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Introduction

Patients with stage Il NSCLC represent a heterogeneous population. For those with unresectable disease, concurrent
chemoradiotherapy (cCRT) followed by an immune checkpoint inhibitor is the standard of care'?

However, cCRT is associated with significant toxicity and treatment-related mortality3#

— Patient comorbidities and lack of access to cCRT in certain areas often limit its use in the real-world setting
— Observational data indicate a 30-55% utilization rate for cCRT globally>®

Sequential CRT (sCRT) is a widely used alternative in a large subset of patients who cannot tolerate or access cCRT; thus,
there remains a high unmet need to improve outcomes for patients without disease progression following SCRT

Sugemalimab is a full-length, fully human immunoglobulin G4 (s228p) monoclonal antibody that targets PD-L1

— Sugemalimab plus chemotherapy demonstrated a statistically significant and clinically meaningful improvement in
progression-free survival (PFS) compared with chemotherapy in patients with metastatic NSCLC (GEMSTONE-302 study)

GEMSTONE-301 (NCT03728556) is a randomized, phase 3 trial comparing sugemalimab with placebo as a consolidation
treatment in patients with unresectable stage Ill NSCLC without progression after cCRT or sCRT

— This is the first phase 3 trial evaluating an anti—-PD-1/PD-L1 agent in both populations in this setting

M:ungress 1. Melosky B, et al. Lung Cancer 2019;134:259-67. 2. Antonia SJ, et al. N Engl J Med 2017;377:1919-29. 3. Aupérin A, et al. J Clin Oncol 2010;28:2181-90. 4. Palma DA,

et al. Int J Radiat Oncol Biol Phys 2013;85:444-50. 5. Jazieh AR, et al. J Thorac Oncol 2021 May 26 [Online ahead of print]. 6. Conibear J. Br J Cancer 2020;123(suppl
1):10-17. 7. Zhang T, et al. J Thorac Dis 2020;12:4347-56. 8. Vyfhuis MA, et al. Clin Lung Cancer 2019;20:248-57.



Treatment Phase

GEMSTONE-301 Study Design

L

~
Key Eligibility Criteria PRIMARY ENDPOINT
Patients with N=368 S C CIS
- . . = PFS by BICR according to RECIST v1.1
unresectable stage |l Sugemalimab:
NSCLC who have not 1200 mg IV Q3W SECONDARY ENDPOINTS
progressed following = PFS by the investigators according to RECIST v1.1
cCRT or sCRT = 0S
= ECOG PS 0-1 Placebo: = ORR
- STRATIFICATION: « DoR
= No known sensitizing - ECOG PS (0vs 1) IV Q3W = Safety
EGFR, ALK, or ROS1 - CRT (cCRT vs SCRT) - TTDM
genomic alterations * Total RT dose Both for up to 24 months* = PK
) (<60 Gy vs 260 Gy)

Statistical Considerations

PFS is tested first at a two-sided alpha of 0.05; if PFS is significant, then OS would be tested at a two-sided alpha of 0.05

Interim and final PFS analysis were planned when approximately 194 and 262 PFS events occurred, respectively. O'Brien-Fleming method was
used to control the type | error

Interim and final OS analysis were planned when approximately 175 and 260 OS events occurred, respectively.

BICR, blinded independent central review; cCRT, concurrent chemoradiotherapy; DoR, duration of response; ECOG PS, Eastern Cooperative Oncology Group

Gl M;ungress *First dose administered within 1-42 days after cCRT or sCRT (including at least 2 cycles of platinum-based chemotherapy) was completed.

performance status; 1V, intravenous administration; ORR, objective response rate; OS, overall survival, PFS, progression-free survival; PK, pharmacokinetics; RT,
radiotherapy; sCRT, sequential chemoradiotherapy; TTDM, time to death/distant metastasis



GEMSTONE-301 VS PACIFIC

GEMSTONE-301 PACIFIC?

Patient area China Non-China

Prior CRT cCRT or sCRT cCRT only

Treatment period 24 months* 12 months

EGFR/ALK/ROS1  Exclude EGFR/ALK/ROS1+ Not exclude EGFR/ALK/ROS1+
Disease Stage HIA: 29% 11A: 53%

Histology SCC:69% SCC:46%

mungress *if subject can benefit from sugemalimab, treatment period can extend
SCC, Squamous cell carcinoma
1Antonia SJ, et al. N Engl J Med 2017;377:1919-29



Patient Disposition

Screened* n=564
Excluded n=183
F Did not meet eligibility criteria n=182
Randomized n=381 L Other n=1

[

Allocated to sugemalimab

Allocated to placebo
Received treatment

Received treatment

Still receiving treatment at data cut-off
Discontinued treatment
Radiographic disease progression

Still receiving treatment at data cut-off
Discontinued treatment
Radiographic disease progression

Adverse event
Patient request
Investigator decision
Other

Adverse event
Patient request
Investigator decision
Lost to follow-up

Intention-to-treat population

Intention-to-treat population
Safety population

Safety population

21ax 1
*Between October 2018 and December 2020, 564 patients were screened at 50 sites in China.

