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JUPITER-06：Study Design

a Until progressive disease, intolerable toxicity, withdrawal of consent or investigator’s judgement or a maximum treatment of 2 years.

Stratification Factors

• Prior Radiation (yes vs no)

• ECOG PS 0 vs 1

Key Eligibility Criteria

• Histologically or cytologically 

confirmed advanced or 

metastatic ESCC

• Treatment-naïve for metastatic 

disease

• ECOG PS of 0 or 1

• Measurable disease per 

RECIST v1.1

Toripalimab 240 mg + Chemotherapy

（Paclitaxel 175 mg/m2 and Cisplatin 75 

mg/m2 Q3W for up to 6 cycles）
R

(1:1)

Placebo + Chemotherapy  

（ Paclitaxel 175 mg/m2 and Cisplatin 75 

mg/m2 Q3W for up to 6 cycles）

Toripalimab Maintenance

240mg, Q3Wa

Placebo Maintenance

Q3Wa

• Co-Primary endpoints：PFS by BICR per RECIST v1.1 and OS

• Secondary endpoints：PFS by the Investigator, ORR , DoR , DCR, and 1-year 

and 2-year PFS & OS rates, safety, and HRQoL

Abbreviation: RECIST, Response Evaluation Criteria in Solid Tumors; ECOG PS, Eastern Cooperative Oncology Group performance status score; BICR, blind independent central review ; 

IV, intravenously; PFS, progression-free survival; OS, overall survival; ORR, objective response rate; DCR, disease control rate; DoR, duration of response; HRQoL, health-related quality 

of life.
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Baseline Characteristics

Data cut-off date: 22/Mar/2021

Characteristic
Toripalimab + chemotherapy Placebo + chemotherapy 

N=257; n (%) N=257; n (%)

Median age (range),years 63.0 (20-75) 62.0 (40-74)

≥65 years 101 (39.3) 94 (36.6)

Male 217 (84.4) 220 85.6)

Previous radiation therapy 35 (13.6) 34 (13.2)

ECOG PS 1 191(74.3) 192 (74.7)

Disease status

Recurrent or unresectable 50(19.5) 59 (23.0)

Metastatic 206 (80.2) 198 (77.0)

Not available 1(0.4) 0

PD-L1 expression

CPS<1 43 (16.7) 44 (17.1)

CPS≥1 201 (78.2) 200 (77.8)

CPS<10 129 (50.2) 147 (57.2)

CPS≥10 115 (44.7) 97 (37.7)

Unknown 13 (5.1) 13 (5.1)
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Progression-Free Survival by BICR per RECIST v1.1

Final PFS Analysis Data cut-off Date: Mar 22, 2021
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Toripalimab + Chemo

Placebo + Chemo

Stratified HR for disease progression or death,

0.58 (95% CI 0.461, 0.738); 

P<0.00001

132/257       5.7 (5.6, 7.0)  27.8 (20.4, 35.8)

164/257     5.5 (5.2, 5.6)       6.1 (2.2, 12.6)

Toripalimab + Chemo

Placebo + Chemo

No. of Events/ Total No. 

of Patients

Median Progression-free 

Survival, months

(95% CI)

1-Yr Progression-free Survival 

Rate, %

(95% CI)

Toripalimab + Chemo 257 189 70 36 19 9 7 1 0

Placebo + Chemo 257 170 42 9 3 2 1 0 0

PD-L1 expression subgroups:

CPS ≥ 1: 5.7 vs. 5.5 months, HR=0.58 (95%CI 0.444, 0.751)

CPS < 1: 5.7 vs. 5.6 months, HR=0.66 (95%CI 0.370, 1.189)

No. at Risk 
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Overall Survival
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70/257       17.0 (14.0, NE) 66.0 (57.5, 73.2)    NE (NE, NE)

103/257       11.0 (10.4, 12.6) 43.7 (34.4, 52.6)    17.5 (8.7, 28.9)

Toripalimab + Chemo

Placebo + Chemo

No. of Deaths/ Total 

No. of Patients

Median Overall Survival 

(95% CI)

mo

1-Yr Overall Survival 

Rate %

(95% CI)

2-Yr Overall Survival 

Rate %

(95% CI)

Stratified HR for death,

0.58 (95% CI 0.425, 0.783); 

P=0.00036

Toripalimab + Chemo

Placebo + Chemo

Interim OS Analysis Data cut-off Date: Mar 22, 2021
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Toripalimab + Chemo 257 246 171 86 52 31 18 4 0 0

Placebo + Chemo 257 242 166 79 33 18 11 3 1 0

No. at Risk 

PD-L1 expression subgroups:

CPS ≥ 1: 15.2 vs. 10.9 months, HR=0.61 (95%CI 0.435, 0.870)

CPS < 1:  NE vs. 11.6 months, HR=0.61 (95%CI 0.297, 1.247)
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Safety Overview
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Toripalimab + chemo 

Placebo + chemo  

Grade

1-2      3-

5

a Patients received at least 1 dose of the study drug.；b TRAE=Treatment related adverse events；c Based on investigator’s assessment.
d TRAEs with ≥30% incidence in any treatment arm; Data cut-off date: Mar 22, 2021.

Patientsa, n (%)

Toripalimab + chemotherapy Placebo + chemotherapy

(N=257) (N=257)

Any grade Grade≥3 Any grade Grade≥3

Any TRAEsb,c 250 (97.3) 166 (64.6) 250 (97.3) 144 (56.0)

Immune-related AEs c 95 (37.0) 18 (7.0) 68 (26.5) 4 (1.6)

leading to discontinuation 9 (3.5) 7 (2.7) 2 (0.8) 1 (0.4)

Infusion reactions 9 (3.5) 2 (0.8) 8 (3.1) 0

Fatal AEs 1 (0.4) 1 (0.4) 3 (1.2) 3 (1.2)
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Summary

• The addition of toripalimab to paclitaxel+ cisplatin (TP) as a first-line 

treatment for advanced or metastatic ESCC patients provided superior PFS 

and OS than TP chemotherapy alone. PFS and OS benefits were observed 

in all key subgroups, including PD-L1 expression subgroups.

- PFS：median 5.7 vs. 5.5 months, HR=0.58 (95%CI: 0.461, 0.738), P<0.00001

- OS：median 17.0 vs. 11.0 months, HR=0.58 (95%CI: 0.425, 0.783), P =0.00036

• No new safety signals were identified with toripalimab added to 

chemotherapy

• Toripalimab in combination with TP chemotherapy has the potential to 

become a new standard first-line therapy in patients with advanced or 

metastatic ESCC.
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