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Background

• Anti-PD-1/PD-L1 antibody combined with chemotherapy is the standard first-line 

treatment for patients with advanced/recurrent cancer. 
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Background

• A humanized bi-specific antibody that  binds 

to PD-1 and CTLA-4 simultaneously.

• Scafold Fc-engineered design could minimise 

lymphocyte loss and antibody-dependent 

cytokine release.

Cadonilimab 
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We conducted a multicenter, single-arm, phase II trial to evaluate cadonilimab combined with  

chemotherapy as the first-line treatment for advanced/recurrent endometrial cancer

Could an anti-PD-1/CTLA-4 bi-specific antibody 

provide clinical benefits in the first-line setting?

Inspiration
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Study design

• CARE Trial  Cadonilimab and Chemotherapy in Endometrial Cancer (NCT06066216)

 If more than 7 patients in stage I respond to the therapy, the trial will proceed to stage II.

Simon Two-Stage Design*

*

Cadonilimab,10mg/kg, d1, 
lV,Q3W, up to 24 months, 
PD, unacceptable toxicity, 
or death 
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Results 

Enrolled   n=47

 Cadonilimab plus

paclitaxel-carboplatin, q3w  n=45

Discontinuation n=21

• Disease progression n=12

• Loss to follow up n=1

• Death n=1

• Other reasons n=7
 On treatment n=20

Eligible for efficacy assessment  n=41※

Eligible for  safety assessment n=45

※Four patients could not be evaluated due to the absence of 
their images.

Withdrew consent before  

treatment n=2 

Figure 1 Patient flow diagram

• Enrollment: From Dec 28, 2023 to Dec 29, 2025 

• Data cut-off date: Feb 28, 2026

 

• Median followed-up:  10.9 months (8.8, 13.0) 

Without imaging n=4

• Refusal to treatment n=2

• Adverse event n=2 
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Characteristic n=45

Age, years, median (range) 60(49-75)

Disease status, No. (%) 

    Newly diagnosed FIGO stage III 6(13.33)

    Newly diagnosed FIGO stage IV 15(33.33)

    Recurrent 24(53.33)

Histology type, No. (%)

    Endometrioid 30(66.67)

    Serous 7(15.56)

    Others 8(17.78)

MMR status, No. (%)

    Proficient 36(80)

    Deficient 9(20)

Baseline characteristics
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Objective response rate 

Efficacy 
FAS

 n=45

Efficacy Evaluable Set 

n=41

ORR, % (95% CI) 71.1 (56.6 to 82.3) 78.0 (63.3 to 88.0)

DCR, % (95% CI) 88.9 (76.5 to 95.2) 97.6 (87.4 to 99.9)

Best overall response

    CR 1 1

    PR 31 31

    SD 8 8

    PD 1 1

    Not evaluable 4 -

Abbreviations: FAS, Full analysis set; ORR, Objective response rate;  DCR, 

Disease control rate; CR, Complete response; PR, Partial response; SD, Stable 

disease; PD, Progressive disease.

In stage I , 12 out of 17 patients achieved either complete response (CR) or partial response 

(PR) and the trial proceeded to stage II.

Figure 2 Waterfall plot depicting the best change in target lesion size from baseline.
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Efficacy in each patients 

Figure 3 The swimmer plot.
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Survival outcomes

PFS OS
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Subgroup analysis 

PFS OS
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• None Grade 5 TRAEs.

TRAEs

• Rash: 4.4% (2/45)  

• Allergy: 4.4% (2/45)  

• Adrenal insufficiency: 2.2% (1/45)  

• Hyperglycemia: 2.2% (1/45)  

• Myelosuppression: 2.2% (1/45)  

• Hypokalemia: 2.2% (1/45)
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• Cadonilimab combined with chemotherapy showed promising antitumor activity as 

the first-line treatment for advanced/recurrent endometrial cancer. 

• The combination therapy had a favorable and manageable safety profile.

Conclusion
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