Data cutoff date: March 8, 2021



Baseline Characteristics

Sugemalimab Placebo
(N=255) (N=126)
Sex
Male 93% 91%
Female 7% 9%
Age, years — median (range) 61 (46-78) 60 (42-73)
Age 265 years 29% 25%
Smoking history
Never 16% 13%
Former or current 84% 87%
ECOG performance status
0 31% 30%
1 69% 70%
Radiotherapy dose
<60 Gy 17% 16%
260 Gy 83% 84%

Pathologic type”

Squamous cell carcinoma

Nonsquamous cell carcinoma

CRT type
Sequential
Concurrent
Disease stage”
A
1B
lnc
Best response to CRT
Complete response
Partial response

Stable disease

Sugemalimab
(N=255)

69%
30%

34%
66%

29%
57%
13%

2%
67%
31%

Placebo
(N=126)

68%
32%

33%
67%

25%
52%
22%

2%
61%
37%

mungress *Two patients in the sugemalimab group had NSCLC not otherwise specified and NSCLC poorly differentiated carcinoma.
#Staged according to the International Association for the Study of Lung Cancer [IASLC] classification, version 8.

Data cutoff date: March 8, 2021



PFS by BICR

Sugemalimab

Placebo

197 (N=255) (N=126)
Median PFS, mo (95% Cl) 9.0 (8.1-14.1) 5.8 (4.2-6.6)
80 - HR (95% Cl) 0.64 (0.48-0.85)
— Log-rank P value 0.0026
E 60
<
@
8
I.II. ]
g 40 : ,
: :
g l !
o | I
20 25.6% | — '
Sugemalimab : 23.3% 1
Placebo : |
+ Censored : :
0 T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 25
Months
Patients at Risk
Sugemalimab 255 225 162 130 96 76 63 48 35 30 20 " 11 0
Placebo 126 115 77 46 25 16 11 10 6 4 1 1 1 0

ongress
Mc g Interim PFS analysis (reviewed by iDMC) with median follow-up of 14 months; observed 197 PFS events with two-sided alpha of 0.0195

Data cutoff date: March 8, 2021



Subgroup Analyses of PFS

Sugemalimab Placebo
No. patients No. patients Hazard Ratio (95% CI)*

|
|
All patients 255 126 0.64 (0.48-0.85) i
Sex !
Male 236 115 0.61 (0.45-0.82) il
Female 19 11 1.40 (0.55-3.57) ——
|
Age I
<65 years 182 94 0.75 (0.52—1.06) -
265 years 73 32 0.40 (0.23-0.67) ——]
Smoking history I
Never 42 16 0.44 (0.20-0.96) [
Former or current 213 110 0.67 (0.49-0.92) —
ECOG PS :
0 78 38 0.47 (0.26-0.86) -
1 177 88 0.71 (0.51-0.99) = B
c:R.I-Stwe tial 86 41 0.59 (0.39-0.91) I—I:—{ Stratification
equentia . . .
Concurrent 169 85 0.66 (0.44-0.99) - factors
Radiotherapy dose 1
<60 Gy 43 20 0.55 (0.27-1.12) s
260 Gy 212 106 0.66 (0.48-0.90) . !
Cancer stage # before CRT '
Stage IlIA 74 32 0.74 (0.41-1.34) -
Stage IlIB 146 65 0.55 (0.37-0.81) —m
Stage IIIC 33 28 0.73 (0.36-1.48) |—:-——|
Pathologic type |
Squamous cell carcinoma 177 86 0.57 (0.41-0.80) -
Nonsquamous cell carcinoma 76 40 0.77 (0.42-1.40) i
I
I

ongress ‘ . —
2021 *Stratified for all patients, unstratified for the subgroups. Lo 05 3578

#Staged according to the IASLC classification, version 8. N Sugemalimab Better Placebo Better

Data cutoff date: March 8, 2021



PFS by CRT Type

Sequential CRT

Sugemalimab

(N=86)

1004 Median PFS, mo (95% Cl) 8.1 (4.0-10.4) 4.1 (2.1-6.1)
HR (95% CIy* 0.59 (0.39-0.91)
804
2
g
2
a 60
¢
o
=
=]
‘n 40
0
v 1
E ]
E I ]
o 1 1
20 | |
1 I
—— Sugemalimab 14.6% 1 + : }
—— Placebo 0% | o/ |
+ Censored 1 1.7 /o I
G T T T T T T T T I‘ T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 25
Months
Patients at Risk
Sugemalimab 86 73 51 46 41 32 28 22 17 15 11 6 6 0
Placebo 41 37 20 14 10 7 5 4 2 1 1 1 10

ongress
m *Unstratified HR.

