . . . 2021 6 18

. . . . . . . . . . 2020 8 10

2008

2012

2018

2 0 1 8 9 5

1,000,000

2018 12 2019 12

1,000,000 1,150,000,000
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2020

2020 8 18 (i)

(ii)

2021 9 10 20,959,785

6.93%

93.07%

3.83% 1.30% 1.00% 0.80%

. . . . . . . . . . . . . . . . . . . . . . . . . . . 2,973,084 11,304,500

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . 2,488,861 9,463,350

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . 1,922,070 7,308,250

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . 1,583,628 6,021,400

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . 1,000,505 3,804,200

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . 959,069 3,646,650

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . 656,619 2,496,650

 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 11,583,835 44,045,000

 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 2,419,600 9,200,000

 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 3,931,850 14,950,000 

 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 3,024,500 11,500,000

 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 9,375,950 35,650,000

 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 20,959,785 79,695,000

 

2021 7 26

2021 7 31 1,512,250

5.75 0.38%
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A-1

2020 8 8 2020 12 8 A-1

963 316,414,285.72 A-1

A-1

 . . . . . . . . . 600,000,000 197,142,857.14 13.44%

 . . . . . . . . . . . . . 200,000,000 65,714,285.72 4.48%

. . . . . . . . . . . . . 100,000,000 32,857,142.86 2.24%

. . . . . . . . . . . . . . . 63,000,000 20,700,000 1.41%

 . . . . . . . . . . . . . . . . . . 963,000,000 316,414,285.72 21.58%

A-1
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A-1 1,466,414,285.72

. . . . . . . . . . . . . . . . . . . . . . . . . 1,070,305,000 72.99%

. . . . . . . . 197,142,857.14 13.44%

. . . . . . . . . . 65,714,285.72 4.48%

. . . . . . . . . . . . . . . . . . . . . . . 32,857,142.86 2.24%

. . . . . . . . . . . . . . . . . . . . . . . . . 20,700,000 1.41%

 . . . . . . . . . . . . . . . . . . . . . . . . . . 14,950,000 1.02%

 . . . . . . . . . . . . . . . . . . . . . . . . . . 11,500,000 0.78%

. . . . . . . . . . . . . . . . . . . . . . . 11,304,500 0.77%

. . . . . . . . . . . . . . . . . . . . . . . . . 9,463,350 0.65%

 . . . . . . . . . . . . . . . . . . . . . . . . . . 9,200,000 0.63%

. . . . . . . . . . . . . . . . . . . . . . . . . 7,308,250 0.50%

. . . . . . . . . . . . . . . . . . . . . . . . . 6,021,400 0.41%

. . . . . . . . . . . . . . . . . . . . . . . . . 3,804,200 0.26%

. . . . . . . . . . . . . . . . . . . . . . . . . 3,646,650 0.25%

. . . . . . . . . . . . . . . . . . . . . . . . . 2,496,650 0.17%

 . . . . . . . . . . . . . . . . . . . . . . . . . . . . 1,466,414,285.72 100.00%

2021

2021 4 16

1,516,056,593.10 49,642,307.38

3.27% 61,273,500

A-2

A-2

2021 7 12 A-2 20,634,600

6,779,891.57 A-2 A-1

A

A-2
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A-2 1,522,836,484.67

. . . . . . . . . . . . . . . . . . . . . . . . . 1,070,305,000 70.28%
. . . . . . . . 197,142,857.14 12.95%

. . . . . . . . . . 65,714,285.72 4.32%
. . . . . . . . . . . . . . . . . . . . . . . 49,642,307.38 3.26%
. . . . . . . . . . . . . . . . . . . . . . . 32,857,142.86 2.16%

. . . . . . . . . . . . . . . . . . . . . . . . . 20,700,000 1.36%
 . . . . . . . . . . . . . . . . . . . . . . . . . . 14,950,000 0.98%
 . . . . . . . . . . . . . . . . . . . . . . . . . . 11,500,000 0.76%

. . . . . . . . . . . . . . . . . . . . . . . 11,304,500 0.74%
. . . . . . . . . . . . . . . . . . . . . . . . . 9,463,350 0.62%

 . . . . . . . . . . . . . . . . . . . . . . . . . . 9,200,000 0.60%
. . . . . . . . . . . . . . . . . . . . . . . . . 7,308,250 0.48%
. . . . . . . . . . . . . . . . . . . . . . . . . 6,779,892 0.45%
. . . . . . . . . . . . . . . . . . . . . . . . . 6,021,400 0.40%
. . . . . . . . . . . . . . . . . . . . . . . . . 3,804,200 0.25%
. . . . . . . . . . . . . . . . . . . . . . . . . 3,646,650 0.24%
. . . . . . . . . . . . . . . . . . . . . . . . . 2,496,650 0.16%

 . . . . . . . . . . . . . . . . . . . . . . . . . . . . 1,522,836,484.67 100.00%

2021 8 5
1,522,836,484.67 400,000,000

2021 11 16

400,000,000 400,000,000 1.00

2021

2021 12 1
3,849,190 6,956,110 3,849,190

6,956,110
2021 410,805,300
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B

