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Study design
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PT2.05.01 R. Wan et al   Efficacy and Safety of HLX43, a PD-L1-Targeting ADC, in Pretreated 

Advanced Thymic Squamous Cell Carcinoma: Results From a Phase I Trial Author Block

39.4%
Overall ORR

(13/33 evaluable)

84.8%
Disease Control 

Rate (DCR)

Patient Characteristics

Background & Design Efficacy (BICR, RECIST v1.1) Safety Profile

• TSCC: rare, aggressive malignancy with poor 

prognosis

• Limited options after first-line platinum-based 

chemotherapy failure

• HLX43: novel PD-L1-targeting antibody-drug 

conjugate (ADC)

• Doses: 2.0 / 2.5 / 3.0 mg/kg Q3W; primary 

endpoint: ORR

Results by Dose

• Grade 3+ TRAEs: 58.8% of patients (20/34)

• Most common G3+: lymphocyte decrease 

(32.4%), WBC decrease (23.5%), neutrophil

decrease (20.6%)

• TRAE-related discontinuation: 5.9% (2 

patients)

• Treatment-related SAEs: 11.8% (4 patients)

• Treatment-related deaths: None

• N = 34 enrolled; 33 response-evaluable (BICR)

• Median prior therapies: 3.0 (range: 1-7)

• 73.5% received prior immunotherapy

Dose 

(mg/kg)

ORR 

(%)

6-mo PFS 

(%)

2.0 (n = 11) 10.0 40.0

2.5 (n = 12) 58.3 88.9

3.0 (n = 11) 45.5 85.7

Median PFS, OS, and DOR: not yet reached at 

data cutoff

Conclusion

HLX43 demonstrated promising efficacy and 

manageable safety in previously treated 

advanced TSCC, addressing a significant 

unmet clinical need. Further investigation is 

warranted.
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PT2.05.02 Y. Liu  et al Serplulimab Plus Chemotherapy as First-Line Treatment for Locally 

Advanced or Metastatic LCNEC: A Phase II Trial 

56.8%
Overall ORR

(21/37; 95% CI 39.5-

72.9)

86.5%
Disease Control 

Rate
(32/37; 95% CI 71.2-

95.5)

Patient Characteristics

Background & Design Efficacy (RECIST v1.1) Safety Profile

• LCNEC: rare, highly aggressive malignancy; 

poor prognosis with platinum-based 

chemotherapy alone

• Serplulimab (PD-1 mAb): demonstrated benefit 

in first-line advanced NSCLC and SCLC

• Regimen: serplulimab 4.5 mg/kg + etoposide 

100 mg/m² + carboplatinAUC5 (or cisplatin 75 

mg/m²) Q3W x 4 cycles, then serplulimab 

maintenance

• Any-grade TRAEs: 56.8% of patients

• Grade 3-4 TRAEs: 18.9% of patients

• SAEs (any cause): 16.2% of patients

• Treatment-related SAEs: None

• Treatment-related deaths: None

Survival Outcomes

Outcome Value

Median PFS
5.5 months (95% CI 4.1-
8.9)

6-month PFS rate 45.8%

12-month PFS 
rate

15.9%

12-month OS rate 72.0% (data immature)

Median follow-up
9.5 months; 67.6% 
progressed

Conclusion

Serplulimab combined with chemotherapy 

demonstrated encouraging clinical activity 

(ORR 56.8%) and an acceptable safety profile 

as first-line treatment for advanced pulmonary 

LCNEC, supporting further evaluation in this 

rare and aggressive malignancy.

• N = 39 enrolled; 37 analyzed; median age 65 yrs 

(40-79)

• 73.0% male; 86.5% metastatic disease

• Most common metastatic sites: bone (29.3%), 

liver and brain (18.9% each)

• No prior immunotherapy; no active CNS 

metastases
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