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NSCLC

100mg 10mL /

MSI-H
MSI-H
MSI-H
3 mg/kg 2
4.5 mg/kg 3
1

ES-SCLC

MSI-H

0-1
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0-1



NCI-CTCAE v5.0

30

0-1
18
>65
0.9%
0.2~5 uym
100 mL 25 |/
+10

4735

100 mL

5.0



2~8 24
24 6
3 HLX10-001 HLX10-010-
MSI1201 HLX10-004-NSCLC303 214
77 76
8 6 4
3 2
1 3 mgkg 2 45 mg/kg 3
207 50.72% =6
19.32% =212
3 mglkg 2 45 mg/kg 3
207 79.7% >10%
3
30.0% >1%
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2 HLX10-004-NSCLC303

HLX10-005-SCLC301 -

747 389 357
1 45mglkg 3 41.50%
>6 9.77% >12
747
69.5% >10%
3
34.1% >1%
2 214
747 >1/10
>1/100 <1/10 >1/1000 <1/100 >1/10000 <1/1000
<1/10000
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ii. MB

kK. T QT QT

mm. | T

4 961
214 747

35 3.6%
6 0.6% 2 16 1.7% 3 10 10% 4
0.1% 5 2 0.2%

2.76 0.03-16.72
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2.46
20 2.1%
>40 mg
35.0-150.0 mg/
2021 10 22 6

1.86 0.30-4.17

1 7 0.7% 2 5

01% 1 0.1%
2
0.38
1 0.1%
2 0.2%
150.0 mg/
0.12 0.03-0.20
0.38
141
3 0.3%
>40 mg
100 mg/
10 22 3
0.49-1.84
1.48

0.26-13.34 10

1.0%

20 2.1%

1.35

15 1.6%
0.5% 3 3
2 4
3 1

3.22
0.03-1.05 2
12 1.2%
>40 mg
50.0-250.0 mg/
2021 10 22
0.03-1.05
3.19
0.49-3.68
4

0.3%
0.4%

75.0 mg/
0.16-9.99

5
5

0.1%

0.03-7.95

0.2%

1

10

0.1%

63.33 mg/

0.51

3.68

0.26-3.58

0.99

4.07

100.0 mg/

0.10
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0.20

0.5%

0.95-5.65

50.0-
2021



2021 10 22

0.20
11 1.1% 5
2 2 2
1 1 2 1 01% 3 7 0.7% 4
2 02% 5 1 0.1%
0.72 0.43-6.60 1.94 0.85-15.31
5 0.5% 5 0.5%
S) 240 mg
100 mg/ 50.0-250.0 mg/ 0.92
0.56-1.25 2 8.18
1.05-15.31
4 0.4%
1 1 01% 2 2 02% 3 1 01% 9 0.9%
1 2 02% 2 4 0.4%
3 2 02% 4 1 0.1%

