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BACKGROUND

Assessments
* |In 2018, 572,000 patients were diagnosed with esophageal cancer worldwide * NCCN guidelines recommend the fluoropyrimidine in combination with platinum regimens as the first-line therapy for unresectable locally The ff " c BICR . .
and it caused 509,000 deaths, ranking 7th in new malignant tumors and 6th advanced, recurrent or metastatic esophageal cancer. Stronger evidences support combination with cisplatin than other platinum agents’. e efficacy assessment will be performed byf an? mvestlga:ctors ba?ed
+
in deaths, respectively'. More than half of newly diagnosed cases and deaths * As shown in the figure below, approximately 540 patients will be randomized in a 2:1 ratio to receive the treatment of CS1001 + FP or placebo + upon RECIST v1.1 every 6 weeks (+ 7 days) -rom the |rs;: dose for the '_rSt
- -
were in China (307,000 and 283,000, respectively)?, of which 86.3% are FP. CS1001 or placebo treatment will continue until disease progression, unacceptable toxicity, withdrawal of informed consent, reaching the y_ear, and the.n eve.ry 12 weeks (& 7 days) until BICR confirmed prog.resswe
. . . . . disease, subject withdraws from the study, or the end of study, whichever
esophageal squamous cell carcinoma®. maximum duration of treatment per protocol or end of study, whichever occurs first. o
occurs first.

e Immunotherapy including anti-PD-(L)1 monoclonal antibodies (mAb) that Schema of Study Design * The safety assessment will be performed throughout the study and during the
o Fo o e e e e  Screening Phase ) Randomization ) TreatmentPhase ) Follow-up Phase 2 Cancer atits Common Tormnolegy Crtaia for Adveros Evente, verdon
malignancies. For advanced ESCC, the regimen of immune checkpoint Screening Phase EE I T LERInnET A Solley Wy A Cancer Institute Common Terminology Criteria for Adverse Events, version
inhibitor in combination with chemotherapy as first-line therapy has been 5.0.
explored in a Phase lll study KEYNOTE-590, where pembrolizumab plus FP Patients gg:gg:"; ZOPO s e The pharmacokinetics and immunogenicity assessments will be performed at
regimen demonstrated statistically significant improvement in median overall e Unresectable locally advanced, up to 2 4 m on“:f’ ’ Cycle 1, 2, 3, 4, 8 and every 8 cycles thereafter and at end-of-treatment visit.
survival (OS) (12.6 vs 9.8 months; HR: 0.72; 95% CI, 0.60-0.88; P = 0.0006) recurrent or metastatic ESCC FP: Q3W, up to 6 cycles
compared to chemotherapy alone®. * No prior systemic anticancer 2:1 .

therapy for advanced disease = Safety —, Survival
e ECOG PS 0-1 Randomization

- Follow-up Follow-up m
e CS1001 (sugemalllmab) IS a fuI.I-Iength, fully human programmed death ligand-1 o At least one measurable lesion Placebo + FP
(PD-L1) targeted immunoglobin G4 (IgG4, s228p) mADb. per RECIST v1.1 Placebo: 1200 mg, Q3W,

up to 24 months; * The study is actively enrolling patient, and enrollment is expected to take
FP: Q3W, up to 6 cycles place in 65 sites in China.

» In vitro, sugemalimab specifically binds to PD-L1, competitively blocks the
binding of human PD-L1 with PD-1 and CD80, which leads to CD4+ T
lymphocyte proliferation and enhances the production of interferon-y-.

Stratification factors
e PD-L1 expression

> Sugemalimab lacks antibody-dependent cellular mediated cytotoxicity ‘E_COG PS |
(ADCC) or complement-dependent cytotoxicity (CDC), but retains antibody e Distant metastasis REFERENCE