80

60

404

Progression-Free Survival (%)

204

Concurrent CRT

Median PFS, mo (95% CI)

Sugemalimab

(N=169)

105 (8.1-NR) 6.4(4.3-99)

HR (95% CI)*

0.66 (0.44-0.99)

——— Sugemalimab
—— Placebo
+ Censored

Patients at Risk
Sugemalimab 169
Placebo 85

T

2

152
78

T

4

11
57

84
32

8 10
55 44
15 9

Data cutoff date: March 8, 2021



Preliminary Analysis of OS*

Sugemalimab Placebo
(N=255) (N=126)
No. events (%) 32 (12.9) 32 (25.4)
Median OS, mo (95% Cl) NR 241 (16.5-NR)
1004 HR (95% CI) 0.44 (0.27-0.73)
NR, not reached.
80
S
g 60
2
5
n |
—1 I
©
§ 40 50'7%1
S i
20 |
Sugemalimab |
Placebo "
+ Censored I
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Months
Patients at Risk
Sugemalimab 255 249 221 189 165 149 136 114 84 62 45 31 17 4 1 0
Placebo 126 126 112 95 85 69 53 44 31 21 12 6 4 0 0 0

EEMT

*OS data were immature at the data cutoff date.
Data cutoff date: March 8, 2021



Treatment Emergent Adverse Events

Sugemalimab (N=255) Placebo (N=126)

Treatment Emergent Adverse Events (TEAE) 246 (96.5%) 116 (92.1%)

Grade 3-5 TEAE 62 (24.3%) 30 (23.8%)
Treatment-related TEAE (TRAE) 193 (75.7%) 73 (57.9%)

Grade 3-5 TRAE 26 (10.2%) 7 (5.6%)
Immune-related adverse events (irAE) 109 (42.7%) 17 (13.5%)

Grade 3-5irAE 12 (4.7%) 1 (0.8%)
Infusion-related reaction 1 (0.4%) 2 (1.6%)
TEAE leading to drug permanently discontinued 29 (11.4%) 6 (4.8%)
TEAE leading to treatment cycle delay 82 (32.2%) 31 (24.6%)
TEAE leading to death 10 (3.9%) 3 (2.4%)

mungress TEAE, treatment-emergent adverse event.
*Adverse events of special interest were sponsor-assessed immune-related adverse events, which were defined based on a list of preferred categories of

terms specified by the sponsor.
Data cutoff date: March 8, 2021



TEAEs and irAEs

TEAEs occurred in 210% Patients irAE
0 5 10 15 20 25 0 5 10 15 20 25
Radiation pneumonitis — 23.9 Hypothyroidism - 10.2
Anaemia —mzz_o Pneumonitis I 16.1
ALT increased  E— s 20.0 . Hyperthyrc.oidism e ———— 5.1
COUGH | —— 1.4 s3h Skin advc‘arse reaCt'Or?S** f— 13
AST increased 18.0 Diabetes mellitus w1
Hypothyroidism + 17.6 Myocarditis w16
o — 0.5 Severe skin adverse reactions =16
Hyperthyroidism 4.8_14.5 Myositis mm12
Pneumonitis  H——— 14.5 o8 Thyroiditis w04
Weight increased _&713.7 1Gr2ai§ Hepatitis m04 1Gr2ai§
Pneumonia e 15 sugemalimab [l Colitis w04 sugemalimab [l
Hyperglycaemia m—— 11 .3 Placebo .. Arthritis =04 Placebo ..

I 7 O

Incidence % Incidence %

2021 mcungress ALT, alanine aminotransferase; AST, aspartate aminotransferase; irAE, immune-related adverse event; TEAE, treatment-emergent adverse event.
. *Adverse events of special interest were sponsor-assessed immune-related adverse events, which were defined based on a list of preferred categories of

terms specified by the sponsor. **Excluding severe events.
Data cutoff date: March 8, 2021



Summary/Conclusions

* At this pre-planned interim analysis, a statistically significant and clinically meaningful improvement in PFS was observed with
sugemalimab vs. placebo among patients with unresectable stage |Il NSCLC who had not progressed following cCRT or sSCRT

— BICR assessed mPFS: 9.0 vs 5.8 months, stratified HR= 0.64
— SCRT subgroup mPFS: 8.1 vs 4.1 months, unstratified HR=0.59
— CcCRT subgroup mPFS: 10.5 vs 6.4 months, unstratified HR=0.66

* 0OS data were immature, but an encouraging trend for a survival benefit with sugemalimab vs. placebo was observed. Follow-up
of the patients is ongoing

— mOS: NR vs 24.1 months, stratified HR=0.44

* Sugemalimab had a well-tolerated safety profile and no new safety signals were observed, consistent with the safety profile
previously reported for sugemalimab monotherapy in NSCLC

* The results of the GEMSTONE-301 study suggest that sugemalimab is an effective consolidation therapy for patients with
unresectable stage Il NSCLC who have not progressed following cCRT or sCRT

EEMT
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