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At the 2026 ASCO Annual Meeting, China's innovative drug sector continued to 
demonstrate robust clinical momentum, delivering 13 highly anticipated studies 
during the Late-Breaking Abstract (LBA) session. A historic highlight of the 
conference was Akeso’s HARMONi-6 trial, which was featured in the prestigious 
Plenary Session—marking the first time a China-originated innovative drug has 
achieved this top-tier recognition in ASCO's history. Broadly, the clinical datasets 
presented underscore the accelerating global competitiveness and R&D 
maturation of Chinese biotech firms. In this report, we provide our analysis and 
key takeaways regarding the pivotal clinical readouts from Akeso, Kelun-Biotech, 
Innovent, BeOne Medicines, and 3SBio. Ultimately, we view these compelling 
datasets as strong catalysts capable of driving a broad valuation re-rating across 
the Chinese innovative drug sector. 

◼ Akeso: Compelling HARMONi-6 profile even with caveats. The China 
HARMONi-6 trial evaluating ivonescimab plus chemotherapy in 1L sq-
NSCLC marks a historic milestone, delivering an impressive OS HR of 0.66 
(p=0.0017) alongside a previously reported PFS HR of 0.60 (p<0.0001). This 
definitive OS advantage effectively resolves lingering investor doubts 
regarding the translation of PFS benefits into survival gains. However, 
caveats remain regarding data maturity – with the 21.4-month median follow-
up currently trailing the median OS of both arms – and muted efficacy in 
elderly patients (≥65 years, HR=0.93, 95% CI 0.64-1.36). Despite these 
nuances, ivonescimab's overall clinical profile remains highly compelling. 
Looking ahead, the global HARMONi-3 readout (final PFS and interim OS) 
expected in 2H26 will serve as a critical catalyst, validating whether domestic 
efficacy results can be successfully replicated in Western populations. 

◼ Kelun-Biotech: Validating ADC+IO synergy in 1L NSCLC. The Phase 3 
OptiTROP-Lung05 marks a historic milestone by validating the sac-TMT plus 
pembrolizumab as a potent first-line therapy for PD-L1≥1% NSCLC. The 
regimen demonstrated exceptional efficacy, delivering a PFS HR of 0.35 and 
an estimated median PFS of 16.7 months versus pembrolizumab 
monotherapy. This sac-TMT plus pembrolizumab combination regimen 
compares favorably against ivonescimab monotherapy (HARMONi-2), which 
yielded a PFS HR of 0.51 and an 11.1-month mPFS vs pembrolizumab. 
Meanwhile, besides direct competition with the PD-1/VEGF bsAb, we also 
see synergy of sac-TMT in combination with PD-1/VEGF bsAb. The safety 
profile of sac-TMT + pembrolizumab was generally manageable with 6.3% 
Grade ≥3 stomatitis and 9.1% drug-related discontinuation rate. Looking 
ahead, we see significant strategic upside as Kelun-Biotech plans to 
evaluate sac-TMT combined with its in-licensed PD-1/VEGF bsAb, CR-001, 
particularly in 1L nsq-NSCLC. Concurrently, we anticipate MSD will explore 
combining sac-TMT with its PD-1/VEGF asset, MK-2010. 

◼ Innovent:  A major step in dose selection of IBI363 in 1L NSCLC.  
Innovent has achieved a key clinical milestone by selecting the 3-1.5 mg/kg 
step-down dosing regimen for IBI363 in first-line NSCLC. This cohort (N=22) 
demonstrated an optimal risk-reward profile, delivering a highly competitive 
confirmed ORR of 81.8% and a manageable 65.2% rate of Grade ≥3 TEAEs, 
comparing favorably to the standard of care. Consequently, Innovent is 
advancing a head-to-head Phase 1 trial evaluating IBI363 plus 
chemotherapy against pembrolizumab plus chemotherapy in 1L NSCLC 
(n=190). Furthermore, IBI363 monotherapy continues to exhibit robust 
efficacy in IO-resistant settings. A Phase 3 MRCT trial is currently ongoing 
for sq-NSCLC. Meanwhile, promising mPFS and mOS data in the nsq-
NSCLC cohort were also observed, particularly among smokers, which 
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outperforms SoC docetaxel. Innovent is also planning a Phase 3 study of 
IBI363 in IO-resistant nsq-NSCLC. 

◼ BeOne Medicines: Solid tumor portfolio reaching a key inflection point. 
BGB-43395 (a selective CDK4 inhibitor) demonstrated promising preliminary 
efficacy in 1L HR+/HER2- breast cancer, supporting an imminent Phase 3 
initiation. Combined with letrozole, BGB-43395 (400mg BID) delivered a 
63.2% cORR, comparable to Pfizer’s atirmociclib plus letrozole (67.6% 
ORR). Crucially, BGB-43395 exhibited a highly differentiated safety profile, 
reporting zero Grade ≥3 neutropenia (vs. 26.5% for atirmociclib) and 
manageable GI toxicities when administered with food in the 400mg BID 
cohort. We will continue to monitor these dynamics as patient follow-up 
matures. Furthermore, BeOne’s GPC3/4-1BB bsAb, BGB-B2033, yielded 
impressive efficacy in 2L+ HCC. A potentially pivotal global expansion cohort 
in 2L+ HCC is currently ongoing, alongside exploratory studies in the 1L 
setting. These clinical milestones underscore the robust momentum of 
BeOne’s solid tumor pipelines. 

