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 Penpulimab Injection
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ml

• 0ºC
2~8ºC 24 24 20~25°C 6 6

/
0.22

• 
• 

 

4 AK105-101 AK105-201 AK105-202 AK105-204 2 AK105-
302 AK105-304 539
N=112 N=179 N=94 N=23 N=21 N=20 N=11

N=11 N=10 N=58 539 372 200mg Q2W 151
200mg Q3W 7 10mg/kg Q2W 6 3mg/kg Q2W 3 1mg/kg Q2W 125 1-1022 

42.1% 25.6%  
539 71.4%

 
3 15.6% 3

2 AK105-304 AK105-302
312 200 mg 3 1 251.5 10-763

67.0% 34.3%
312 96.8%

%

3 75.0% % 3

 2 539 312
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4 AK105-101 AK105-201 AK105-202 AK105-204 2 AK105-
302 AK105-304 539

2 AK105-304 AK105-302
312

539 8 1.5% 1 1 0.2% 2 4 0.7% 3 2 0.4%
4 1 0.2% 3.6 1.7-14.2 1.2 0.9-26.5

1 0.2% 4 0.7% 8 7 87.5%
40 mg/ 75.0 mg/ 40.0-150.0mg/ 0.5 0.4-8.1

8 2 25.0% 5.6 1.1-10.2
312 8 2.6% 2 6 1.9% 3 2 0.6%

6.4 1.4-15.2 2.3 1.0-20.9 6 1.9%
3 1.0% 8 7 87.5%

40 mg/ 100.0 mg/ 62.5-100.0  mg/ 1.3 0.1-1.8
8 2 25.0% 1.4 1.3-1.5

539 3 0.6% 2 1
2 0.9 0.6-10.1

0.7 0.5-1.0 3 0.6% 3 1 33.3% 50 mg/
1.0 3 0.7 0.5-1.0

312 1 0.3% 3 8.7
2.8 75.0 mg/ 0.6

539 7 1.3% 1 0.2% 2 6 1.1% 3
0.9 0.4-11.7 2.5 0.1-14.7 3 0.6%

2 0.4% 7 4 57.1%
40 mg/ 106.3 mg/ 50.0-150.0 mg/ 0.8 0.4-2.5

7 5 71.4% 2.5 0.1-3.7
312 6 1.9% 2 1 0.3% 3 3 1.0% 4

2 0.6% 5.1 1.6-10.5 2.5 1.2-19.9
3 1.0% 3 1.0% 6 5 83.3%

40 mg/ 125 mg / 50.0-175.0 mg/ 1.5
0.6-2.1  6 5 83.3% 1.7 0.7-9.7

539 4 0.7% 2 3 3 1
3.8 2.0-8.1 4.9 0.1-8.5 2 0.4%

4 2 50.0% 40 mg/
50.0 mg/ 50.0-50.0 mg/ 2.2 0.1-4.2 4 2 50.0%

4.3 0.1-8.5
312 1 0.3% 2 2.2

3.0

539 82 15.2% 1~2 1 47 8.7% 2
35 6.5% 2.9 0.5-19.2 4.8 0.5-24.7

6 1.1% 82 42 51.2% 38
46.3% 1.4 0.5-9.3

312 37 11.9% 1~2 1 14 4.5% 2
23 7.4% 4.2 0.7-11.2 5.3 0.7-21.2

2 0.6% 28 75.7% 3 8.1%
3.9 0.7-4.8

539 35 6.5% 1~2 1 29 5.4% 2 6 1.1%
