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100 mg

ALK
NSCLC

PD-L1
ESCC

10 mL

EGFR

ES-SCLC



1
2
0-1
3 4 2
2 3
0-1
4
2 AST
ALT 3-5 0-1
ULN TBIL 15-3 ULN
3 4 AST ALT>5 ULN
>3 ULN
2 3
0-1
4
2 3
3 2 3 2
3 0-1
4
4
4
3 4
4
3
0-1
4 — SJS
TEN
3
0-1
4
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N N N W
w

0-1
3
4
3 4
3 4
4
3 4
12 2 3
0-1
12 <10
mg/
2
3 4
5.0
NCI-CTCAE v5.0
0-1
18

65



. 0.9%

. 0.2~5pum
100 mL 25 |/
+10
2~8
6
3
MSI201 HLX10-004-NSCLC303
98
9 8 7
3
2 15
45mg/kg 3
>6 29.0%

100 mL

30

24 24

HLX10-001 HLX10-010-
262
79 10

3mg/kg 2
255 52.2%



3mgkg 2 45 mg/kg 3

255 80.4% >10%
20.0% 16.1%
15.3% 13.7% 12.9%
10.6% 3 29.0% >1%
4.7% 3.9% 3.1% V-
2.4% 2.0%
1.6%
1.2%
4 HLX10-002-NSCLC301
HLX10-004-NSCLC303 HLX10-005-SCLC301 HLX10-007-EC301 1415
286
358 389 382 1033 4.5
mg/kg 3 382 3mgkg 2 50.2%
=6 26.4% =212
1415
78.0% >10% 31.4%
28.5% 27.5% 22.6%
15.2% 14.2%
14.0% 13.7% 12.3% 10.4%
10.0% 3 37.0% 21%
15.5% 9.8% 9.1%
6.6% 4.5% 1.9%
1.4% 1.3% V-
1.1%



2 262

1415 >1/10
>1/100 <1/10 >1/1000 <1/100 >1/10000 <1/1000
<1/10000
2 *
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15 0.8% 2

02% 5 6 0.3%
1.64
52 2.7%
=240 mg

33.4-225.0 mg/

26
1 9 05% 2
0.26
3 0.2%
>40 mg
250.0 mg/
1.84
11 0.6%
>40 mg

50.0-150.0 mg/
9

97 5.1% 1
24% 3 26 14% 4 4
4.27 0.03-24.41

0.10-13.34 27 1.4%
51 2.7%
75.00 mg/
1.08 0.03-21.19
1.61 0.13-12.25
21 1.1%

03% 3 6 03% 14 0.7%
2 8 04% 3 6 0.3%
2.23 0.03-30.55

0.03-1.05 2 0.1%
4 0.2%
75.00 mg/ 50.0-
0.16 0.03-0.49 16
0.21 0.03-1.05
4.24 0.10-17.87
0.20-8.94 3 0.2%
10 0.5%
63.35 mg/
1.58 0.26-34.73
1.31 0.20-8.94
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14 0.7% 1
2 01% 2 2 0.1% 3 6 03% 4 3 0.2%
5 1 0.1%
3.29 0.43-26.78
1.26 0.10-8.48 5 0.3%
5 0.3% 0.4%
=40 mg 100.00 mg/
50.0-1250.0 mg/ 1.05 0.43-1.25
8 1.26 0.10-8.48
17 0.9% 1
4 02% 2 8 04% 3 4 02% 4 1 0.1%
6.24 0.46-11.40
4.14 0.46-15.97 6 0.3%
5 0.3% 0.4%
=40 mg 55.00 mg/
10.0-280.0 mg/ 0.99 0.16-20.86
3 0.85 0.46-4.14
180 9.5%
1 81 43% 2 96 5.1% 3 3 0.2%
3.78 0.89-25.17
2.43 0.13-29.08 1 0.1% 16
0.8% 1 0.1% 240
mg 400.00 mg/ 0.16
63 2.14 0.13-29.08



1 83 44% 2 19
2.71 0.62-26.84
17.77 9 0.5%
1.53

05% 1 4

2 5

2 0.1% 2 10
1 0.1% 2

0.1% 2 6 0.3%
3 0.2%
mg/ 12.5-250.0 mg/
30.32
1 3 02% 2 1
4.34
2.96-3.48 1

13
3.48

0.2%
0.3%

6.97

102 5.4%

>40 mg

1.0%
1.58
45
0.07-17.77
22
2 6  0.3%
1 14
05% 3 2 0.1%
9  05%
1 0.1%
1.68-19.84
3 0.2%
6.34
13 0.7%
01% 3 9  05%
2.30-17.28
0.1%
1
70 3.7%