4.67 1.05-7.72
2.23 2.07-2.40 2
2.23 2.07-2.40
5.36 0.46-9.50
241 0.46-4.37 2

2021 10 22 1
0.46

87 9.1%
37 39% 2 49 51% 3 1 0.1%
3.84 0.89-12.68
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3.88 0.69-7.49 7 0.7% 54
5.6% 2021 10 22 18
2.43 0.69-7.49
51 5.3%
1 43 45% 2 8 0.8%
1.61 0.85-8.21 1.49
0.07-2.83 4 0.4% 8 0.8%
2021 10 22 34
1.49 0.07-2.83
14 6
06% 1 1 0.1% 2 5 0.5% 1 0.1%
2 2 2 1
0.1% 1 1 0.1% 1
1 0.1% 2 1 0.1% 1
1 0.1% 1
5.65 1.94-13.50 1
0.1% 1 0.1%
80 mg/ 0.26 2021 10 22 1
0.56 0.23
0.16 2021 10 22
0.16
6.34 5.75-6.93 1
0.1% 2 0.2%
6.01
13.08 0.69 2021 10 22
0.69
6.47 5.59
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1.48 2021 10 22
1.48 6.77
4 0.4% 1 1
01% 2 2 02% 3 1 0.1% 2 0.2% 2
7.11 6.97-7.59
2.43 1 0.1% 2 0.2%
1 0.1% >40 mg
12.50 mg/ 1.31 4
5.83 5.38-6.28
1 0.1% 240 mg
100 mg/ 6.34 2
0.2% 1 0.1%
10 1.0%
2 02% 2 1 01% 3 7 0.7% /
4.71 2.30-11.10 4 0.4%
1 0.1% 6 0.6%
8 0.8%
74 7.7%
1 35 36% 2 31 32% 3 8 0.8%
2.10 0.03-10.55
0.69 0.07-6.77 14 1.5%
4 0.4% 13 1.4%
>40 mg 50 mg/ 5-80 mg/
0.39 0.03-4.67 2021 10
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22 35 0.53 0.07-
5.85
2 0.2%
1 0.1% 4 1 0.1% 5
1.03 0.59-1.48
0.43 0.16-0.69 2
2 >40 mg
125 mg/ 100-150 mg/ 0.18
0.03-0.33
3 0.3%
2 1 01% 3 1 01% 5 1 0.1%
0.46 0.26-6.37
2.79 1.02-4.57 1 0.1%
=40 mg 75 mg/ 2.04
1 0.1% 2 0.2%
4 04% 1 3 2 1 2
02% 1 1 3 1 2 02% 1 1 3 1
2 02% 1 1 2 1 1 0.1%
1 1 0.1% 2
14 15% 1 11 2 1
3 2 8 08% 1 5 2 2 5 1 8
08% 1 7 2 1 1
0.1% 1 1 0.1% 2
5 05% 1 4 2 1
2 02% 1 1 4 1 2 02% 3 1
4 1 2 02% 1 1 3 1
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2 0.2% 1

1 0.1% 1
1 0.1% 2 1 0.1% 3 1
0.1% 4
4 04% 1 3 2 1
3 0.3% 1 3 0.3% 1
2 02% 1 1 2 1 2 02% 3 1
5 1 1 0.1%
1 1 0.1% 3
1 0.1% 5
5 05% 1 3 2 2
3 0.3% 1 2 02% 1 1 2 1
2 02% 1 1 2 1 1
0.1% 1 1 0.1% 2
2 0.2% 1 2
0.2% 5 1 0.1% 1
1 0.1% 2
3 0.3% 3 2 02% 1
1 2 1 2 02% 2 1 3 1
1 0.1% 2 1
0.1% 3
2 02% 1 1 4 1
1 0.1% 2 1
0.1% 3 1 0.1% 5
2 0.2% 4 1 0.1%
1
1 0.1% 2
1 0.1% 5
15 16% 1 4 2 4
1 4 5 5 1 12 12% 1 4 2 6 3
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10 10% 1 6 2 2 3 2
7 0.7% 1 7 0.7% 1 6

5 05% 1 3 2 1 3 1

4 0.4% 1 3 0.3% 1
3 0.3% 1 2
1 3 03% 1 2 3 1
2 0.2% 2
2 0.2% 1 N
PR QT QT T
T
MB 1 0.1% 1 a-
1 0.1%
2 1 01% 3 1 0.1% 4
2 0.2% 2 1
0.1% 1 1 0.1% 2
0.1% 3

PD-1/PD-L1 <1%

17/35



Vogt-Koyanagi-Harada syndrome
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0.13 0.03-0.23 2 1

0.03
2 0.2% 1 1 2 1
0.72 0.03-1.41 0.10
0.03-0.16 2
0.10 0.03-0.16
1 0.1% 3
0.03 0.20
0.20
ADA
ADA
961
ADA
21 2.2%
1 ADA ADA
/ 2 3
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3 4
1-2  mg/kg/
1

0-1
<10 mg/

20/35

12



2-3
2-3
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2-3

2-3



TEN

0-1

0-1

22135

1%

SJS



PD-1/PD-L1

PD-1
1gG4
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19G

6
18
=65 37.5%
71.9% 71.7% 3
35.0% 32.1%
26.7% 25.1% 6.7% 5.5%

P450 CYP

24135



7 746

5.61L

CLo 0.219 L/
0.697 125
17.9
23.0

HLX10-010-MSI201
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IRRC RECIST 1.1
ECOG <1
T 2
HIV HBsAg HBCcAb HCV
3 mg/kg 2 1
CT MRI
48 6 48 12 IRRC
RECIST v1.1 ORR
ORR IRRC DoR
PFS DCR 0S
108
MSI-H
42 42 53.5 28.0-68.0
45.2% 64.3% ECOG 1 0 100%
v 3.0 1-5
57.1% >3
2021 07 10 1 12 42
13.14 IRRC 3
4
3 HLX10-010-MSI1201 IRRC
(N=42)
n (%)
ORR IRRC RECIST v1.1
ORR 95% Cl 31.0% (17.6%- 47.1%)
CR 2 (4.8)
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PR
SD
PD
NE
DoR IRRC RECIST v1.1
26 DoR % 95%CI
212 DoR % 95%CI
PFS IRRC
6 PFS % 95%CI
12 PFS % 95%CI
(0N
6 oS % 95%CI
12 (ON) % 95%CI