◼ 3SBio:  Encouraging first mPFS readout for 707 in 1L PD-L1+ NSCLC. 
ASCO 2026 revealed encouraging Phase 2 data for 707 (PF’4404), 
validating its competitiveness within the PD-(L)1/VEGF class. In 1L PD-L1+ 
NSCLC, 707 monotherapy delivered a 12.4-month median PFS, comparing 
favorably to ivonescimab on a cross-trial basis, with pronounced strength in 
the PD-L1 high (15.8 months) and non-squamous (12.4 months) subgroups. 
Additionally, 707 plus chemotherapy demonstrated highly promising 
preliminary efficacy in 1L pMMR endometrial cancer (EC), with cORRs 
exceeding 81%, outperforming the pembrolizumab plus chemotherapy 
standard of care (72.3%). With a manageable safety profile across both 
indications, we view these readouts as highly de-risking. Pfizer has 
registered eleven global studies for 707, including three global Ph3 studies 
across four 1L indications. We expect additional China Ph2 readouts of 
707+chemo in 1L NSCLC and mCRC in 2H26 to serve as near-term catalysts 
for 3SBio. 

 

Valuation Table 
 

   Mkt Cap TP Upside/ P/E (x) P/B (x) ROE (%) 

Name Ticker Rating 
(US$ 
mn) 

(LC) Downside FY27E FY28E FY27E FY28E FY27E FY28E 

3SBio 1530 HK BUY 5,463.3 34.87 107% 22.9 20.4 1.1 1.1 0.1 0.1 

Akeso 9926 HK BUY 12,517.7 185.80 74% 116.7 52.1 9.6 8.4 0.1 0.2 

BeOne 
Medicines ONC US BUY 32,554.5 392.43 43% 24.5 16.8 56.7 42.7 0.2 0.2 
Innovent 

Biologics 1801 HK BUY 17,458.0 113.86 44% 34.5 25.5 4.5 3.9 0.1 0.2 

Kelun-Biotech 6990 HK BUY 12,008.8 507.11 26% nm 115.4 21.8 18.4 (0.1) 0.2 
 

Source: Company data, CMBIGM estimates 
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Akeso (9926 HK) 

Ivonescimab in 1L sq-NSCLC 

Data summary: 

The interim overall survival analysis of Ivonescimab plus chemotherapy versus tislelizumab 

plus chemotherapy in advanced squamous non-small-cell lung cancer (HARMONi-6) were 

released (link). 

HARMONi-6 is a double-blind, randomised, phase 3 trial, which was conducted at 50 

hospitals across China. Patients aged 18–75 years with previously untreated, stage IIIB, 

IIIC, or stage IV squamous NSCLC were eligible for inclusion. Eligible patients were 

randomly assigned in a 1:1 ratio to receive ivonescimab or tislelizumab, in combination with 

paclitaxel and carboplatin for four cycles, followed by maintenance ivonescimab or 

tislelizumab monotherapy. The primary endpoint was progression-free survival assessed 

by the independent radiographic review committee. Overall survival was a key secondary 

endpoint.  

From Aug 17, 2023, to Jan 21, 2025, a total of 532 patients were randomly allocated (266 

per group). 494 (93%) of patients were male. The median age was 64 years (IQR 59–69). 

At data cutoff (Feb 27, 2026), with a median follow-up of 21.4 months, the median overall 

survival was 27.9 months (95% CI 27.89–not evaluable) with ivonescimab versus 23.7 

months (20.11–NE) with tislelizumab (hazard ratio for death 0.66 [95% CI 0.50–0.87]; 

pone-sided=0.0017), meeting the prespecified boundary (p<0.0049). The overall survival 

benefit with ivonescimab plus chemotherapy was consistent across key subgroups. 

Treatment-related adverse events of grade 3 or higher occurred in 184 (69%) of 266 

patients in the ivonescimab group and 156 (59%) of 265 patients in the tislelizumab group. 

The incidence of grade 3 or higher haemorrhage was seven (3%) of 266 and two (1%) of 

265, respectively. 

Figure 1: Summary of main clinical results of HARMONi-6 trial 

 

https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(26)00966-9/abstract
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Source: ASCO, Summit, Akeso, CMBIGM 
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CMBI Comments: 

Unprecedented dual efficacy: first global phase 3 to achieve both OS and PFS 

superiority over PD-1 + chemo. The HARMONi-6 trial marks a historic milestone, as it is 

the first Phase 3 study globally in the lung cancer space to demonstrate statistically 

significant dual positive results for both OS and PFS when comparing a PD-1/VEGF bsAb 

plus chemotherapy against the standard-of-care PD-1 plus chemotherapy. In the first-line 

treatment of sq-NSCLC, ivonescimab plus chemotherapy significantly reduced the risk of 

death by 34% compared to tislelizumab plus chemotherapy (HR=0.66, p=0.0017). These 

stellar OS results have exceeded the market expectations. Previously, in the pre-specified 

interim PFS analysis, the ivonescimab regimen achieved a clinically meaningful and 

statistically significant PFS benefit, delivering a median PFS of 11.1 months versus 6.9 

months in the control arm (HR=0.60, p<0.0001). The newly released OS data effectively 

resolves the lingering market doubts regarding whether the robust PFS benefit could 

successfully translate into a definitive OS advantage. 

Consistent efficacy across PD-L1 subgroups and robust control arm validation. The 

survival benefit of ivonescimab plus chemotherapy was highly consistent regardless of 

baseline PD-L1 expression levels. The treatment arm demonstrated significant OS benefits 

across all pre-specified subgroups: the PD-L1 TPS ≥1% subgroup yielded an OS HR of 

0.68, while the TPS <1% subgroup delivered an HR of 0.64. Furthermore, the TPS 1-49% 

and TPS ≥50% subgroups posted HRs of 0.67 and 0.64, respectively. It is also crucial to 

highlight the high credibility of this clinical trial; the control arm (tislelizumab plus 

chemotherapy) achieved a median OS of 23.7 months, which aligns closely with the 22.8-

month median OS observed in the benchmark Rationale-307 study (link). This consistent 

performance of the control arm underscores the genuine superiority of the ivonescimab 

regimen. 

Caveats remain on data maturity and efficacy in elderly patients. While the headline 

data is exceptionally strong, there are a few nuances to monitor as the data matures or in 

other global trials. Notably, the median follow-up time of 21.4 months is currently shorter 

than the median OS of both the ivonescimab arm (27.9 months) and the control arm (23.7 

months), indicating that the data maturity requires further follow-up for the final analysis. 