2021 12 28

B 610,500,000

39,808,990 B

B

. . . . . . . . . . . . 250,000,000 16,301,800 3.62%

. . . . . . . . . . . . . . 70,000,000 4,564,500 1.01%

. . . . . . . . . . . . . . . . 65,000,000 4,238,470 0.94%

. . . . . . . . . . . . . . . . 50,000,000 3,260,360 0.72%

. . . . . . . . . . . . . . . . 40,000,000 2,608,290 0.58%

. . . . . . . . . . . . . . . . 35,000,000 2,282,250 0.51%

. . . . . . . . . . . . . . . . 30,000,000 1,956,220 0.43%

. . . . . . . . . . . . . . . . 18,000,000 1,173,730 0.26%

. . . . . . . . . . . . . . . . 12,500,000 815,090 0.18%

. . . . . . . . . . . . . . . . 10,000,000 652,070 0.14%

. . . . . . . . . . . . . . . . 10,000,000 652,070 0.14%

. . . . . . . . . . . . . . 10,000,000 652,070 0.14%

. . . . . . . . . . . . . . . . 10,000,000 652,070 0.14%

 . . . . . . . . . . . . . . . . . . . 610,500,000 39,808,990 8.83%
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B

B

2024 10 21 2024 11

15 B

754.60

B B 8%

B

2024 11 15

B 2024 11

18,249,655 6,083,265 3,041,743 1,916,250 500,249

2024 11

(i) (ii)

(iii)

2024

2024 11

34,467,544 1,581,600

34,467,544 1,581,600
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2024 11 15 1,581,600

716,400 1,581,600 716,400

2024 11

(1) 

2021 4 22

67.31% 13

30%
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(2) 

2021 7 6

55.19%

10.70% 28.52% 5.59%

(3) 

2021 7 6

23.94%

26.68% 49.38%

(4) 

2020 8 4

23.35%

38.82%
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(5) 

2020 8 3

62.31%

(6) 

2020 8 5

4.5%

14.38%

(7) 

2020 8 4

6.71%

18

15.17% 10.26% 16

1.93% 12

19
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(8) 

2020 8 4

1.97%

(9) 

2020 8 5
10.44%

(10) 

2020 8 14
56.90%



� Ý � & � ¿ � ® � ! � V � ô

– 232 –

(1)

A-1 A-2 B

. . . . . . . . . . . . . . . . . . . . . 2021 2 3 2021 7 27 2021 12 31

 2024 11 15

 B

(2) . . . . . . . . . . . . . . . 8.57 11.59 8.68

(2)(3) . . . . . . 19.23% (9.24)% 18.19%

(4). . . . . . . . . . . . . . 33 46 39

. . . . . . . . . . . . . . . . .

. . . . . . . . . . . . . . . . .

 . . . . . . . . . . . . . . . . . . . . . . 12

. . . . . . . . . . . . . . . . . . . . .
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A-1 A-2 B

 . . . . . . . . . . . . . . . . . . . (i) (ii) (iii) (iv)
(v) (vi) (vii) (viii)

(ix) (x)

(a)

(b)

(c)

31

(1) 

(2) 

(3) H 11.60

(4) (a) (b)
A

B (i)
(ii)

(i) XZP-3287 HR+/HER2- III (ii)
XZP-3287 HR+/HER2- III

(iii) XZP-3621 ALK NSCLC
III

(5) B B 2025
(i) XZP-3287 HR+/HER2-

NDA (ii) XZP-3287 AI NDA
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20.72%

 

 

  . . . . . 11

20%

50%

1801

6855

6185

688185

9996

6990

1,000

20 30

30%



� Ý � & � ¿ � ® � ! � V � ô

– 235 –

. . . . . . . . . . . . .

. . . . . . . . . . . . . . .

30%

. . . . . . . . . . . . . . .

002038

22.62%

 . . . . .

30%
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(i)
28 120 (ii)

4.2

357,245,794
79.28%

H

9,435,200 H 2.09%

8,466,510
3,849,190 999,200 H

8.24

(i) (ii)
(iii)

19A.13A
70,618,396 H 15.67%
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(i) 67,333,500 H (ii) 

93,368,496 H (iii) 517,947,790

H (iv)

134,585,396 H

25.98% 19A.13A

19A.13A H 24.96% H 11.60

19A.13C(1)

H

2022 9 A

A A

2023 3 8 2023

A

2023 4 19

A

A A

2024 5 24

A

A
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H

(a) A

(b) A

(c)

A

H

(a) 

(b) 

(c) 

(d) 
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(e) 

(f) 

(g) 

15

15

15
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(1)

(1)

. . . . . . . . . . . . . . . . 215,294,494 47.78% 215,294,494 41.57%

. . . . . . . . . . . . . . . . 39,156,920 8.69% 39,156,920 7.56%

 . . . . . . . . . . . . . . . . . 4,714,400 1.05% 4,714,400 H 0.91%

 . . . . . . . . . . . . . . . . . 3,020,800 0.67% 3,020,800 H 0.58%

 . . . . . . . . . . . . . . . . . 1,700,000 0.38% 1,700,000 H 0.33%

. . . . . . . . . . . . . . . . 36,049,144 8.00% 36,049,144* H 6.96%

. . . . . . . . . . . . . . 13,039,600 2.89% 13,039,600* H 2.52%

. . . . . . . . . . . . . . . . 8,466,510 1.88% 8,466,510 H 1.63%

. . . . . . . . . . . . . . . . 3,849,190 0.85% 3,849,190 H 0.74%

. . . . . . . . . . . . . . 2,969,200 0.66% 2,969,200* H 0.57%

. . . . . . . . . . . . . . . . 2,485,600 0.55% 2,485,600* H 0.48%
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(1)

(1)

. . . . . . . . . . . . . . . . 1,919,600 0.43% 1,919,600* H 0.37%

. . . . . . . . . . . . . . . . 999,200 0.22% 999,200 H 0.19%

. . . . . . . . . . . . . . . . 958,000 0.21% 958,000* H 0.18%

. . . . . . . . . . . . . . . . 655,600 0.15% 655,600* H 0.13%

 . . . . . . . . . .

