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Although DualityBio’s HER2 ADC development has encountered a setback, 
we believe the Company’s valuation remains driven primarily by Elfe-D, its B7-
H3 ADC asset. In our view, Elfe-D has the potential to become a blockbuster 
product, supported by emerging efficacy, a differentiated safety profile, and 
potential first-mover advantage in ADC + IO 2.0 combinations. The latest 
ESMO update, together with the WCLC data presented last month, further 
strengthens this investment case, highlighting encouraging early efficacy 
across both lung and non-lung solid tumours (in SCLC, PROC, HCC and CC), 
alongside manageable tolerability. Grade ≥3 TRAEs were reported in only 
38.7% of patients with non-lung solid tumours and 26.5% of those with lung 
cancer, and ILD/pneumonitis incidence was limited. We continue to believe 
that the ongoing global Ph3 monotherapy study in chemotherapy-naïve 
mCRPC provides a solid foundation for valuation, particularly in light of the 
competitive Ph1/2 dataset reported to date, while the expanding combination 
data offer meaningful upside optionality. Looking ahead, the potential initiation 
of the first pivotal Elfe-D plus pumitamig study in late 2026 or early 2027 should 
represent the next major catalyst, with additional pivotal programmes 
potentially following in 2027. 

 Broad early efficacy across lung and non-lung solid tumors supports 
the ADC + IO 2.0 thesis. At ESMO, DualityBio reported global Ph2 data 
from 142 patients receiving Elfe-D plus pumitamig across HCC, CC, 
PROC, HNSCC and melanoma, with ~60% having received at least two 
prior lines of therapy. The combination delivered encouraging responses 
across all five tumor types, with uORRs of 80.6% in PROC (n=31), 50.0% 
in CC (n=22) and 42.9% in HCC (n=21), which we view as competitive 
early results. PROC was particularly notable, as the uORR compared 
favorably on a cross-trial basis with 62.5% for Elfe-D 6 mg/kg monotherapy 
(n=16), suggesting potential synergy from adding pumitamig. The WCLC 
lung cancer data released last month also support this ADC + IO 2.0 thesis: 
among efficacy-evaluable SCLC patients, the combination achieved a 
uORR of 92.3% in 1L (n=13) and 76.2% in 2L (n=21), comparing favorably 
on a directional basis with existing PD-L1-based regimens, tarlatamab, 
and B7-H3 ADCs (CMBI report, link). Taken together, these data support 
the potential broad applicability of Elfe-D plus pumitamig as a differentiated 
ADC-based immuno-oncology regimen.  

 Safety profile remains manageable, with a low reported incidence of 
ILD. Among 142 non-lung solid tumour patients treated with Elfe-D plus 
pumitamig, with median follow-up ranging from 4.8 to 7.7 months across 
cohorts, Grade ≥3 TRAEs occurred in only 38.7% of patients, and 3.5% 
TRAE leading discontinuation and no drug-related Grade 5 events. Two 
investigator-reported ILD cases (1.4%) were both Grade 1 with one 
subsequently adjudicated as non-ILD. In lung cancer patients (n=279, 
NSCLC and SCLC) with 2.4 months of median follow-up, Grade ≥3 TRAEs 
were reported in 26.5%, and 3.9% discontinued both agents due to 
TRAEs. Investigator-reported ILD/pneumonitis occurred in 2.9% (8/279), 
of which five cases were adjudicated as treatment-related and three 
remain pending. Across both settings, most TRAEs were Grade 1/2 
gastrointestinal or haematological events. The low ILD incidence observed 
with the combination is also consistent with the favourable 
ILD/pneumonitis profile previously reported for Elfe-D monotherapy. As 
presented at ASCO 2025, ILD/pneumonitis of Elfe-D monotherapy in solid 
tumors was reported in only 5 patients at 6 mg/kg (n=119) and 15 patients 
at 9 mg/kg (n=332); all events were Grade 1–2 except for two Grade 3 
events in the 9 mg/kg cohort. Overall, Elfe-D appears to maintain a low ILD 
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risk both as monotherapy and in combination with IO 2.0, although longer 
follow-up and greater treatment exposure will be important to fully establish 
its therapeutic index. 

 mCRPC underpins valuation, while pivotal combination studies offer 
the next catalysts. We believe Elfe-D’s global opportunity in 
chemotherapy-naïve mCRPC continues to provide the principal valuation 
support, underpinned by the ongoing global Ph3 monotherapy study and 
previously reported competitive Ph1/2 data. The expanding combination 
dataset now adds optionality across lung cancer and multiple non-lung 
solid tumours, supporting the broader ADC + IO 2.0 strategy. Looking 
ahead, the initiation of the first global pivotal study of Elfe-D plus 
pumitamig, potentially at end-2026 / early-2027, would be an important de-
risking milestone, with additional pivotal programmes potentially following 
in 2027.  
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