-dependent cellular phagocytosis (ADCP), which can mediate direct killing ECOG= Eastern Cooperative Oncology Group; ESCC=Esophageal Squamous Cell Carcinoma; FP=Flurouracil+Cisplatin; PS=Performance Status; Q3W=every 3 weeks; 1. _Fer_.lay B, et al. GIObE_ll cancer _StatiStiCS 2018: GLO_BOCAN eStirr_]ateS of
of tumor cells by macrophages. RECIST=Response Evaluation Criteria in Solid Tumors. incidence and mortality worldwide for 36 cancers in 185 countries. CA
Cancer J Clin, 2018; 68 (6): 394-424.
e Sugemalimab plus platinum-based chemotherapy demonstrated promising Study Population 2. GLOBOCAN 2018. https://gco.iarc.fr/
efficacy and tolerable safety in patients with unresectable locally advanced, _ S _ S 3. Hao J, et al. China Cancer Registry Annual Report 2018. People's Health
recurrent or metastatic ESCC in Phase Ib of GEMSTONE-101 study Key Inclusion Criterla gy el sliot Gl Press, 2019.
6
(NCT03312842)" . e 2 18 years and < 75 years on the day of signing ICF. * Adenocarcinoma, mixture of adenocarcinoma and squamous cell 4. Kato K, et al. Ann Oncol 31:51192-51193 (LBA8_PR), 2020.
« GEMSTONE-304 (NCT04187352, protocol No. CS1001-304) is a multi-center, » Histologically or cytologically confirmed unresectable locally advanced, ~ ¢arcinoma, or other pathological type of esophageal cancer. 5. Zhang J, et al. AACR; Cancer Res 2020; 80:Abstract nr 3260.
double-blind. randomized. Phase Il studv to evaluate the efficacy and safet recurrent or metastatic ESCC. e With active CNS metastasis and/or carcinomatous meningitis. 6. Shen L, et al. Ann Oncol 31:S841-S873 (P1445), 2020.
, , y y y
of CS1001 in combination with FP as the first-line therapy in subjects with e Not be eligible for curative therapy such as chemoradiotherapy or e With documented gastrointestinal bleeding, perforation, or esophageal 7. NCCN Guidelines. Esophageal and Esophagogastric Junction Cancers.
unresectable locally advanced, recurrent or metastatic ESCC. surgery. fistula within 6 months prior to randomization. The lesion has high 2020 V4.
e Have not received any systemic anti-tumor therapy as the main fiSk of bleeding, gastrointestinal perforation or esophageal fistula
regimen for locally advanced or metastatic ESCC. assessed by the investigators. ACKNOWLEDGEMENTS
OBJECTIVES * ECOGPSOort. > ELERS WO (NS [PIEISVSIT [EESTEe] Gy IEEITIERL 6 Elmiloeel] o We thank the patients who participated in the study, their families, participating

drug that targets at T-cell coregulatory pathways or immmune checkpoint
pathways, e.g., antibodies targeting at PD-1, PD-L1, CTLA-4, OX-40,
CD137, TIM-3, LAG-3, etc. Subjects who have received cell-based
immunotherapy, e.g., CIK, CAR-T, etc.

* Have at least one measurable lesion as evaluated by the investigator
according to RECIST v1.1, and the baseline imaging assessment must
be performed within 28 days prior to the first dose of investigational
product.

study investigators and clinical sites. This study is sponsored by CStone
Pharmaceuticals (Su Zhou) Co., Ltd.
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Primary Objective
* To compare PFS using RECIST v1.1 assessed by Blinded Independent Central

Review Committee (BICR) and OS in all patients between the following

treatment: CS1001 plus FP versus placebo plus FP. o _ .
e Palliative treatment (e.g. radiotherapy) for local lesion must be

Secondary Objectives completed = 14 days prior to the first dose of investigational product. Poster presented at: American Society of Clinical
e To compare investigators-assessed PFS, BICR and investigators-assessed Oncology (ASCO) — Virtual; Jan 15- 17, 2021
ORR and DoR between 51001 plus FP and placebo plus FF. CAR-T=Chimeric Antigen Receptor T Cell; CIK=Cytokine-induced Killer Cell; CNS=Central Nervous System; CTLA-4=Cytotoxic T Lymphocyte-associated Antigen 4; C(.)r?tact corresponding author:
e TO evaluate the safety and tolerability profile between the patients taking ECOG=Eastern Cooperative Oncology Group; ESCC=Esophageal Squamous Cell Carcinoma; ICF=Informed Consent Form; LAG-3=Lymphocyte Activation Gene 3; Cll.nl.CaIDeyelopmeth@CS.t(?nepharma.Com
CS1001 p|US FP versus placebo p|u3 FP. PD-1=Programmed Death-1; PD-L1=Programmed Death-ligand 1; PS=Performance Status; RECIST=Response Evaluation Criteria in Solid Tumor; TIM-3=T Caell ClinicalTrials.gov identifier: NCT04187352
. . . . .. Immunoglobulin Mucin Molecule 3. Scan to download a reprint of this poster
e To characterize the pharmaCOklnetICS and |mmunogen|C|ty of CS1001. Copies of this poster obtained through Quick Response (QR) Code are for personal use only

and may not be reproduced without permission from ASCO® and the author of this poster






