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* Two patients without post-baseline tumor assessments were excluded from RES. # Detected with SP263.

CI, confidence interval; chemo, chemotherapy; ECOG PS, Eastern Cooperative Oncology Group performance status; EGFR, epidermal growth factor receptor; ITT, intention-to-treat; NSCLC, non-small cell

lung cancer; PD-L1, programmed cell death 1 ligand 1; PFS, progression-free survival; RES, response evaluable set; SS, safety set; TPS, tumor proportion score.



wclc.iaslc.org

* Unconfirmed tumor response among the 54 response-evaluable patients as assessed by investigator; 2 patients did not have post-baseline tumor assessment and were excluded in efficacy analysis.

CI, confidence interval; CR, complete response; DCR, disease control rate; mPFS, median progression-free survival; NE, not evaluable; NSCLC, non-small cell lung cancer; ORR, objective response rate; PD,

progressive disease; PR, partial response; RECIST, Response Evaluation Criteria in Solid Tumors; SD, stable disease.

Efficacy in NSCLC patients per RECIST v1.1.

Efficacy* NSCLC
(n = 54)

CR, n (%) 0

PR, n (%) 20 (37.0)

SD, n (%) 27 (50.0)

PD, n (%) 6 (11.1)

NE, n (%) 1 (1.9)

ORR, % (95% CI) 37.0 (24.3–51.3)

DCR, % (95% CI) 87.0 (75.1–94.6)

mPFS, months (95% CI) 5.4 (4.0–5.8)

With brain metastasis (n=11) 5.4 (4.0–9.0)
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Tumor response among the 54 response-evaluable patients as assessed by investigator; 2 patients did not have post-baseline tumor assessment and were excluded in efficacy analysis.

NSCLC, non-small cell lung cancer; RECIST, Response Evaluation Criteria in Solid Tumors.

Tumor response in NSCLC patients per RECIST v1.1.
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Squamous NSCLC (n = 28)

Non-squamous NSCLC (n = 26)
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Tumor response among the 54 response-evaluable patients as assessed by investigator; 2 patients did not have post-baseline tumor assessment and were excluded in efficacy analysis.
# 1 case of stable disease did not meet the requirement of minimum evaluation duration and was counted as not evaluable in tumor assessment.

cORR, confirmed objective response rate; DCR, disease control rate; EGFR, epidermal growth factor receptor; NSCLC, non-small cell lung cancer; ORR, objective response rate; RECIST, Response Evaluation

Criteria in Solid Tumors; WT, wild type.

Subgroup analysis of tumor response per RECIST v1.1.

EGFR WT 2.5 mg/kg: cORR 60.0% (95 CI 14.7–94.7)
DCR# 80.0% (95 CI 28.4–99.5)
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irAE, immune-related adverse event; ORR, objective response rate.

Immune-related adverse events

NSCLC
(n = 56)

Any irAE, n (%) 12 (21.4)

Most common irAEs (≥ 10%)

Immune-mediated lung disease 8 (14.3)

Grade 2 3 (5.4)

Grade 3 4 (7.1)

Grade 4 1 (1.8)

Grade 5 0

Confirmed ORR of 50% and 100% tumor 

shrinkage in patients with immune-mediated lung 

disease indicated that HLX43 is capable of 

eliciting immunotherapeutic effects in addition 

to payload-mediated cytotoxic tumor cell killing.

Patients with immune-mediated lung disease (n = 8)
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The authors would like to express their gratitude to all the patients who 
participated in this trial, their families, the study personnel at each study 
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