1
0.7%

3

6

0.07-

10
0.1%
1

0.2%
100.00
0.20-

3.22
0.3%

35



1.8% 2 29 15% 3 6 0.3%

2.14 0.03-19.22 1.10 0.07-
13.17 4 0.2% 16 0.8%
14 0.7% 240 mg
50 mg/ 5.0-100.0 mg/ 0.38
0.03-12.35 44 0.84
0.07-9.99
38 2.0% 1 17
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- - \Vogt-Koyanagi-Harada syndrome

Guillain-Barrésyndrome

- Stevens-Johnson Syndrome

SJS Toxic Epidermal Necrolysis TEN

Histiocytic Necrotizing Lymphadenitis

Kikuchi Lymphadenitis

1894 21 1.1%

1 8 04% 2 9 0.5% 3 2 01% 4 2

0.1%

20

ADA

ADA
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NADb

1894
ADA

NAb 93 4.9%

ADA 3 0.2%
ADA
2 3
4 3
3 4 2
1-2 mg/kg/
1
3 12
<1
<10 mg/
2
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PD-1
19G 1gG4
19G
6
6
18
=65 793 37.0%
80.2%
78.3% 3 38.7% 31.5%

22 | 36



34.3% 28.5%
9.3% 5.4%

P450 CYP

29 I 0.3
mg/kg 1mg/kg 3mg/kg 10mg/kg

T PD-1 -2 IL-2
PD-1 24 T
PD-1 98.13% 100.1%
IL-2 1 0.9400 1.167
PD-1 IL-2 1 2
1 0.3mg/kg 10 mg/kg
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62.0 kg
94 U/L

3.19~3.48L

45.9%

0.171~0.211 L/

221
19.0 24.4

AST ALT TBIL

41.4g/L

16.3%

24.0%
0.912
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HLX10-004-NSCLC303

NSCLC
ECOG <1 IRRC RECIST 1.1
1
/ PD-1 PD-L1 CTLA-4 3
PD-L1 TPS<1%, 1%<TPS<50%, TPS=50% NSCLC
B, C Vs.
2:1 4.5 mg/kg +
+
IRRC RECIST 1.1
24 RECIST 1.1
6 48 12
PFS IRRC RECIST 1.1
537 358
179 63.0
35-86 90.9% 66.9% 82.9%
ECOG 1 829% 71.7% v 37.8%

PD-L1 TPS<1%
HLX10-004-NSCLC303
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PES ORR 2021 3 30
40% 12
3 HLX10-004-NSCLC303
IRRC
RECIST 1.1
2021-3-30 oF
N=179
PES
% 93 (52.0%)
95% Cl ) 5.72 (5.22,6.83)
* 9506 Cl 55 (0.42,0.73)
P <0.001
oS
% 44 (24.6%)
95% Cl (1311,
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2 HLX10-004-NSCLC303 Kaplan-Meier

HLX10-002-NSCLC301 2
+
NSCLC
1 +
+
+ NSCLC
B I"c v
NSCLC EGFR ALK ROS1
1B Ic v IRRC RECIST 1.1
ECOG 0-1
/
/ PD-1 PD-L1 CTLA-4
PD-L1 [CPS<1] vs. [CPS=1] vs.
Vs. Vs. 1:1:1
4.5 mg/kg + 4.5
mg/kg + +

27 | 36



48 6 12
6
HLX10-002-NSCLC301 636 214
210
212
61.0 27-75 73.1% 73.0% ECOG
1 78.0% PD-L1 66.8% 18.7%
72 34.3%
IRRC RECIST 1.1 PFS
(O8] RECIST 1.1
PFS IRRC RECIST 1.1 ORR IRRC
RECIST 1.1 DOR
2023 6 15
+
+ PFS 0OS 4
4 HLX10-002-NSCLC301
+ + + +
N=214 N=210
PFS IRRC RECIST 1.1
% 130 (60.7%) 156 (74.3%)
95% CI 11.0 (8.4, 12.71) 5.6 (4.76, 6.80)
*  95% Cl 0.55 (0.430, 0.694)
P <0.0001
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+ + + +
N=214 N=210
os *
% 102 (47.7%) 111(52.9%)
95% ClI 25.0 (20.44, 28.68) 20.4 (16.39, 24.18)
* 950 Cl 0.81 0.615, 1.060
P 0.1234
ORR IRRC  RECIST 1.1
113 (52.8%) 58 (27.6%)
95% Cl (45.88%, 59.65%) (21.69%, 34.19%)
DOR IRRC  RECIST 1.1
95% ClI 15.4 (11.04, 21.16) | 9.7 (5.52, 13.93)
* 95% Cl 0.57 (0.372, 0.881)
P 0.0096
* Cox
# (RPSFTM)
(0N + +
( )(95% Cl)  18.9 (14.59, 24.48) + o+ P
(95% Cl)  0.68 (0511,0913) P 0.0097

