
Abstract NO：1653

The combination of anti-angiogenic therapy and immune checkpoint inhibitor therapy creates 
a positive feedback loop between vascular normalization and immune remodeling in the treat-
ment of hepatocellular carcinoma (HCC) 1. 
Though demonstrated longer OS (19.2m) in IMbrave150 study, the ORR(29.8%) is unmet 
clinical need to further improve ORR in conversion treatment for unresectable HCC 2.
Here we assessed the safety and efficacy of KN046 in combination with Lenvatinib in 1st line 
HCC treatment.

BACKGROUND

STUDY DESIGN

25 pts enrolled with unresectable BCLC stage B or stage C and Child-Pugh score ≤7 had re-
ceived Lenvatinib 12 mg/day (bodyweight [BW] ≥60 kg) or 8 mg/day (BW<60 kg) orally and 
KN046 5 mg IV on Day 1 of a 21-day cycle until disease progression or intolerable toxicity or 
2 years.
The median duration of combination treatment was 10 weeks. As of cutoff date, only two pts 
discontinued treatments, one for disease progression and one for pneumonitis. 
For 21 evaluable pts, ORR was 57% (95% CI 34.0%-78.2%) and DCR was 95% (95% CI 
76.2%-99.9%) by RECIST v1.1 and imRECIST criteria. When evaluated by mRECIST, ORR 
and DCR improved to 76.2% (95% CI 52.8%-91.8%) and 95% (95% CI 76.2%-99.9%), re-
spectively. 
Treatment-emergent adverse events (TEAEs) occurred in 64% (16/25) of pts, 20% (5/25) was 
≥grade 3. The incidence of ≥grade 3 TEAE related with KN046 was 8%, including pneumonitis 
(n=1, 4.0%) and platelet count decreased (n=1, 4.0%).
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The combination of KN046+Lenvatinib in HCC is tolerable and has an acceptable safety profile. 
KN046+Lenvatinib in 1st line HCC treatment showed promising antitumor activity with high 
ORR evaluated by RECIST 1.1, that provide chances for conversion treatment.
Clinical trial information: NCT04542837.
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Safety-Summary of ≥Gr3 TEAEs
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* Pneumonitis and Platelet count decreased were KN046 related TEAE.
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