70,032,855 15.54% 70,032,855 13.52%

 . . . . . . . . . .

23,344,465 5.18% 23,344,465 4.51%

. . . . . . . . . . . . . . 11,672,143 2.59% 11,672,143 3,501,643 H *

8,170,500

2.25%

. . . . . . . . . . . . . . . . 7,353,450 1.63% 7,353,450* H 1.42%

. . . . . . . . . . . . . . . . 1,780,800 0.40% 1,780,800 534,240 H *

1,246,560

0.34%

. . . . . . . . . . . . . . . . 1,152,319 0.26% 1,152,319* H 0.22%

 . . . . . . . . . . . .

– – 67,333,500 * H 13.00%

 . . . . . . . . . . . . . . . . . . . 450,614,290 100.0% 517,947,790 100.0%

(1) 17 93,368,496 H

H

(2) * 8.08 19A.13A H
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2008

NASH

NASH

NDA

NDA III

I IND

20 IND KBP-3571 NDA

PPI KBP-5081 II

XZP-5849 I

PDE5

NDA III XZP-

5695

15

KBP-3571 2025 6 30 48.0

2025 7 XZP-

3287
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20 IND

NDA III

XZP-5695 KBP-3571

NDA PPI KBP-5081 II

XZP-5849 I

PDE5

• 

(CADD) (SBDD)

ADME

XZP-7797

PARP1 XZP-6924 USP1

PARP1
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• 

(QbD)

FUT8

(CHO) Fc 100%

FcyRIII

ADCC ADCP KM501

HER2/HER2 ADC

• 

2025 6 30 40

30

XZP-5695

III I

III

XZP-3287 HR+/

HER2– CDK4/6 KM501 I HER2+

ADC XZP-7797 IND BRCA– PARP1

XZP-6924 IND PARP1 USP1

DNA-PK XZP-6877
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2008

KBP-3571 XZP-3287

XZP-3621 XZP-5695 KBP-5081 KBP-3571

PPI

XZP-3287 XZP-3621

NASH

• 

2022

2018

2021

2024 7,430 2032
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8,120 2024 3,830

2032 4,240 PPI

100 2032 111

• 2018 430

2024 510 2.8% 2032 2.1%

600 2021

ADC

• NASH NASH

2024 NASH

3.118 2032 3.333

2018 3,600 2024 4,260 2032

5,080 NASH

NASH

NASH NASH

FXR

XZP-5610 KHK XZP-6019

NDA

NDA III

I IND

NASH
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KBP-3571 NDA

PPI XZP-3287 NDA CDK4/6

XZP-3621 NDA NSCLC ALK

CD80

PARP1 USP1 HER2/HER2 ADC

XZP-5610 XZP-6019 NASH

KBP-3571 PPI

III

PPI 2024

74.3 38.3

PPI

PPI KBP-3571 PPI

DDI

KBP-3571

PPI

2023 6 KBP-3571 NDA

2023 12 2024 1 1

KBP-3571 II 2025 7 III

KBP-3571 PPI

KBP-3571

KBP-3571

• DDI

PPI (DDI)

PPI CYP2C19 CYP3A4 DDI
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KBP-3571 KBP-3571

CYP2C19 CYP

DDI KBP-3571

• PPI CYP2C19

KBP-3571

• PPI

KBP-3571 pKa

III 81.2% KBP-3571

KBP-3571

cys822 KBP-3571

KBP-3571

• KBP-3571

PPI III

KBP-3571 TEAE 32.7% 38.4%

8.2% 11.0%

KBP-3571 0.5% 1.4%

KBP-3571

XZP-3287 CDK4/6 HR+/
HER2-

XZP-3287 CDK4/6

HR+/HER2- NDA 2025 7

XZP-3287 2025 4 XZP-3287 (AI) NDA

2025 5 2024 240

HR+/HER2- 75% 2024 CDK4/6

30 2032 130 CDK4/6

HR+/HER2-
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XZP-3287 AI

XZP-3287 HR+/

HER2-

XZP-3287

• CDK4/6
XZP-3287 NDA HR+/

HER2- CDK4/6 II

2023 7 31 XZP-3287

HR+/HER2-

ORR 30.0% mPFS 9.17

HR+/HER2-

CDK4/6 II

(ORR) 17.4% mPFS 5.9

HR+/HER2 XZP-3287

DS-8201

• XZP-3287

HR+/HER2-

XZP-3287 AI

2025 5 XZP-3287

NDA XZP-3287

(ITT) ORR 45.6%

50.3% XZP-3287

CDK4/6

XZP-3287

• CDK4/6 XZP-3287 CDK6

CDK4/6

XZP-3287 (AE) XZP-3287
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3 AE AE

XZP-3287

XZP-3287

• 20%-30%

XZP-3287

XZP-3287 III

0.427 (95% CI

0.271-0.674) 0.184 (95% CI 0.063-0.541) XZP-3287 I

(SD)