RECIST v

271

11

11 (26.2)

10 (23.8)
16 (38.1)
3(7.1)

NA (4.2, NA)
82.5% (46.1%-95.3%)
82.5% (46.1%-95.3%)

4.2 (2.2, NA)
49.7%  33.4%-64.1%
46.8% 30.6%-61.4%

NA (17.7, NA)
90.5% 76.6%-96.3%
67.9% 51.2%-80.0%



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
PFES 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

PFS fk
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+ + + +
N=358 N=179
PFS
% 146 (40.8%) 93 (52.0%)
95% ClI 8.28 (6.90,10.38) 5.72 (5.22,6.83)
* 95% ClI 0.55 (0.42,0.73)
P <0.001
0S
% 76 (21.2%) 44 (24.6%)
95% Cl - (17.35,7) - (13.11,-)
*  95% ClI 0.75 (0.52,1.10)
0.138
230 (64.2%) 80 (44.7%)
95% Cl (59.0%,69.2%) (37.3%,52.3%)
9.43(0.0,17.8) 5.36 (0.0,12.6)
=6 62.1% 34.0%
Cox
1 HLX10-004-NSCLC303 Kaplan-Meier
HLY10
------ LA
+ 1K
I I I GIS l; SI) 10 1‘1 1‘2 13 1"1 15 llﬁ

_— ~
7 0
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L T
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B R Y A O AR,

2 HLX10-004-NSCLC303
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HLX10-005-SCLC301

ES-SCLC
ECOG <1
IRRC RECIST 1.1
/
PD-1 PD-L1 CTLA-4 3
PD-L1 TPS<1% TPS=1% /
VS, 265  vs. <65
2:1 4.5 mglkg +
+
6
48 12 RECIST 1.1
PD

NCCN ESMO
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PD

HLX10-005-SCLC301 585 389
196
62.0 28-83 82.2% 68.5%
80.9% v 80.2% PD-L1
TPS<1%
OS IRRC
RECIST 11 PFS IRECIST PFS
RECIST 1.1 PFS2 IRRC RECIST 1.1 ORR
RECIST 1.1 DOR
2021 10 22 HLX10-005-SCLC301
OS PFS 6
3 4
6 HLX10-005-SCLC301
ot + o+
N=389 N=196
(0N
% 146 37.5% 100 51.0%
95% ClI 1538 13.273 NA 1091 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% ClI 5.72 5520 6.899 434 4205 4501
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N=389

+ +
N=196

95% ClI

75.89 84.05

63.49 76.70

DOR IRRC

RECIST 1.1

95% ClI

555 4.238 6.801

3.22 2924 4172

* 95% ClI

0.48 0.369 0.616

<0.001

* Cox
3 HLX10-005-SCLC301 Kaplan-Meier
1004 HLXL0
90 u.‘ﬁ‘:Tr’ﬂl
wo-[ ]l
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w  60=
ﬁ‘-’;ﬁt—
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4 HLX10-005-SCLC301 Kaplan-Meier

l[)()1 % HLX10
) B LT - o,
+ JiH %

90

% Tl A A

18 21 21 0 3 6 9 12 15
LA AFr [ (AD
HIREZE N B

Eligeie SSUL:: AT _leiimm SfEEe N Sl TR i — e R
20 (32 9 (39) 3 (42) 2 (43) 1 (44) 1 (44) 0 (45) w196 (0) 135 (22)
T PD-1 PD-L1  PD-L2 T
PD-1
T

PD-1 G4

1gG4 PD-1 PD-L1 PD-L2

PD-1

13 31
PD-1/PD-L1
PD-L1
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PD-1

PD-1 PD-1
PD-1
2-8
10mL 1 /
36
YBS00282022
S20220013
1289 1 D
200233

021-33395800
021-34611802
www.henlius.com

400-086-6800 24

1289 1 D
200233
021-33395800
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021-34611802

www.henlius.com
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