3 HLX10-002-NSCLC301 Kaplan-Meier

1.0+

0.9+

HLX104 (L 77
11.0 (8.4, 12.71)

ERAAETT
5.6 {4.76, 6.80)

HLX10-005-SCLC301

RECIST 1.1

ECOG <1

29 |/ 36

TS (95% {5 EX )
FEPHE

0001
SyERFLE (HR) (95% M {SE(E) ©0-55 (0.430, 0.634)

ES-SCLC
IRRC



PD-L1 CTLA-4 3
PD-L1
VS.
2:1
+
48 12
PD

HLX10-005-SCLC301

2021

196

62.0 28-83
80.9% v
TPS<1%

OS
1.1 PFS
PFS2 IRRC

RECIST 1.1 DOR
5

IRECIST

/ PD-1

TPS<1% TPS=1% /
>65 Vvs. <65
4.5 mg/kg +
6
RECIST 1.1
PD
NCCN ESMO
585 389
82.2% 68.5%
80.2% PD-L1
IRRC RECIST
PFS RECIST 1.1
RECIST 1.1 ORR IRRC
10 22 HLX10-005-SCLC301

OS PFS 5 4



5 HLX10-005-SCLC301

4 HLX10-005-SCLC301

+ + + +
N=389 N=196
0s
% 146 37.5% 100 51.0%
95% Cl 15.38 13.273 NA 10.91 9.955 14.324
* 95% ClI 0.63 0.489 0.818
p <0.001
PFS IRRC RECIST 1.1
% 223 57.3% 151 77.0%
95% Cl 5.72 5520 6.899 434 4205 4.501
* 95% ClI 0.48 0.383 0.590
P <0.001
ORR IRRC RECIST 1.1
ORR n % 312 80.2% 138 70.4%
95% ClI 75.89 84.05 63.49 76.70
DOR IRRC RECIST 1.1
95% Cl 555 4.238 6.801 3.22 2924 4172
* 95% ClI 0.48 0.369 0.616
P <0.001
Cox

Kaplan-Meier
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5 HLX10-005-SCLC301 Kaplan-Meier

/
HLX10-007-EC301 Il

+5-FU +5-FU
/
/
CPS=1 PD-
L1 IRRC
RECIST 1.1 ECOG 0-1
PD-1/PD-L1
PD-L1 1<CPS<10vs. CPS=10 >65  Vvs.<65
Vs. 2:1
3.0 mg/kg +5-FU
+5-FU
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ICPD iRECIST
HLX10-007-EC301 551 368
183
64 34-75 470 85.3% 73.5%
ECOG PS 1 0 B 476
86.4%
OS IRRC RECIST 1.1 PFS
IRRC IRECIST PFS RECIST 1.1
IRECIST PFS IRRC RECIST 1.1 iRECIST
ORR IRRC RECIST 1.1 IiRECIST
DOR
2022 4 15
5-FU 5-FU OS PFS
6 6 7
6 HLX10-007-EC301
+ + + +
N=368 N=183
(O]
% 163 44.3% 104 56.8%
95% ClI 153 13.96 18.63 11.8 9.69 14.03
* 95% ClI 0.68 0.529 0.871
P 0.0020
PFS IRRC RECIST 1.1
% 219 59.5% 129 70.5%
95% ClI 58 568 6.93 53 430 555
* 95% ClI 0.60 0.476 0.747
P 0.0001
ORR IRRC RECIST 1.1
ORR n % 242  65.8% 92 50.3%
95% ClI 60.7% 70.6% 42.8% 57.7%
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+ + + +
N=368 N=183

DOR IRRC RECIST 1.1

95% ClI 58 532 729 42 3.88 5.09

* 95% ClI 0.54 0.401 0.740

P 0.0001

Cox

6 HLX10-007-EC301 Kaplan-Meier

100 HLX10
B
W
80
R
%
*
#
< 404
20
0 -

7 HLX10-007-EC301 Kaplan-Meier

100

HLX10
I
+ UIFN

1o "y
rEflE

IR N (%D

M21), 1. (175 ToLTAGY  RL1AN) 2 AR AT TINI0. B8R () L 9R0RTY IR0 (70) 84 AR | R1C0V  9] .
7 (39) 4 (41) 3 (42) 2 (43) 1 (44) 0 (45 WA 183 (0) 123 (17) 49 (33) 19 (36)

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

G4
1gG4 PD-1 PD-L1 PD-L2
PD-1
13 31
PD-1/PD-L1
PD-L1
PD-1
PD-1
PD-1
PD-1
2-8
10mL 1 /
36
YBS00802024
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520220013
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