2.1% 10-16% XZP-3287

XZP-3621 ALK NSCLC

XZP-3621 ALK NDA NSCLC

2024 23% NSCLC

85% 64% NSCLC IV NSCLC

2018 76.44 2024 97.32 2032 123.64

5-6% NSCLC ALK

NSCLC XZP-3621

ALK XZP-3621

XZP-3621 III

2024 4 XZP-3621 ALK NSCLC

NDA 2025 8 XZP-3621 ALK NSCLC

NDA XZP-3621 ALK NSCLC

XZP-3621

• III XZP-3621 ALK

ALK+ NSCLC ORR 86.9%

ALK III ORR

XZP-3621 (PFS)

mPFS
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• XZP-3621 ALK+ NSCLC

III XZP-3621

92.3% (IC-ORR) 11.1%

IC-ORR XZP-3621 mPFS

• ALK NSCLC

ALK NSCLC XZP-3621

II XZP-3621

ALK+ NSCLC ALK ORR

• A L K

XZP-3621 3 AE AE

AE

KM501 HER2/HER2 ADC KM501

HER2 IV

HER2 II ADC

KM501 HER2 DS-8201

HER2 ADC HER2 ADC

KM501 DS-8201

2023 2 KM501 IND I

KM602 CD80-Fc

CD80 T

CD80 CD28 PD-L1 T CD80 T

CTLA-4 T PD-1/PD-L1

T KM602 T

2023 2 9 KM602 FDA IND

I
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XZP-7797 PARP1 PARP1/2

BRCA1/2 PARP1/2

PARP2 BRCA

PARP1 XZP-7797 PARP1

PARP1 PARP2

20% XZP-7797

PARP 2024 12

XZP-7797 IND 2025 2

XZP-6924 USP1 DNA

(DDR) DDR

PARP

USP1 DNA PARP

BRCA1/2 XZP-6924 USP1

PARP PARP

XZP-6924 2024 11

IND

XZP-5610 FXR

NASH

XZP-5610 FXR

NASH XZP-5610

XZP-5610 NASH

XZP-5610 II

XZP-6019 KHK NASH

XZP-6019 KHK

NASH XZP-6019

XZP-6019 I
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15

KBP-3571 2025 6 30 48.0

2023 29,000

2024 30.1 2023 2024

2023 11

2024 1 1

2025 2026

2025 7 XZP-3287

KBP-3571 XZP-3287

XZP-3621

• 

KBP-3571 2023 6 50

105 1,700

KBP-3571
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2024 KBP-3571

KBP-3571

• +

XZP-3287 XZP-3621 2025

XZP-3287 XZP-3621

 

29 2020

2013

Hoffmann-La Roche Ltd. 14
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KBP-3571

PPI

18

12

2018

NASH
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• 

• 

KOL

+

• 

o KBP-3571 KBP-3571 III

KBP-3571 KBP-3571
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o XZP-3287 XZP-3287

HR+/HER2- XZP-3287

HR+/HER2- III

2025 4 NDA

2025 5 XZP-3287

HR+/HER2-

o XZP-3621 III 2024 4

XZP-3621 ALK NSCLC NDA

XZP-3621 ALK NSCLC III NDA

(PFS)

2025 8 XZP-

3621 ALK NSCLC NDA

XZP-3621 ALK NSCLC

2024 11 IND III

2025 1 IND

• 

o KM602 2023 4 KM602

I I 2025

2026

2026 PD-1

o KM501 2023 5 KM501

HER2 I I

2025

2026 2026

PD-1

o XZP-7797 2024 12 XZP-7797 IND

2025 2 2025

I 2028 2027

XZP-7797 VEGF-A

CYP17
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o XZP-6924 2024 11 IND

2026 I

RP2D

2028 RP2D

XZP-6924 PARP

2027 2028 IND 2028
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2024 12 Akamis Bio NG-350A

XZB-0005 NG-350A

(T-SIGn) CD40 IgG CD40

NG-350A (TIME)

T NG-350A

CD40 TIME 2025

NG-350A IND

NASH

10

NDA NDA

III I IND

KBP-3571 NDA

III

XZP-3287

NDA XZP-3621 ALK NSCLC

NDA

I IND KM602 KM501

XZP-7797 XZP-6924 NASH I

XZP-5610 IND XZP-6019
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AI

XZP-3287 HR+/HER2-

XZP-

3287 CDK4/6
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KBP-3571 PPI

III

KBP-3571

PPI PPI 1994

2032 PPI 111

PPI

PPI

KBP-3571

DDI

PPI

PPI

2023 6 KBP-3571 NDA

2023 11 KBP-3571 2023 12 KBP-3571

2024 1 1

KBP-3571 2023 5 II

2025 7 KBP-3571 III

KBP-3571

PPI III

PPI H+/K+ ATP

H+

K+ PPI
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PPI

PPI

2024 74.3 2032 81.2

75%

2024 38.3 2032 42.4

PPI

PPI

PPI

KBP-3571

PPI

KBP-3571

PPI

PPI

P P I C Y P2C19

CYP2C19 DDI 15% CYP2C19

35% CYP2C19 PPI

PPI KBP-3571

C5

CYP2C19 KBP-3571 CYP2C19

CYP2C19 KBP-3571 3.5%

>80% ~70% >10%

CYP2C19 KBP-3571

DDI

KBP-3571

CYP450 DDI If KBP-3571
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DDI 20

KBP-3571 1 500 KBP-3571

0.6 KBP-3571

KBP-3571 DDI

PPI KBP-3571

KBP-3571 Ie

53.34% 39.86%

90% 10%

KBP-3571

PPI

pKa1 pKa2 pKa1 pKa2

KBP-3571 pKa1 5.03 pKa2 0.79

KBP-3571 III

81.2%

PPI

PPI cys813 cys822

cys822 KBP-3571

cys822 KBP-3571

III KBP-3571

KBP-

3571 (0.85-1.49h) T1/2: 1.22-3.79h
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KBP-3571

