EP12.12: First-line oral vinorelbine plus furmonertinib in refractory EGFR-mutated NSCLC.:
safety run-in data from a two-cohort study
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INTRODUCTION RESULTS
* For patients with EGFR-mutated advanced or metastatic NSCLC, third-generation EGFR-TKI monotherapy is the standard Patient characteristics and efficacy
irat_li 1-4
first-line treatment™™. « Between December 12, 2025, and January 27, 2026, 6 patients (4 in Cohort 1 and 2 in
« However, acquired resistance inevitably develops after a median PFS of 19-22 months-6. Cohort 2) were enrolled in the safety run-in period.
- Although combinations of EGFR-TKIs with chemotherapy or amivantamab significantly improve both PFS and OS versus * No patients experienced DLTs during the safety run-in period.
EGFR-TKI monotherapy, their clinical applicability is limited by increased toxicity and the requirement for intravenous * During treatment period, 3 (50.0%) of 6 patients achieved PR and 3 (50.0%) had a SD as

° o o _ o 0 _
» The presence of M1c2 disease or elevated PD-L1 (225%) expression is associated with poorer prognosis, highlighting the -rrehsepe?:l’ii{\?elind DCR were 50.0% (95% Cl, 11.8-88.2) and 100.0% (35% Cl, 54.1-100.0),
need for more effective combination strategies in this refractory subgroup-13. '

- In this context, this prospective, two-cohort study was conducted to evaluate a first-line all-oral regimen of vinorelbine plus Table 1. Patient characteristics

furmonertinib (a third-generation EGFR-TKI) in EGFR-mutated locally advanced or metastatic NSCLC with M1c2 disease or Characteristics Total (n=6)
elevated PD-L1 expression. Median age, year (range) 60.5 (43-63)
* Only clinical outcomes from the safety run-in period were reported here. Sex, n (%)
Male 4 (66.7)
Female 2 (33.3)
METHODS ECOG performance status score, n (%)
* In this open-label, non-randomized, two-cohort study (ChiCTR2500111096), systematic treatment-naive patients with 0 0
histopathology confirmed locally advanced or metastatic NSCLC harboring EGFR mutations (exon 19 deletion and exon 21 1 6 (100.0)
L858R mutation) were enrolled from two centers in China. Ethnicity, n (%)
» Cohort 1 included patients with M1c2 disease and Cohort 2 included those with a PD-L1 tumor proportion score of 225%. Han 6 (100.0)
- The study began with a 3-week safety run-in period, in which 6 patients receive oral vinorelbine (60 mg/m? on days 1 and 8) Smoking history, n (%)
plus furmonertinib (80 mg once daily) as the starting dose. Never 4 (66.7) 00 200 400 600 800 1000 1200
- Dosing regimen for subsequent expansion cohort was determined based on DLT observed during the safety run-in period. Former 2 (33.3) Cohort 1 ® Cohort 2

The primary endpoint was investigator-assessed PFS.

Figure 1. Study design Safety Table 2. TRAE occurring in >20% of patients

« TRAEs of any grade were reported in

(40 mg/m? on days 1 and 8 of cycle 1 and
40 or 60 mg/m? in subsequent cycles)

« >3 furmonertinib-related DLTs: [

v' Asymptomatic brain metastases not
requiring steroid treatment

* 80 mg once daily

. Ad ts, n (% A de Grade 23
Key eligibility criteria Safety run-in period Treatment period after safety run-in 83.3% (5/6) of patients. The most common verse events, n (%) ny grade srade
3 Weeks TRAEs were diarrhea (66.7%), white-cell |Haematological events
Cohort 1 : : count decreased (50.0%), anemia (50.0%) :
_ _ If <2 patients experience DLTs \ ’ ' ’ White-cell count decreased 3 (50.0) 0
NSCLC with M1c2 (stage IVB) disease and electrocardiogram QT prolonged
i J ) * Vinorelbine (60 mg/m? on days 1 and 8 of e (50.0%) J P J Anemia 3 (50.0) 0
v —  ¢ycle 1and 60 or 50 mg/m*in = . No. atiénts experienced grade =3 TRAEs | Neutrophil count decreased 2 (33.3) 0
v s years o subsequent cycles) o r trp tment-r Ipt dd thg ) |
. . = i .
g No prior systemic therapy O . Furmonertinib (80 mg once daily) o . '(I)'h ea fet €la fe'l e? - b | Non-haematological events
ECOG performancelstatus of 0-1 _  Vinorelbine ;_' =2 © sd e. y protiie o \./more m.e pIUS Diarrhea 4 (66.7) 0
v" Known EGFR mutations (exon 19 deletion or [ = 20 furmonertinib was consistent with the |
exon 21 L858R mutation) 5 89 y = If 23 patients experience DLTs 29 individual agents, with no new safety Electrocardiogram Qr 4 (50.0) 0
v Not_amenable to curative surgery or gy - ‘g . >3 vinorelbine-related DLTs: Vinorelbine S signals identified. prolonged
radiotherapy * Furmonertinib 'S @
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CONCLUSION
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T —  Furmonertinib (40 mg once daily) o _ _ o o
Cohort 2 . <2 vinorelbine/furmonertinib-related DLTs: - The all-oral combination of vinorelbine plus furmonertinib as first-line treatment was well
Locally advanced/metastatic (stage 111B-1V) Dose adjustments are determined with tolerated and showed preliminary antitumor activity in EGFR-mutated locally advanced or
NSCLC with a PD-L1 TPS 225% sponsor and investigators metastgti_c NSCLC v_vith M1c2 disease or glevate_d PD-L1 expression.
* More clinical data will be updated from this ongoing study.
REFERENCES Abbreviations: CR, complete response; DCR, disease control rate; DLT, ACKNOWLEDGEMENTS: This study was supported by the Clinical Research
1. Soria JC, et al. N Engl J Med. 2018;378:113-125. /. Planchard D, etal. N Engl J Med. 2023;389:1935-1948. dose-limiting toxicity; ECOG, Eastern Cooperative Oncology Group; EGFR, Special Fund Project of Shanghai Chest Hospital (project number: 202411T-Q004).
2. LusS, etal. J Clin Oncol. 2022;40:3162-3171. 8. Janne PA, etal. N Engl J Med. 2025; - epidermal growth factor receptor; NSCLC, non-small cell lung cancer; ORR, This study was supported by Pierre Fabre (Shanghai) Medical Co., Ltd. and
3. ShiY, etal. Lancet Respir Med. 2022;19:1019-1028.?-0 Sgr? BJ% eei[taa!i %iﬁngl I{IAI(I/IeeCi'I 22002245,;'339913_1 1468861-11469983 objective response rate; OS, overall survival: PD, progressive disease; PD- Shanghai Allist Pharmaceuticals. The authors thank all patients, their families,
451' lf)%?( eettaall' Llﬁgg%l%ens?ga%%c)l. %8%:13;11%8?0931 > 11. HsugKH et aI.'Lung %ancer. 2019:127:37-43. ' L1, programmed death-ligand 1; PFS, progression-free survival;, PR, partial investigators, and research staff for participating in this trial.
6 Zhou’Q, et al. Lancet Reg Health West Pac. 12. Niu J, et al. Future Oncol. 2024;2(5:2481-2490. response; SD, stable disease; TKI, tyrosine kinase inhibitor; TPS, tumor Artificial Intelligence (Al) Disclosure: No Al tools were used in the

2024:53:101260. 13. Rami-Porta R, et al. J Thorac Oncol. 2024;19:1007-1027.  proportion score; TRAE, treatment-related adverse events. development of this poster.



	幻灯片 1