Additionally, in the subgroup of patients aged 65 years and older, ivonescimab did not 

demonstrate a statistically significant survival benefit, yielding an HR of 0.93 (95% CI: 0.64, 

1.36), potentially due to the baseline imbalance in the elderly cohorts between the two arms 

according to the Summit management. Given that Chinese sq-NSCLC patients are 

generally younger than their Western counterparts, the results of the global Phase 3 

HARMONi-3 trial will be crucial to confirm the OS benefit in elderly populations.  Despite 

these caveats, the overall clinical profile remains highly compelling. We believe that 

ivonescimab is well-positioned to establish itself as the new foundational immuno-oncology 

(IO) cornerstone, gradually replacing traditional PD-1 plus chemotherapy regimens starting 

in China and eventually expanding globally as further validation is achieved.  

Manageable safety profile with controlled hemorrhage risks. The overall safety profile 

of ivonescimab plus chemotherapy remains manageable and is broadly comparable to that 

of tislelizumab plus chemotherapy. The incidence of Grade ≥3 TRAEs was higher in the 

experimental arm (69.2% vs 58.9%), which is an expected outcome given the addition of 

VEGF inhibition. Importantly, the rates of adverse events leading to treatment 

discontinuation or death were similar between the two groups (5.3% vs 4.5%). A key safety 

metric of interest for VEGF-targeting agents in squamous histology is the risk of bleeding; 

in this trial, the incidence of Grade ≥3 hemorrhage was 2.6% in the ivonescimab group 

compared to 0.8% in the control group. Although slightly elevated, this remains at a low 

absolute level, confirming that the safety risks are well-controlled and acceptable given the 

profound survival benefits.  

 

https://www.esmoopen.com/article/S2059-7029(24)01497-2/fulltext
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Global Phase 3 HARMONi-3 readout in 2H26. Looking ahead, the overseas development 

of ivonescimab continues to progress steadily. Previously, according to Akeso's partner 

Summit Therapeutics the first interim PFS analysis for the overseas HARMONi-3 trial (in 

the sq-NSCLC cohort) did not reach statistical significance. However, the trial remains 

blinded and is continuing as planned. We expect the final PFS results and the interim OS 

analysis to be released in the second half of 2026, which will serve as a critical catalyst to 

answer market questions regarding whether the exceptional data generated in China can 

be replicated in Western populations. Additionally, ivonescimab is approaching a major 

regulatory milestone in the US, with the FDA expected to issue its final review decision by 

November 14, 2026, based on the HARMONi study in EGFR-mutated NSCLC. 

 

 

Kelun-Biotech (6990 HK) 

Sac-TMT in 1L PD-L1+ NSCLC 

Data Summary： 

The results from the planned interim analysis for PFS in this phase 3 OptiTROP-Lung05 

study (NCT06448312) were reported (link). The trial evaluates sacituzumab tirumotecan 

(sac-TMT) plus pembrolizumab (P) versus pembrolizumab (P) as first-line treatment for 

PD-L1-positive advanced NSCLC. 

Eligible patients (pts) had treatment-naïve, locally advanced or metastatic NSCLC without 

EGFR/ALK alterations and positive PD-L1 expression (defined as TPS ≥1%). Pts were 

stratified by PD-L1 (TPS 1-49% vs ≥ 50%), histology (squamous vs non-squamous) and 

ECOG (0 vs 1) and then randomized (1:1) to receive sac-TMT 4 mg/kg Q2W plus P 400 

mg Q6W or P 400 mg Q6W. The primary endpoint was PFS per RECIST 1.1 assessed by 

blinded independent central review (BICR), and the key secondary endpoint was OS. 

A total of 413 pts (median age 65 yrs; 84.5% ECOG 1; 40.0% squamous; 40.0% PD-L1 

TPS ≥ 50%) were randomized to receive sac-TMT + P (n = 208) or P (n = 205). As of Sep 

29, 2025, the median follow-up was 10.5 months. PFS by BICR was significantly longer in 

the sac-TMT + P group than the P group (median, not reached vs 5.7 months; HR, 0.35; 

95% CI, 0.26-0.47; p< 0.0001). The data for OS were not mature, and a favorable trend 

was observed in the sac-TMT + P group (HR, 0.55; 95% CI, 0.36-0.85). The BICR-

assessed ORR was 70.2% in the sac-TMT + P group versus 42.0% in the P group.  

In the pre-specified PD-L1 subgroups, the HRs for PFS in pts with TPS 1-49% and TPS ≥ 

50% were 0.28 (95% CI, 0.19-0.41) and 0.47 (95% CI, 0.29-0.77).  

In the pre-specified histology subgroups, the HRs for PFS in pts with non-squamous and 

squamous were 0.28 (95% CI, 0.18-0.43) and 0.44 (95% CI, 0.29-0.66).  

Grade ≥ 3 TEAEs were 55.3% in the sac-TMT + P group and 31.4% in the P group. Most 

common grade ≥3 TEAEs of special interest for sac-TMT were neutrophil count decreased 

(17.3%), anemia (9.1%), and stomatitis (5.3%). TEAEs led to discontinuation of sac-TMT/ 

pembrolizumab in 3.8%/5.3% of pts in the sac-TMT + P group while discontinuation of 

pembrolizumab occurred in 4.9% of pts in the P group. 