PPI III KBP-3571 TEAE

32.7% 38.4% 8.2%

11.0% KBP-3571

0.5% 1.4%

KBP-3571

2013 6 KBP-3571 IND

2014 8 I I 2018 4

2018 10 II

2020 1 III 2021 10 NDA 2023

6 NDA

I KBP-3571 II

2022 12

IND KBP-3571 II 2023

5 2025 7 KBP-3571 III

KBP-3571

II III II

I

III

III

KBP-3571

448

1:1 10 20 KBP-3571

KBP-3571

KBP-3571

4
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(BICR)

AE

2020 12 442

(FAS) (PPS) 418

(SS) 439

4

FAS (nA = 220, nR = 222) PPS (nA = 210, nR = 208)

% (95% CI) . . . . . . . . . . 90.9 (87.1, 94.7) 93.3 (90.0, 96.7)

% (95% CI) . . . . . . . . . . 93.7 (90.5, 96.9) 96.6 (94.2, 99.1)

%

 

 95% CI  . . . . . . . . . . . . . . . . . . . . -2.8 (-7.7, 2.2) -3.3 (-7.5, 0.9)

CI FAS PPS nA nR

95% CI Wald

(TEAE) KBP-3571

TEAE (32.7%) (38.4%)

(n =220) (n =219) (n =439)

x2

Fisher P

AE. . . . . . . . . . . . . . . . 74 (33.6) 84 (38.4) 158 (36.0) 1.06 0.30

SAE . . . . . . . . . . . . . . 3 (1.4) 1 (0.5) 4 (0.9) Fisher 0.62

TEAE . . . . . . . . . . . . . 72 (32.7) 84 (38.4) 156 (35.5) 1.52 0.22

TESAE . . . . . . . . . . . . 3 (1.4) 1 (0.5) 4 (0.9) Fisher 0.62

TEAE . . . . 3 (1.4) 0 3 (0.7) Fisher 0.25

TEAE . . . . 2 (0.9) 0 2 (0.5) Fisher 0.50

TEAE . . . . 3 (1.4) 4 (1.8) 7 (1.6) Fisher 0.72

AE . . . . . . . . 18 (8.2) 24 (11.0) 42 (9.6) 0.98 0.32

TRSAE . . . . . . . . . . . . 0 (0) 1 (0.5) 1 (0.2) Fisher 0.50
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(n =220) (n =219) (n =439)

x2

Fisher P

 AE . . . . . . . . . . 2 (0.9) 3 (1.4) 5 (1.1) Fisher 0.69

AE

 . . . . . . . . . Fisher 1.00

  . . . . . . . . . . . . 15 (6.8) 21 (9.6) 36 (8.2)

  . . . . . . . . . . . . 3 (1.4) 3 (1.4) 6 (1.4)

  . . . . . . . . . . . . 0 0 0

 AE SAE SS TEAE

n(%)

KBP-3571 AE

II

II

KBP-3571

150 1:1:1 10 20

KBP-3571 40 KBP-3571 BICR

KBP-3571 20 40

KBP-3571 4

2 4

(AE)



�8  
�

– 273 –

2019 5 145

FAS PPS 132 SS

145

4 FAS

FAS PPS

 

10 [ ]

 [(%) (95% CI)] . . . . . . . . . . . . . . . . . 44 [88.0 (79.0–97.0)] 36 [72.0 (59.6–84.5)] 40 [88.9 (79.7–99.4)] 34 [75.6 (63.0–88.1)]

20 [ ]

 [(%) (95% CI)] . . . . . . . . . . . . . . . . . 40 [85.1 (74.9–95.3)] 33 [70.2 (57.1–83.3)] 37 [86.0 (75.7–96.4)] 31 [(72.1 (58.7–85.5)]

40 [ ]

 [(%) (95% CI)] . . . . . . . . . . . . . . . . . 42 [87.5 (78.1–96.9)] 37 [(77.1 (65.2–89.0)] 40 [90.9 (82.4–99.4)] 35 [(79.5 (67.6–91.5)]

20

 10

 [% (95% CI)]. . . . . . . . . . . . . . . . . . . -2.9 (-16.5–10.7) -1.8 (-19.8–16.3) -2.8 (-16.7–11.0) -3.5 (-21.8–14.9)

40

 10

 [% (95% CI)]. . . . . . . . . . . . . . . . . . . -0.5 (-13.5–12.5) 5.1 (-12.2–22.3) 2.0 (-10.5–14.5) 4.0 (-13.4–21.3)

20

 40

 [% (95% CI)]. . . . . . . . . . . . . . . . . . . 2.4 (-11.4–16.2) 6.9 (-10.8–24.6) 4.9 (-8.5–18.3) 7.5 (-10.5–25.4)

FAS PPS CI

Farrington-Manning 95% (95% CI)

81 145 47 (32.4%) 10

50 17 (34.0%) 20 KBP-3571 47 16

(34.0%) 40 KBP-3571 48 14 (29.2%)

10 1 (TESAE)
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10 (n =50) 20 (n =47) 40 (n =48)

(%) (%) (%)

TEAE . . . . . . 17 (34.0) 39 16 (34.0) 22 14 (29.2) 20

  . . . . . . . . . 17 (34.0) 35 14 (29.8) 20 14 (29.2) 18

  . . . . . . . . . 4 (8.0) 4 2 (4.3) 2 1 (2.1) 2

  . . . . . . . . . 0 0 0 0 0 0

AE . . . . . 9 (18.0) 16 9 (19.1) 9 6 (12.5) 7

SAE . . . . 0 0 0 0 0 0

 TESAE

  . . . . . . . . 1 (2.0) 1 0 0 0 0

 TEAE . . . . . . . . 0 0 0 0 0 0

II

II KBP-3571

KBP-3571 40 60 20 156

1:1:1 40 KBP-3571 60 KBP-3571 20

4

KBP-3571

BICR

AE
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2023 5

156 FAS 153 PPS 144 SS 151

2024

FAS BICR

40 KBP-3571 43 (86.0%) 60 KBP-3571 45

(86.5%) 20 44 (86.3%)