1.4 0.3-22.9 1.5 0.5-28.4 2 0.4%

35 3 8.6% 35 27 77.1%
1.1 0.5-5.5

312 9 2.9% 1~2 1 7 2.2% 2
2 0.6% 3.5 1.4-6.9 1.0 0.6-8.4

9 1 11.1% 9 8 88.9%
0.8 0.6-2.3

539 7 1.3% 1~2 1 4 0.7% 2
3 0.6% 2.8 1.0-6.6 3.0 0.5-27.8 3 0.6%

7 2 28.6% 7 3 42.9%
1.0 0.5-1.9

312 3 1.0%  1 2
1~2 2.8 1.4-7.1 3.7 0.4-9.4

3 1 33.3% 3 1 33.3% 0.4

539 2 0.4% 1 2 1 3 16.6
7.2-26.0 1.1 0.3-1.8 2 1 1

2 0.8 0.3-1.4
312 1 1 5.8 17.0

1
539 8 1.5% 1 12.9

1.4-17.9 2.4 0.5-4.7
8 3 37.5% 0.5 0.5-1.0

312 3 1.0% 1 3 4 1 2.7
2.5-5.1 3.1 1.8-5.1 1 3

2 66.7% 3 1 33.3% 1.8

539 31 5.8% 1 15 2.8% 2 10
1.9% 3 5 0.9% 4 1 0.2% 1.9 0.1-16.9

1.9 0.2-29.5 7 1.3% 1 0.2% 31
2 6.5% 40 mg/ 50.0mg/ 40.0-60.0mg/

4.3 2.2-6.4 31 18 58.1% 0.8 0.2-16.1
 

312 28 9.0% 1 12 3.8% 2 15
4.8% 3 1 0.3% 0.5 0.1-18.6 2.1

0.1-20.5 4 1.3% 28 5 17.9%
40 mg/ 66.7mg/ 46.7-100.0 mg/ 0.1

1 -0.3 28 22 78.6% 0.7 0.1-19.8

 

1 2
1 2
1 4

PD-1/PD-L1

- - Vogt-Koyanagi-Harada syndrome

Guillain-Barré syndrome

- Stevens-Johnson syndrome SJS Toxic Epidermal 
Necrolysis TEN

histiocytic necrotizing 
lymphadenitis Kikuchi lymphadenitis

539 41 7.6% / 1 15 2.8% 2 23 4.3%
3 1 0.2% 4 2 0.4% 41 15 2 1 23

/ 3 0.6% 2 0.4%
9 1.7% 1 0.2%

/
312 14 4.5% / 1 9 2.9% 2 4 1.3%

4 1 0.3% 14 3 1~2 1 1 1
1 7 /
5 1.6% 3 1.0% 2 0.6%

/

ADA

ADA

Nab 821 208 25.3%  ADA
ADA
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PD-1 HSCT
GVHD GVHD GVHD VOD

HSCT
PD-1

1 2
3 4

PD-1 IgG
IgG1

IgG
5

5

18

21.3% 65
74.6% 82.2% 3 34.8% 37.9%

22.7% 21.8% 3.9% 3.4%

P450 CYP

 

T PD-1 PD-L1 PD-L2 T PD-1
T PD-1

G1 IgG1 PD-1 PD-L1 PD-L2 PD-1

RO
2 1 mg/kg T PD-1 80%~100%

7 AK105-101 AK105-201 AK105-202 AK105-203 AK105-204 AK105-301
AK105-302 630 31

2 1 3 10 mg/kg 200 mg 3 200 mg 1-10 mg/kg 
Cmax  AUC0-14d 200 mg 2 1

3 15  Cmax 1.84

±SD 7.11 ± 0.947L

±SD 0.227±0.039 L/ ±SD 24.2 ± 3.21

 