 

  

https://mp.weixin.qq.com/s/PriuGT89epQKop1T6dqafQ
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Figure 2: Summary of main clinical results of OptiTROP-Lung05 trial 
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Source: ASCO, Kelun-Biotech, CMBIGM 

 

CMBI Comments： 

Stellar efficacy profile with favorable cross-trial comparisons. The OptiTROP-Lung05 

study marks a historic milestone, as the first Phase 3 trial to validate the "ADC + IO" 

regimen as a potent first-line therapy for NSCLC. In this 1L PD-L1≥1% NSCLC setting, the 

control arm performed comparably to that of Akeso’s ivonescimab HARMONi-2 trial (link), 

validating the baseline patient population (ORR: 42.0% vs 38.5%; mPFS: 5.7 months vs 

5.82 months, respectively). Against this baseline, sac-TMT + pembrolizumab delivered an 

impressive PFS HR of 0.35, which compares favorably to the 0.51 PFS HR observed with 

ivonescimab versus pembrolizumab. While the mPFS for the combination arm is not yet 

reached, Kelun-Biotech estimates it could reach approximately 16.7 months. This 

anticipated 16.7-month mPFS notably outshines the 11.14 months seen in the HARMONi-

2 trial. Furthermore, in cross-trial comparisons, this efficacy surpasses the standard PD-1 

+ chemotherapy regimen; for instance, in the Rationale-304 trial, tislelizumab plus 

chemotherapy delivered a mPFS of 14.6 months for TPS≥50% non-squamous NSCLC and 

9.7 months for TPS 1-49%. This underscores a synergistic effect when combining a TROP2 

ADC with a PD-1 inhibitor compared to traditional chemo-immunotherapy. 

https://www.akesobio.com/media/2293/wclc-2024-presentation-ak112-303-final.pdf
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Robust benefit across PD-L1 and histology subgroups. The combination therapy 

demonstrated consistency across pre-specified subgroups, further highlighting its 

superiority in cross-trial comparisons. For patients with PD-L1 TPS 1-49% and TPS ≥50%, 

the sac-TMT + pembrolizumab regimen delivered PFS HRs of 0.28 and 0.47, respectively. 

These figures are stronger than the 0.54 and 0.48 HRs reported in the ivonescimab 

HARMONi-2 trial for the same subgroups, in cross-trial comparisons. Similarly, in histology-

based subgroups, the sac-TMT plus pembrolizumab combination yielded PFS HRs of 0.28 

for non-squamous and 0.44 for squamous NSCLC, both of which track better than the 

corresponding subgroup data for ivonescimab monotherapy. Nevertheless, besides direct 

competition with the PD-1/VEGF bsAb, we also see synergy of sac-TMT in combination 

with PD-1/VEGF bsAb for first-line treatment of broad indications. 

Manageable safety profile. While the efficacy is strong, it is important to keep in mind that 

the sac-TMT + pembrolizumab regimen involves two distinct therapeutic agents, whereas 

ivonescimab is a single bispecific antibody. The safety profile of the combination was 

generally manageable and consistent with the known profiles of both components. 

However, Grade ≥3 TEAEs were higher in the combo arm (55.3% vs 31.4%). Notably, 

Grade ≥3 stomatitis occurred in 6.3% of patients in the combo arm. Consequently, the 

discontinuation rate for the two-drug regimen was slightly higher, as expected, totaling 

9.1% (3.8% for sac-TMT and 5.3% for pembrolizumab), compared to just a 1.5% 

discontinuation rate due to TRAEs for the single-agent ivonescimab in the HARMONi-2 

trial. 

Eyes on development of sac-TMT in next-generation combinations. MSD/Kelun-

Biotech have not yet initiated a Phase 3 trial comparing sac-TMT against the broader SoC 

(PD-1 + chemotherapy), a space where PD-1/VEGF bispecifics are currently mounting a 

direct challenge. Looking ahead, the competitive landscape for TROP2 ADCs in 1L NSCLC 

will be further clarified by AstraZeneca’s AVANZAR trial (Dato-DXd + PD-L1 mAb + chemo 

vs pembrolizumab + chemo in 1L NSCLC) results expected in 2H26, which will provide 

critical insights into the development of TROP2 ADC in 1L all-comer population. 

Additionally, capitalizing on the strong synergy observed between PD-1 and sac-TMT—

and noting the overall survival benefits of PD-1/VEGF bispecifics plus chemotherapy in 1L 

squamous NSCLC—Kelun-Biotech is strategically planning to initiate trials of sac-TMT 

combined with its in-licensed PD-1/VEGF bsAb CR-001, especially for 1L non-squamous 

NSCLC. Similarly, we anticipate MSD to explore the combination of sac-TMT with its own 

PD-1/VEGF asset MK-2010. 

 

 

Innovent (1801 HK) 

IBI363 in 1L NSCLC 

Data Summary: 

Phase 1 study evaluating IBI363 plus platinum-based doublet-chemotherapy (PDC, 

pemetrexed/paclitaxel plus platinum) in 1L NSCLC was presented. Previously untreated 

pts with advanced NSCLC, without sensitizing EGFR, ALK, or ROS1 alterations were 

enrolled. The safety lead-in evaluated IBI363 at 1.5 or 3 mg/kg Q3W plus PDC. In dose 

optimization (PD-L1 TPS < 50% required), pts were randomized 1:1:1 to 3 cohorts: 3-1.5 

mg/kg (IBI363 3 mg/kg plus PDC in cycle 1, then 1.5 mg/kg Q3W plus PDC in subsequent 

cycles), 3 mg/kg (IBI363 3 mg/kg Q3W plus PDC) and 1.5 mg/kg (IBI363 1.5 mg/kg Q3W 

plus PDC). Stratification factors were squamous vs non-squamous, and PD-L1 TPS < 1% 

vs 1-49%.  
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As of December 22, 2025, 80 pts were enrolled in safety lead-in (N = 11) and dose 

optimization (N = 69) with median follow-up (mFU) of 5.8 months (range: 0.9-9.5). Baseline 

characteristics (median age: 64 years, male: 88.8%, ECOG PS 1: 81.3%, stage IV: 72.5%, 

sqNSCLC: 66.3%) were balanced among 3-1.5 mg/kg (N = 23), 1.5 mg/kg (N = 28) and 3 

mg/kg (N = 29) cohorts. Median treatment duration of IBI363 was 25.0 weeks (range: 4.0-

41.1) while 65.0% pts with ongoing treatment, and 88.9% pts having completed ≥4 cycles 

of PDC.  