40 KBP-3571 44 (88.0%) 60 KBP-3571

47 (90.4%) 20 44 (86.3%)

SS 40 KBP-3571 60 KBP-3571 20

TEAE 57.1% 48.1% 60.0% (TRAE)

18.4% 25.0% 24.0%

40

KBP-3571

60

KBP-3571

20

p

N=49 N=52 N=50 N=151

n(%) E n(%) E n(%) E n(%) E

TEAE . . . . . . . . . . . . . . . . . . . . 28 (57.1) 63 25 (48.1) 60 30 (60.0) 55 83 (55.0) 178 1.60 0.4487

TRAE . . . . . . . . . . . . . . . . . . . . 9 (18.4) 22 13 (25.0) 28 12 (24.0) 26 34 (22.5) 76 0.73 0.6941

 1  . . . . . . . . . . . . . . . . . . . . 6 (12.2) 19 10 (19.2) 24 11 (22.0) 25 27 (17.9) 68

 2  . . . . . . . . . . . . . . . . . . . . 3 (6.1) 3 3 (5.8) 4 1 (2.0) 1 7 (4.6) 8

 3 . . . . . . . . . . . . . . . 0 0 0 0

TRSAE . . . . . . . . . . . . . . . . . . . 0 0 0 0

TEAE

 

 QTcF  . . . . . . . . . . . . . . 0 0 0 0

2023 5 2024 7

A II

40 KBP-3571 31 (91.2%)

60 KBP-3571 27 (90.0%) 20 27 (93.1%)

40 KBP-3571 30 (88.2%)
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60 KBP-3571 25 (83.3%) 20 26

(89.7%) 40 KBP-3571 60 KBP-3571 20

TEAE 57.1% 48.1% 60.0% (TRAE)

18.4% 25.0% 24.0%

2025 1

III

I

I

KBP-3571 (PK/PD)

DDI

KBP-3571 PK/PD Ia

Ia

KBP-3571 PK/PD 66 54

KBP-3571 12 2.5 5

10 20 40 80 120 KBP-3571

5 40

AE TRAE 2.5 (50%)

1 5 (16.67%) 2 10 (10%)

1 40 (20%) 2 120 (16.67%)

3 TRAE 2 QT 1

1 1 1 1

1 1 TRAE

SAE AE

KBP-3571 PK Ib

KBP-3571 PK

KBP-3571
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KBP-3571 PK/PD Ic

KBP-3571 PK/PD 20 40

(Tmax) 3.75 3.50

1.60 2.02 1 20

Cmax AUC 40

20

KBP-3571 PK/PD Id

KBP-3571 PK/PD 60

80 100

PK KBP-3571 Tmax

4.75 4.00 4.00 1.73 1.37 1.60

KBP-3571 PK

KBP-3571 Ie

20 100 μCi [14C]KBP-3571 20

100 μCi [14C]KBP-3571 96

91.60% 0 192 93.20%

53.34% 39.86%

KBP-3571 DDI If

KBP-3571 DDI

1 24 1:1:1:1

20 KBP-3571 1 500

2 8 1:1 2×2

0.6
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20 KBP-3571 1 500

KBP-3571

0.6

KBP-3571

2019

III 2021 7 KBP-3571 NDA

NDA 2021 10

NDA NDA 2023 6

KBP-3571 NDA KBP-3571 NDA

2023 12 KBP-3571

2024 1 1

KBP-3571 2022 12 II

2023 5 2024 7

KBP-3571 II

KBP-3571 II

KBP-3571

II

KBP-3571

2025 4 III 2025 7

2026 III

NDA

KBP-3571

PPI

KBP-3571

KBP-3571
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KBP-3571

XZP-3287 CDK4/6 HR+/HER2-

X Z P - 3 2 8 7 C D K 4 / 6

HR+/HER2- 2024 2.4

HR+/HER2- 75% CDK4/6 HR+/HER2-

CDK4/6 2024 30

2032 130

XZP-3287

HR+/HER2- XZP-3287

HR+/HER2- 2024

CDK4/6 HR+/HER2- 186,100

2032 243,800 2024 3.4%

HR+/HER2- CDK4/6

2025 5 XZP-3287

HR+/HER2-

HR+/HER2- NDA 2025 4 XZP-3287

AI HR+/HER2- NDA 2025 5

CDK4/6

CDK4/6

DNA CDK4/6

CDK4/6

G1 S
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CDK4/6 CDK4 CDK6

CDK4 CDK6

CDK6

C D K 4 C D K 6

XZP-3287 CDK4 CDK6

CDK6 XZP-3287

CDK2 CDK2

CDK4/6

CDK4/6 2018 1 2024 30

2032 130

CDK4/6

CDK4/6 XZP-3287 CDK4/6

III CDK4/6

XZP-3287

XZP-3287

CDK4/6

CDK4/6

CDK4/6 XZP-3287

CDK4/6

II 2023 7 31 XZP-3287

HR+/HER2-
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(ORR) 30.0% (mPFS) 9.17