AK105-201 / I/II

1.5 cm 1.0 
cm FDG-PET-CT ECOG

PD-1 PD-L1 CTLA-4  T 
90 4

HIV HBV
DNA 500 IU/mL

200 mg 2 1
CT PET-CT  CT 8 16 24 12 48

16 PET-CT 8 16 24 PET-CT CT CR PD
PET-CT

94 FAS 1
cHL 1 2

PR CR PD
FAS 85

FAS 31.9 18-67 61.2% ECOG 0 1
68.2% III IV 83.5% B 37.6% 24.7%

3 2-11 52.9%
16.5% 48.2%

IRRC Lugano2014 ORR
CR PR ORR DCR DoR

TTR PFS
85 15.8 12.1 - 26.9  3

 3 AK105-201
IRRC Lugano2014

N=85
ORR % 76 89.4%

95%CI*
DCR % 82 96.5%

95%CI*
CR % 40 47.1%
PR % 36 42.4%
SD % 6 7.1%
DoR †

% 20 26.3%
95%CI NR 

6 DoR % 95%CI 89.4%
12 DoR % 95%CI 74.9%

PFS †

% 26 30.6%
95%CI NR

6 PFS % 95%CI 88.2% 
12 PFS % 95%CI 72.1%

CI= NE= NR=
* Clopper-Pearson95%CI
† Kaplan-Meier

 
AK105-302 III

350 1:1
 200 mg+ 175 mg/m2+ AUC 5 4 3 1  200 mg Q3W

n=175  + 175 mg/m2 + AUC 5 4 3 1  
Q3W n=175

200 mg Q3W 200 mg 
Q3W 54 6 1 54 12 1 RECIST v1.1 3

IRRC PFS OS
ORR DoR

61.5 62.9 ECOG 1 74.3% 76.0% PD-
L1 TPS 1% 33.7% 32.6% 1%-49% 48.0% 48.6% 18.3%
89.1% 86.9% IV 86.9% 85.1%

IRRC PFS HR 0.40 95%CI
Log-rank p 0.00001 IRRC PFS Kaplan-Meier  1  4

 4 AK105-302 IRRC ITT

+ +
(N=175)

+ +
(N=175)

PFS
71 (40.6) 119 (68.0)

 ( ) 95% CI *

† (95% CI)
P § <0.00001
12  (95% CI)*

OS
28 (16.0) 38 (21.7)

 ( ) 95% CI *

† (95% CI)
ORR

122 (69.7) 76 (43.4)
(95% CI)

8 (4.6) 2 (1.1)
114 (65.1) 74 (42.3)

DoR
 ( ) 95% CI*

CI = IRRC = ITT = NR = 
* Kaplan-Meier
† Cox PD-L1 TPS  vs 
§ P Log-Rank PD-L1 TPS  vs 

 1  AK105-302 IRRC PFS Kaplan-Meier ITT
 

AK105-202 II

PD-1 PD-L1 PD-L2 CTLA-4  T 
HIV HBV HCV ECOG

200 mg 2 1
 RECIST v1.1 12  8 ±7  12 ±7

IRRC RECIST v1.1 FAS ORR
BOR CR  PR ORR IRRC  RECIST v1.1

DCR DoR TTR PFS OS
130 125 4 IRRC 1

49.6 21-66 76.0% ECOG 0 31.2%
1 68.8% 29.6% 67.2% 3.2% 36.8%

63.2% 2
61.6% 49.6% 48.0%

2021 9 23 22.1 0.9-30.0  5
 5 AK105-202

 RECIST v1.1 

N=125
ORR % 35 28.0%

95%CI*

DCR n % 62 49.6%
95%CI*

CR n % 1 0.8%
PR n % 34 27.2%
SD n % 27 21.6%

DoR †

n % 20 57.1%
95%CI NR 

6 DoR % 95%CI 88.0%
12 DoR % 95%CI 57.7% 

PFS †

n % 93 74.4%
95%CI 3.7

6 PFS % 95%CI 41.3% 
12 PFS % 95%CI 24.2%

OS † N=130#

n % 58 44.6%
95%CI 22.7

6 OS % 95%CI 80.6% 
12 OS % 95%CI 66.4%
18 OS % 95%CI 57.2% 
24 OS % 95%CI 44.8%

CI= NE=  NR=
* Clopper-Pearson 95%CI
†  (Kaplan-Meier)
# OS 130

 
AK105-304 III

280 1:1 138
+ + 6 3 Q3W 3

142 + + 6 3 Q3W 3

200 mg Q3W 200 mg Q3W
54 6 ±7 54 9 ±7 3

BIRC PFS
OS ORR DoR

51.0 49.2 ECOG 1 65.2% 65.5%
31.2% 34.5% 42.0% 42.3%

BIRC PFS HR 0.51 95%CI
Log-rank p =0.0002 BIRC PFS Kaplan-Meier  2  6

 6 AK105-304 BIRC ITT

+ +
(N=138)

+ +
(N=142)

PFS
60 (43.5) 84 (59.2)

 ( ) 95% CI *

† (95% CI)
P § 0.0002
12  (95% CI)*

ORR
95 (68.8) 88 (62.0)

(95% CI)
22 (15.9) 10 (7.0)
73 (52.9) 78 (54.9)

DoR
 ( ) 95% CI*

CI = BIRC = ITT = NE=
* Kaplan-Meier
† Cox

§ P Log-Rank

 2  BIRC RECIST v1.1 PFS Kaplan-Meier ITT

T PD-1 PD-L1 PD-L2 T PD-1
T PD-1

G1 IgG1 PD-1 PD-L1 PD-L2 PD-1 

 

6 13

PD-1/PD-L1 PD-L1

PD-1
PD-1 PD-1 PD-1

2~8°C

1 /
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