Grade≥3 (G3+) TEAEs occurred in 81.3% pts including 65.2% for 3-1.5 mg/kg, 82.1% for 

1.5 mg/kg and 93.1% for 3 mg/kg cohorts. Common TEAEs were anemia (any grades 

78.8%, G3+ 18.8%), neutrophil count decrease (75.0%, G3+ 42.5%), white blood cell count 

decrease (63.8%, G3+ 20.0%), arthralgia (51.3%, G3+ 2.5%), and platelet count decrease 

(45.0%, G3+ 17.5%). IBI363-related AEs led to corresponding treatment discontinuation 

and death in 6.3% and 1.3% pts. In dose optimization, 65.2% pts had PD-L1 TPS < 1 and 

34.8% had TPS 1-49%.  

Efficacy was evaluable in 62 pts with at least 1 tumor assessment. For 3-1.5 mg/kg cohort 

(N = 22), ORR was 86.4% (95% CI: 65.1-97.1, cORR: 81.8%) and DCR was 100% (95% 

CI: 84.6-100). ORR was 85.7% for sqNSCLC (N = 14) and 87.5% for non-sqNSCLC (N = 

8). For the 1.5 mg/kg (N = 19) and 3 mg/kg cohorts (N = 21), ORR was 57.9% (cORR: 

42.1%) and 66.7% (cORR: 57.1%). PFS was immature (events 28.8%). Clinical PK data 

also supported an optimal benefit-risk profile based on efficacy and safety observed at 3-

1.5 mg/kg. 

Figure 3: Summary of main clinical results of IBI363 plus chemo in 1L NSCLC 
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Source: ASCO, Innovent, CMBIGM 

 

CMBI Comments: 

A major step in dose selection in 1L NSCLC. The Phase 1 data release marks a major 

step in the dose selection for IBI363 (TAK-928) in 1L NSCLC. The 3-1.5 mg/kg step-down 

cohort demonstrated optimal comprehensive benefits and was selected as the 

recommended regimen for further 1L studies. Efficacy in this cohort (N=22) was strong, 

delivering a confirmed ORR of 81.8%, with consistent responses across both squamous 

(85.7% ORR) and non-squamous (87.5% ORR) histologies. We view this as competitive 

compared to the historical standard of care; for context, Keytruda plus chemotherapy 

delivered ORRs of 48.3% and 62.2% in the KEYNOTE-189 and KEYNOTE-407 Phase 3 

trials for 1L nsq- and sq-NSCLC, respectively. 

Manageable safety profile with toxicities mainly chemotherapy-related. The safety 

profile of the 3-1.5 mg/kg cohort proved manageable. The 65.2% rate of Grade ≥3 TEAEs 

compares favorably to the 72.8% and 74.8% rates observed in the KEYNOTE-189 and 

KEYNOTE-407 trials. The majority of these Grade ≥3 TEAEs were hematologic toxicities 

(such as neutropenia and anemia) mostly related to the chemotherapy. Crucially, IBI363-

related AEs led to treatment discontinuation in 8.7% of patients in the 3-1.5 mg/kg cohort, 

with no IBI363-related deaths reported. While any-grade arthralgia occurred in 56.5% of 

patients, there were no Grade 3 or higher cases, highlighting a well-tolerated clinical profile. 

Advancing to a head-to-head trial. Based on these robust results, Innovent is advancing 

a head-to-head Phase 1 trial evaluating IBI363 (3-1.5 mg/kg) plus chemotherapy versus 

pembrolizumab plus chemotherapy in 1L NSCLC, regardless of PD-L1 expression levels 

(n=190). Looking ahead, we anticipate the potential initiation of a global 1L NSCLC Phase 

3 study by Innovent/Takeda, following the positive PoC data readout.  

Updated results for IBI363 in IO-resistant NSCLC remain robust. In a heavily pretreated 

patient population (72.1% having received ≥2 prior lines of therapy), IBI363 monotherapy 

at 3mg/kg Q3W delivered a promising mPFS of 10.1 months and an mOS of 18.2 months 
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in the sq-NSCLC cohort (n=31). Efficacy in the nsq-NSCLC (n=25) cohort was also 

encouraging, achieving an mPFS of 4.2 months and an mOS of 15.2 months, both of which 

compare favorably against the current standard-of-care docetaxel (historical mPFS of 3.6 

months and mOS of 12.3 months). Notably, a smaller proportion of patients in the nsq-

NSCLC cohort were smokers (58%) compared to typical global trials (80–90%). This 

demographic nuance is clinically significant, as IBI363 demonstrated a substantially 

enhanced survival benefit in smokers, who achieved an impressive mOS of 23.4 months 

across all dose levels compared to 11.5 months for non-smokers. Bolstered by these strong 

efficacy signals, Innovent is currently conducting a global multi-regional Phase 3 trial in IO-

resistant sq-NSCLC, with a separate Phase 3 study in nsq-NSCLC also in the planning 

stages. 

 

 

BeOne Medicines (ONC US) 

CDK4 inhibitor in 1L BC 

Data Summary： 

The Phase 1 data of frontline treatment (1L tx) with the selective CDK4 inhibitor BGB-43395 

in combination with letrozole for metastatic HR+/HER2- breast cancer (BC) were released. 

In safety expansion cohort 2, CDK4/6i-naive pts with advanced/metastatic HR+/HER2− BC 

were randomized to receive BGB‑43395 240, 400, or 600 mg PO BID + letrozole to 

determine the recommended dose for further development.  

As of Nov 11, 2025, 58 pts received study tx (240 mg n = 19; 400 mg n = 19; 600 mg n = 

20). TEAEs occurred in 98% of pts; grade (G)≥3 TEAEs in 32%, 37%, and 65% of pts on 

240 mg, 400 mg, and 600 mg, respectively. The most common TEAEs (mostly G1/2) were 

(240 mg / 400 mg / 600 mg): diarrhea (79% / 95% / 90% [G3 5% / 11% / 30%]), nausea 

(53% / 68% / 85% [G3 0% / 5% / 0%]), and vomiting (26% / 47% / 60% [G3 0% / 0% / 0%]). 