HR+/

HER2- CDK4/6 II ORR

17.4% mPFS 5.9 HR+/HER2

XZP-3287 DS-8201

3 XZP-3287 mPFS 11.01 (OS) 24.28

DS-8201 mPFS 10.0 OS 23.9

XZP-3287 4

mPFS 9.17 mOS 29.01

XZP-3287

HR+/HER2-

XZP-3287 AI

XZP-3287 ITT

ORR 45.6% 50.3% XZP-3287

CDK4/6

XZP-3287

mPFS 17.28 MONARCH 2 MONARCH Plus

mPFS 16.4 11.5 XZP-3287

PFS 1

0.337 95% CI 0.191-0.595 0.427 95% CI

0.271-0.674 0.184 95% CI 0.063-0.541 CDK4/6

XZP-3287

XZP-3287 AE

XZP-3287 3 4

CDK4/6

1 2

TRAE

CDK4/6 AE

XZP-3287
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XZP-3287 III

0.427 95% CI 0.271-0.674 0.184 95% 

CI 0.063-0.541 XZP-3287

XZP-3287

XZP-

3287

XZP-3287

II

SD SD 6 XZP-3287 I

(SD)

(PR) 2.1% 10% 16%

XZP-3287

HR+/HER2- I/II

I XZP-3287

HR+/HER2- III

2023 8 XZP-3287 NDA

2023 10 XZP-3287 HR+/HER2-

NDA 2025 5 NDA NDA

XZP-3287

OS 2026 XZP-3287
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XZP-3287

XZP-3287 I II

2.3 XZP-3287

2025 7 XZP-3287

2022 3 XZP-3287 HR+/HER2-

III

2025 4 NDA 2025 5

XZP-3287 HR+/HER2-

2025 IND

XZP-3287 HR+/HER2- III

XZP-3287

HR+/HER2-

372 HR+/HER2- 2:1

248 124 12 360 XZP-3287

2.5 1 28 12

360 2.5 1 28

PFS

BICR PFS BICR ORR (DoR)

(DCR) (CBR) OS (OSR) 1 2 3 4 5

AE SAE

12 XZP-3287

PK
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FAS ORR 45.6% 95% CI

38.62%-52.69% 14.9% 95% CI 8.56%-23.31%

0.427 95% CI 0.271-0.674 0.184 95% CI 0.063-0.541

2024 2 22 TEAE SS

204 (100%) 95 (94.1%) TEAE

XZP-3287+ +

N=204 N=101

n(%) n(%)

TEAE . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 204 (100) 95 (94.1)

TRAE . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 204 (100) 86 (85.1)

TESAE . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 50 (24.5) 13 (12.9)

TRSAE . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 32 (15.7) 2 (2.0)

3 TEAE . . . . . . . . . . . . . . . . . . . . . . 152 (74.5) 20 (19.8)

3 TRAE. . . . . . . . . . . . . . . . . . . . . . 139 (68.1) 13 (12.9)

TEAE . . . . . . . . . . . . . . . 4 (2.0) 0

XZP-3287 TEAE . . . . . . . 9 (4.4) 0

TEAE . . . . . . . . . . . . . . . 82 (40.2) 21 (20.8)

XZP-3287 TEAE . . . . . . . 150 (73.5) 37 (36.6)

XZP-3287 TEAE . . . 86 (42.2) 1 (1.0)

TEAE . . . . . . . . . . . . . . . . . . . . . . . 7 (3.4) 3 (3.0)

HR+/HER2- XZP-3287 PFS

XZP-3287

TEAE

XZP-3287
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XZP-3287 I/II

XZP-3287 (i) I

(ii) I XZP-3287

XZP-3287 (iii) II

I

XZP-3287

PK

141

3+3 XZP-3287 (MTD)

20

100% (i) 2

AE (ii) (DLT)

3+3 160 DLT

2 AE

3+3 3+3 50% 33% 33%

560

560 DLT 3+3

240 360 480 600

720 PK

DLT

MTD XZP-3287 DLT RP2D-S

TEAE

PK ORR

DCR CBR DoR PFS OS PK XZP-3287

PK
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XZP-3287 I

I 130 HR+/HER2-

XZP-3287

(i) 35 XZP-3287 (ii) 28

XZP-3287 (iii) 67 XZP-3287

I 360

XZP-3287 28

2.5

XZP-3287 1

XZP-3287 15

500

XZP-3287

ORR DCR CBR DoR PFS OS XZP-3287 PK

I 2022 9

2022 9 30 FAS

XZP-3287

XZP-3287 XZP-3287

N=35 N=28 N=67 N=130

n(%)

 . . . . . . . . . . . 1 (2.9) 0 2 (3.0) 3 (2.3)

 . . . . . . . . . . . 18 (51.4) 15 (53.6) 29 (43.3) 62 (47.7)

 . . . . . . . . . . . 13 (37.1) 10 (35.7) 29 (43.3) 52 (40.0)

 . . . . . . . . . . . 0 3 (10.7) 7 (10.4) 10 (7.7)

 . . . . . . . . . . . 3 (8.6) 0 0 3 (2.3)
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XZP-3287

XZP-3287 XZP-3287

N=35 N=28 N=67 N=130

 ORR 95% CI . . . . . .

54.3

(36.65,71.17)

53.6

(33.87,72.49)

46.3

(34.00,58.88)

50.0

(41.11,58.89)

 DCR 95% CI . . . . . .

91.4

(76.94,98.20)

89.3

(71.77,97.73)

89.6

(79.65,95.70)

90.0

(83.51,94.57)

 CBR 95% CI . . . . . .