Rates of TEAE hematologic toxicities (mostly G1/2) were low; neutrophil count 

decreased/neutropenia (240 mg 26% [G3 0%]; 400 mg 21% [G3 0%]; 600 mg 20% [G3 

10%]); anemia (240 mg 5% [G3 0%]; 400 mg 21% [G3 0%]; 600 mg 20% [G3 5%]); platelet 

count decreased/thrombocytopenia ([all G1 or 2] 240 mg 5%; 400 mg 0%; 600 mg 5%). 

Figure 4: Summary of clinical response of BGB-43395 plus letrozole in 1L BC 

 

Source: ASCO, BeOne Medicines, CMBIGM. Note: ASCO abstract data, as of Nov 11, 2025. 
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As of Apr 30, 2026, BeOne reported the updated data of this trial as bellow (link1, link2): 

Figure 5: Updated clinical data of BGB-43395 plus letrozole in 1L BC 

 

  

Substantial mitigation of GItoxicities with concurrent administration with food 

 

 
Source: BeOne Medicines, CMBIGM. Note: BeOne presentation data, as of Apr 30, 2026. 

https://ir-api.eqs.com/media/document/a820247d-d4e7-473a-8806-93a5c8766440/assets/BeOne_ASCO_2026_Investor_Presentation.pdf?disposition=inline
https://mp.weixin.qq.com/s/m-2751VV_Mj3TJ63Ne6k0A


 

 

3 Jun 2026 

   

PLEASE READ THE ANALYST CERTIFICATION AND IMPORTANT DISCLOSURES ON LAST PAGE 15 

CMBI Comments： 

Competitive frontline efficacy supports Phase 3 advancement. BGB-43395 

demonstrated promising preliminary anti-tumor activity in the first-line treatment of 

HR+/HER2- breast cancer. In the safety expansion cohort evaluating BGB-43395 in 

combination with letrozole, the 400mg BID dose – which has been selected for the 

upcoming Phase 3 study – delivered a cORR of 63.2%. This efficacy is highly comparable 

to that of Pfizer’s CDK4-selective inhibitor atirmociclib, which previously reported a 67.6% 

cORR in 34 patients receiving 1L atirmociclib (300mg BID) plus letrozole (link). Driven by 

these robust Phase 1 response rates and strong pharmacodynamic effects, BeOne is 

currently initiating a pivotal Phase 3 study in 1L breast cancer with FPI to happen shortly, 

marking a significant milestone in the drug's development pipeline. 

Favorable hematologic safety profile with manageable GI toxicities. Importantly, BGB-

43395 continues to demonstrate a highly differentiated safety profile compared to other 

CDK4 or CDK4/6 inhibitors, particularly regarding hematologic toxicities, supported by its 

improved CDK4/CDK6 selectivity that reduces off-target and CDK6-mediated toxicities. In 

the Phase 3 selected dose cohort (400mg BID), the incidence of any-grade neutropenia 

was only 21.2%, with notably zero grade ≥3 cases observed. BeOne did not provide the 

median follow up period for the safety. Although we will continue to monitor this safety 

profile as patient follow-up matures, this favorable tolerability already positions BGB-43395 

as a strong competitive differentiator. By comparison, atirmociclib plus letrozole reported a 

61.8% rate of any-grade neutropenia, with 26.5% of cases being grade ≥3 in 1L treatment 

(median follow up of 25 months). While there were some gastrointestinal (GI) toxicities 

associated with the BGB-43395 and letrozole combination, updated clinical data indicate 

that administration with food substantially mitigates these adverse events. Specifically, the 

rate of any-grade diarrhea decreased significantly from 94% to 50% following 

administration with food, and grade ≥3 diarrhea was completely eliminated, reducing from 

6% to 0%. 

Inflection point for the broader solid tumor portfolio. Beyond the promising CDK4 

inhibitor data, BeOne is reaching an inflection point in its broader solid tumor pipeline, also 

highlighted by encouraging Phase 1 results for its GPC3/4-1BB bispecific antibody (BGB-

B2033). In the 600mg Q3W monotherapy cohort for 2L+ HCC, BGB-B2033 delivered a 

highly compelling confirmed ORR of 36%. This efficacy is impressive when benchmarked 

against the frontline (1L) standard-of-care immuno-oncology combination—sintilimab plus 

bevacizumab (ORIENT-32 study, link) - which demonstrated a 21% ORR. Furthermore, 

BGB-B2033 exhibited a highly favorable safety profile, with grade ≥3 TRAEs occurring in 

only 8.2% of patients and minimal (1.6%) grade ≥3 AST/ALT elevations. Supported by 

these robust data, BeOne is planning a potentially pivotal expansion cohort for BGB-B2033 

in the global 2L+ HCC setting, while studies evaluating its potential in 1L HCC are also 

underway. 

 

 

3SBio (1530 HK) 

Data Summary: 

SSGJ-707 in 1L NSCLC 

Updated results from the FDA-aligned pivotal dose of 10 mg/kg Q3W of a phase 2 trial 

(NCT06361927) evaluating SSGJ-707 (PF-08634404) monotherapy in patients with 

advanced NSCLC were released. Patients (pts) with treatment-naive advanced NSCLC 

(without actionable genomic alterations and PD-L1 TPS ≥1%) were enrolled to receive 

https://www.pfizeroncologydevelopment.com/sites/default/files/scientific_presentation/ESMO_2025_CDK4i_LET.pdf
https://ascopubs.org/doi/10.1200/JCO.2023.41.4_suppl.570
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SSGJ-707 at 5 mg/kg, 10 mg/kg, 20 mg/kg, or 30 mg/kg Q3W until disease progression or 

unacceptable toxicity.  