71.4

(53.70,85.36)

78.6

(59.05,91.70)

71.6

(59.31,81.99)

73.1

(64.60,80.48)

12 XZP-3287 MTD 360

XZP-3287 6 DLT

XZP-3287 3 DLT

XZP-3287

XZP-3287 XZP-3287

N=35 N=28 N=67 N=130

n(%) n(%) n(%) n(%)

TEAE . . . . . . . . . . . . . 35 (100) 28 (100) 67 (100) 130 (100)

TRAE . . . . . . . . . . . . . 35 (100) 28 (100) 67 (100) 130 (100)

TESAE . . . . . . . . . . . . 10 (28.6) 1 (3.6) 10 (14.9) 21 (16.2)

TRSAE . . . . . . . . . . . . 10 (28.6) 0 8 (11.9) 18 (13.8)

XZP-3287

 TEAE . . . . . . . . . . . 4 (11.4) 1 (3.6) 1 (1.5) 6 (4.6)

XZP-3287

 TRAE . . . . . . . . . . . 4 (11.4) 1 (3.6) 1 (1.5) 6 (4.6)

XZP-3287

 TEAE. . . . . . 6 (17.1) 10 (35.7) 17 (25.4) 33 (25.4)

XZP-3287

 TRAE. . . . . . 6 (17.1) 10 (35.7) 17 (25.4) 33 (25.4)
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XZP-3287

XZP-3287 XZP-3287

N=35 N=28 N=67 N=130

n(%) n(%) n(%) n(%)

XZP-3287

 TEAE . . . . . . . . . . . 17 (48.6) 17 (60.7) 34 (50.7) 68 (52.3)

XZP-3287

 TRAE . . . . . . . . . . . 16 (45.7) 17 (60.7) 33 (49.3) 66 (50.8)

 TEAE . . . . . . . . . . . 1 (2.9) 0 1 (1.5) 2 (1.5)

 TRAE . . . . . . . . . . . 1 (2.9) 0 1 (1.5) 2 (1.5)

TEAE . . . . 1 (2.9) 0 1 (1.5) 2 (1.5)

XZP-3287 II

HR+/HER2-

XZP-3287 II

131

480 XZP-3287 28

(IRC) ORR

ORR DCR CBR DoR PFS OS

XZP-3287 II 2023 7
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XZP-3287 PK Ib

3

XZP-3287 PK

360 XZP-3287 XZP-3287

XZP-3287

XZP-3287 DDI

DDI CYP3A4

CYP3A4 XZP-3287 PK XZP-3287

DDI

XZP-3287

XZP-3287

XZP-3287

2017 6 IND I

I II III

III

XZP-3287 I II

I XZP-3287

III 2021 7

III 2024 5 III

2023 8 10 XZP-3287

HR+/HER2- NDA 2025 5

NDA XZP-3287
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XZP-3287 HR+/HER2- III

2022 3 2022 9 I

I

ORR

I

III 2023 9

2025 4 NDA 2025 5

2026 XZP-3287 AI HR+/HER2-

XZP-3287 HR+/HER2-

2025 IND

2030

XZP-3287

XZP-3287

XZP-3621 ALK NSCLC

XZP-3621 ALK ALK NSCLC

2024 23% NSCLC

85% 64% NSCLC NSCLC

2018 764,400 2024 973,200 2032 1,236,400

ALK NSCLC 5-6% NSCLC

ALK 4-ALK (EML4-ALK)

TFG KIF5B ALK ALK

30%

NSCLC
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ALK XZP-3621 ALK

XZP-3621 III

ALK NSCLC NDA 2025 8 XZP-

3621 ALK NSCLC NDA XZP-3621

ALK NSCLC 2024

ALK NSCLC 16,800 2032

26,200 2024 5.8% XZP-3621

IND 2024 11 IND

NSCLC ALK

ALK (RTK)

ALK

ALK NSCLC

ALK

ALK

ALK

XZP-3621 ALK ALK

ATP ALK
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2013 ALK

ALK

ALK 2018 4

2024 47 2032

89

ALK

XZP-3621 ALK ALK

ALK XZP-3621

ALK

ALK

XZP-3621 ALK NSCLC

ALK TKI III

XZP-3621 ORR 86.9% ORR 81.2% III

XZP-3621 PFS

XZP-3621 mPFS mPFS 12.94

XZP-3621 57.8% 0.422 95% 

CI 0.279-0.638

XZP-3621

III

XZP-3621 (IC-ORR) XZP-3621

IC-ORR 92.3% 11.1% XZP-3621

(IC-DoR) IC-DoR 3.55 III

XZP-3621

XZP-3621 mPFS mPFS 9.23 HR 0.317 95% 

CI 0.143-0.704 XZP-3621
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ALK XZP-3621

PD XZP-3621 L1196M

G1269A 1151Tins XZP-3621 V1180L I1171T/N/

S G1202R G1202del ALK

II ALK

XZP-3621 ORR 18.4% DCR 65.3%

XZP-3621

XZP-3621

AE 500 XZP-3621

3 AE

AE AE

1.5%

XZP-3621

(i) ALK NSCLC II (ii) ALK

ROS1 NSCLC I (iii) I

2022 1 XZP-3621 ALK NSCLC

III III

XZP-3621 III 2024 4 XZP-3621

ALK NSCLC NDA 2025 8 NDA

XZP-3621 ALK NSCLC

2024 11 XZP-3621 IND 2025 1 IND

XZP-3621 ALK NSCLC III

XZP-3621 III

ALK ALK

NSCLC
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2018 9 5 2021 11 22

769

2000 2 2107

183

46 2024 12 4 16

1
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(a) 

(b) 

14  www.hkexnews.hk  

 www.xuanzhubio.com 

(a) 

(b) 

(c) 2024 12 31 2025 6 30

(d) 

(e) 

(f) 

(g) 

(h) 
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