As of Nov 28, 2025, 83 pts received ≥1 dose of SSGJ-707, of which 27.7% remained on 

treatment. In pts treated with the FDA-aligned dose of 10 mg/kg Q3W (n = 34), 41.2% 

remained on treatment and median duration of follow-up was 15.2 mos (95% CI, 14.3-16.2). 

In the 10 mg/kg group, confirmed ORR was 67.6% (95% CI, 49.5-82.6%), median DOR 

was not reached (NR; 95% CI, 10.9-NR), median PFS was 12.4 mos (95% CI, 8.2-NR), 

and median OS was NR (95% CI, 14.8-NR). High efficacy was noted for the 10 mg/kg Q3W 

dose irrespective of histology and TPS. 

Figure 6: Summary of clinical results of SSGJ-707 in 1L PD-L1+ NSCLC 

 

Source: 3SBio, Pfizer, CMBIGM. Note: ASCO abstract data, as of Nov 28, 2025. 

 

Among all treated pts (n = 83), TRAEs occurred in 92.8%; grade ≥3 TRAEs occurred in 

42.2%. The most common grade ≥3 TRAEs (≥5%) were pneumonia (8.4%), hypertension 

(7.2%), and hemoptysis (6.0%). VEGF-related AEs occurred in 62.7% (grade ≥3, 18.1%) 

of pts; immune-mediated AEs occurred in 37.3% (grade ≥3, 8.4%). In the 10 mg/kg group, 

TRAEs led to permanent discontinuation in 1 pt (2.9%) and none had grade 5 TRAE. 

Figure 7: Updated results of SSGJ-707 in 1L PD-L1+ NSCLC during presentation  
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Source: 3SBio, Pfizer, CMBIGM. Note: ASCO presentation data 

 

SSGJ-707 in 1L EC 

Results of a phase 2 (NCT06522828) study evaluating SSGJ-707 + chemotherapy in pts 

with first-line (1L) advanced/recurrent endometrial cancer (EC) were released. Pts with 

newly diagnosed stage lIl/IV or recurrent EC were enrolled. Pts received SSGJ-707 5 mg/kg 

or 10 mg/kg Q3W + chemo (carboplatin AUC 5 + paclitaxel 175 mg/m2) Q3W for 6 cycles, 

followed by SSGJ-707 maintenance tx until loss of clinical benefit or intolerable toxicity for 

up to 2 years. Primary endpoints were safety and ORR (RECIST 1.1).  

At data cutoff (Nov 28, 2025), 32 pts with EC (26 mismatch repair proficient [pMMR], 6 

MMR deficient [dMMR]) received 5 mg/kg (n=16) or 10 mg/kg (n=16) SSGJ-707 + chemo. 

In the evaluable population, confirmed ORR was 85.7% (12/14 pts) for the 5 mg/kg dose 

and 80.0% (12/15) for the 10 mg/kg dose.  

Figure 8: Summary of clinical results of SSGJ-707 in 1L EC 

 
Source: 3SBio, Pfizer CMBIGM. Note: ASCO abstract data, as of Nov 28, 2025. 

 

Any-grade TRAEs were reported in 30/32 pts (93.8%) and grade ≥3 TRAEs in 22/32 pts 

(68.8%). The most common TRAEs (≥40%) included neutrophil count decreased (59.4%), 
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white blood cell count decreased (59.4%), anemia (56.3%), and platelet count decreased 

(56.3%). No TRAEs led to death. TRAEs led to discontinuation of SSGJ-707 in 2 pts (6.3%). 

Immune-related AEs occurred in 6 pts (18.8%): hypothyroidism (n=4), hyperthyroidism 

(n=3), and rash (n=2). VEGF-related AEs occurred in 13 pts (40.6%): blood pressure 

elevation (n=6), proteinuria (n=6), hemorrhage (urinary occult blood positive; n=2), 

perforation and fistula (n=2), and venous thrombosis (n=1). 

CMBI Comments: 

First mPFS readout solidified 707 as a competitive candidate in 1L PD-L1+ NSCLC. 

In the China Ph2 study in 1L PD-L1+ NSCLC, 707 mono (10 mg/kg Q3W) achieved mPFS 

of 12.4 months, slightly ahead of ivonescimab’s 11.14 months reported in HARMONi-2 on 

a cross-trial basis. By subgroup, mPFS was 15.8 and 12.4 months in PD-L1 high and NSQ 

patients, respectively (vs. both of ~11 months for ivonescimab). The PFS benefits of 707 

and ivonescimab in PD-L1 low subgroup are largely at the same level (see Figure below). 

In our view, the data support 707 as a highly competitive candidate in PD-(L)1/VEGF class. 

Safety profile was manageable. Gr3+ TRAEs rate was 44.1% in 10mg/kg subgroups (vs. 

29.4% for ivonescimab in HARMONi-2), with Gr3+ irAEs and VEGF-related AEs were 5.9% 

and 14.7%, respectively.  

Encouraging preliminary 1L EC data. The preliminary data for 707 + chemo in 1L EC 

were encouraging, especially in pMMR patients, who account for ~70% of EC and typically 

derive less benefits from immunotherapy. In pMMR EC, the 5mg and 10mg subgroups of 

707 achieved cORRs of 83.3% and 81.8%, respectively, versus 72.3% for the current SOC 

of pembrolizumab + chemo on a cross-trial basis. Gr3+ TRAEs rate was 68.8% across 32 

patients in both dose subgroups which was broadly manageable. Notably, Pfizer has 

already registered a global Phase 3 study in 1L pMMR EC. 

Pfizer’s strong clinical execution and further readouts should continue to be a key 

driver for 3Sbio. Pfizer has registered eleven global studies for 707, including three global 

Ph3 studies across four 1L indications. Notably, Pfizer also plans to initiate a global Ph3 

trial for 707+PADCEV (Nectin-4 ADC) in 1L UC in 2026E. Looking ahead, we expect 

additional China Ph2 readouts of 707+chemo in 1L NSCLC and mCRC in 2H26E, which 

could serve as near-term catalysts. 

Figure 8: Clinical data comparison of PD-(L)1/VEGF bispecific antibodies in 1L PD-L1+ NSCLC 
 707 ivonescimab BNT327 (PD-L1/VEGF) 

Company 3Sbio/ Pfizer Akeso/ Summit BioNTech/ BMS 

Phase Ph II Ph III Ph I/II 

Trial name NCT06361927 NCT05499390 (HARMONi-2) NCT05918445 

N 83 (all dosage subgroups) 398 

30 

(NSQ: n=17 

SQ: n=13) 

Dosing 10 mg/kg Q3W (n=34) 

Experimental: 

20 mg/kg Q3W 
ivonescimab 

 (n=198) 

Control: 

Pembrolizumab 

 (n=200) 

20 mg/kg Q2W 

Median follow-up 18.2 mo 8.67 mo 
NSQ: 16.0 mo 

SQ: 8.8 mo 

mPFS 

subgroup 

12.4 mo 

PD-L1 HIGH: 15.8 mo (n=13) 

PD-L1 LOW: 9.6 mo (n=21) 

； 

NSQ: 12.4 mo (n=22) 

SQ: 8.9 mo (n=12) 

11.14 mo, PFS HR=0.51  

(P＜0.0001) 

PD-L1 HIGH: ~11 mo 
(n=13) 

PD-L1 LOW: ~9 mo (n=21) 

； 

NSQ: ~11.1 mo (n=22) 

SQ: ~9.7 mo (n=12) 

5.82 mo NSQ: 13.6 mo 
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ORR 

subgroup 

cORR=67.6% 

PD-L1 HIGH: 76.9% (n=13) 

PD-L1 LOW: 61.9% (n=21) 

； 

NSQ: 63.6% (n=22) 

SQ: 75.0% (n=12) 

50.0% 38.5% 

uORR=53.3% 

NSQ: uORR=47.1% 

(PD-L1 HIGH: uORR=50.0% (n = 8) 

PD-L1 LOW: uORR=44.4% (n = 9)  

; 

SQ: uORR=61.5% 

(PD-L1 HIGH: uORR=71.4% (n = 7)  

PD-L1 LOW: uORR=50.0% (n = 6) 

TRAE 100% 89.8% 81.9% - 

TRAE (Gr3+) 44.1% 29.4% 15.6% 40.0% 

Reference - Link Link 

Source：3Sbio, ASCO 2026, Akeso, BioNTech, CMBIGM 

 

 
Figure 9: Clinical data comparison in 1L advanced/ recurrent EC 

 707 (PD-1/VEGF) Pembrolizumab (PD-1)* HB0025 (PD-L1/VEGF) 

Company 3Sbio/ Pfizer MSD BioNTech/ BMS 

Dosing group 707 with chemo Pembrolizumab with chemo 华奥泰 

Phase Ph II Ph III Ph II 

Trial name NCT06522828 NCT03914612 NCT06758557 

N 

32 

(pMMR: n=26, 

dMMR: n=6) 

810 

(pMMR: n=588, 

dMMR: n=222) 

39 

Dosing 

707 5mg/kg Q3W+paclitaxel + carboplatin: 
n=14 

(pMMR n=12, dMMR n=2) 

707 10 mg/kg Q3W+paclitaxel + carboplatin: 
n=15 

(pMMR n=11, dMMR n=4) 

Experimental: 
Pembrolizumab Q3W with 

paclitaxel + carboplatin 
n=404  

(pMMR cohort: n=294 

dMMR cohort: n=110) 

Control: 
Placebo+paclitaxel + 

carboplatin 
n=406 

(pMMR cohort: n=294 

dMMR cohort: n=112) 

HB0025 20mg/kg 

Q3W+paclitaxel + 
carboplatin 

Median 
follow-up 

- 
Interim analysis: MMR cohort: 10.0 mo; dMMR cohort: 14.4 mo 

Ad Hoc analysis: MMR cohort: 20.8 mo; dMMR cohort: 22.5 mo 
3.3 mo 

mPFS 

subgroup 
- 

pMMR cohort: 19.5 mo 

(HR=0.64) 
dMMR cohort: NR (HR=0.45) 

pMMR cohort: 11.0 mo 
dMMR cohort: 14.1 mo 

- 

ORR 

subgroup 

5mg/kg Q3W: cORR=85.7% 

(5mg pMMR: cORR=83.3%, dMMR: 
cORR=100%) 

10mg/kg Q3W: cORR=80.0% 

(10mg pMMR: cORR=81.8% uORR=90.9%, 
dMMR: cORR=75.0% uORR=100%) 

pMMR cohort: ORR=72.3% 

dMMR cohort: ORR=82.1% 

pMMR cohort: ORR=59.0% 

dMMR cohort: ORR=71.6% 

ORR=83.9% 

(pMMR cohort: 

ORR=84.0% 

dMMR cohort: 

ORR=100%) 

TRAE 93.8% 96.9% 96.1% - 

TRAE (Gr3+) 

68.8% 

(TRAE led to discontinuation in 2 pts (6.3%) , 
irAE: 18.8%, VEGF-related AE: 40.6% 

49.9% 34.0% 

46.2% 

(No TRAE led to 
treatment 

discontinuation or death, 

irAE: 5.1%) 

Reference Link Link Link 

Source：3Sbio, ASCO 2026, Pharmcube, CMBIGM 

* mPFS results were based on interim analysis assessed by BICR, while ORRs and safety profiles were based on Ad Hoc analysis assessed by 
investigators.  
 

 

 

https://www.akesobio.com/media/2293/wclc-2024-presentation-ak112-303-final.pdf
https://cslide.ctimeetingtech.com/coasis_21526/attendee/confcal_1/presentation/list?q=BNT327
https://www.asco.org/abstracts-presentations/258085
https://pmc.ncbi.nlm.nih.gov/articles/PMC12851417/
https://ascopubs.org/doi/10.1200/JCO.2025.43.16_suppl.5602
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