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• PRIMERA LÍNEA
– EMPOWER-Lung 3: cemiplimab in combination with platinum doublet 

chemotherapy for first-line (1L) treatment of advanced non-small-cell 
lung cancer (NSCLC) 

– Atezolizumab (atezo) vs platinum-based chemo in blood-based tumor 
mutational burden-positive (bTMB+) patients (pts) with first line (1L) 
advanced/metastatic (m)NSCLC: results of the Blood First Assay 
Screening Trial (BFAST) Phase 3 Cohort C



• Cemiplimab is a high-affinity, fully human anti-PD-1. It is approved as first-line monotherapy for advanced NSCLC with 
PD-L1 ≥50% (EMPOWER-Lung 1 study)
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• In patients with advanced NSCLC, 1L cemiplimab in combination with chemotherapy demonstrated clinically 
meaningful and statistically significant improvement in OS, PFS, ORR, and DOR versus chemotherapy alone

– OS (primary endpoint): median 21.9 vs 13.0 months; HR 0.71 (95% CI, 0.53-0.93); p=0.014

– PFS: median 8.2 vs 5.0 months; HR 0.56 (95% CI, 0.44-0.70); p<0.0001

– ORR: odds ratio, 2.68 (95% CI, 1.72-4.19); p<0.0001

• Cemiplimab in combination with chemotherapy demonstrated an acceptable benefit-risk profile, favourable
PROs, low rates of AEs leading to discontinuation, and a safety profile generally consistent with those known 
for cemiplimab and for platinum-based chemotherapy

• Cemiplimab in combination with platinum-doublet chemotherapy is a new 1L treatment option for patients 
with advanced NSCLC without targetable mutations irrespective of histology and PD-L1 levels
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• BFAST is a global, open-label, multi-cohort trial investigating the safety and efficacy of targeted therapies or immunotherapy in 
patients with advanced or metastatic (m)NSCLC, identified using a blood-based next-generation sequencing assay

• BFAST Cohort C is the first prospective randomized study to evaluate blood-based (b) TMB as a predictive biomarker for 
immunotherapy

– 1L atezolizumab vs platinum-based chemotherapy was investigated in bTMB-positive mNSCLC, as determined by a Foundation 
Medicine bTMB clinical trial assay (CTA)
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• Median follow-up: 18.2 months

• PFS and OS in the bTMB ≥16 population 
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• BFAST Cohort C did not meet its primary PFS endpoint in the bTMB ≥16 population

• Key secondary endpoints (not formally tested):

– In the bTMB ≥16 population ORR was improved with atezolizumab vs chemotherapy and a numerical, 
but not statistically significant, OS improvement was observed

• The safety profile of atezolizumab was favourable compared with that of chemotherapy and consistent 
with that of atezolizumab monotherapy experience across indications

• The bTMB CTA and F1LCDx assays were highly concordant, showing high PPA, PPV, NPA and NPV

• PFS and OS difference with atezolizumab vs chemotherapy at the F1LCDx bTMB ≥13.6 mut/Mb cutoff 
were similar to those seen at the clinical trial assay bTMB ≥16 cutoff

• Aditional investigation is needed to refine evaluation of bTMB and define clinically relevant cutoffs for 1L 
immunotherapy benefit in advanced or metastatic NSCLC

– Study limitations include lack of PD-L1 expression data (PD-L1 status was not determined because 
tissue collection was optional) and emergence during the course of the study of a new standard-of 
care alternative to chemotherapy
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• SEGUNDA LÍNEA Y SUCESIVAS
– CANOPY-2: Canakinumab + docetaxel for the second- or third-line 

treatment of advanced NSCLC

– ATALANTE-1: Activity of OSE-2101 in HLA-A2+ non-small cell lung 
cancer (NSCLC) patients after failure to immune checkpoint inhibitors 
(IO)

– DUBLIN-3 (BPI-2358-103): A Global Phase (Ph) 3 Trial with the 
Plinabulin/Docetaxel (Plin/Doc) combination vs. Doc in 2nd/3rd Line 
NSCLC Patients (pts) with EGFR-wild type (wt) Progressing on a Prior 
Platinum-Based Regimen

– MRTX-500: Phase 2 Trial of Sitravatinib + Nivolumab in Patients With 
Nonsquamous Non-Small-Cell Lung Cancer Progressing on or After 
Prior Checkpoint Inhibitor Therapy



• Canakinumab is a monoclonal anti-IL-1𝛽 antibody, which was associated with reduced lung cancer incidence and 
mortality in a pre-specified safety monitoring plan for all incident cancers and analysis of the Phase III cardiovascular 
trial CANTOS
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• Baseline characteristics were well balanced between treatment groups (N=237)
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• Median duration of follow-up: 13.8 months
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• Investigator-assessed ORR was 15% and 14%, and DCR was 66% and 62% in the canakinumab and placebo arms, 
respectively

• Subgroup analyses did not show statistically significant differences among the subpopulations



• Infections were the most common adverse event observed with canakinumab administration and had been observed to 
be related to canakinumab treatment.
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• The Phase III, randomized CANOPY-2 study did not meet its primary endpoint of OS in patients 
with NSCLC previously treated with PD-(L)1 inhibitors and platinum-based chemotherapy

• The efficacy results of the canakinumab plus docetaxel group were similar to the placebo plus 
docetaxel group

• The safety data are consistent with the known, well-characterized safety profiles of canakinumab 
or docetaxel

– The most common adverse events of special interest in both treatment arms were as expected 
for the indication and the safety profiles of the study drugs

• Infections  (49.2% vs 41.2%), fatal infections (6.7% vs 1.8%), neutropenia (42.5% vs 43.0%), 
and thrombocytopenia (22.5% vs 22.8%) were reported in the canakinumab vs placebo 
arms, respectively

• Canakinumab is being investigated in other NSCLC treatment settings either as monotherapy or in 
different treatments combinations

Canakinumab + docetaxel for the second- or third-line treatment of advanced NSCLC: CANOPY-2

1194MO. Luis Paz-Ares



• OSE2101 (TedopiⓇ) is an anticancer vaccine of 9 neoepitopes restricted to HLA-A2+ targeting 5 TAAs (Tumor-Associated 
Antigen) frequently expressed in lung cancer: CEA, p53, HER-2, MAGE-2, MAGE-3

• Previous phase 2 study in pretreated NSCLC patients showed promising OS which correlated with T cell immune 
response

Activity of OSE-2101 in HLA-A2+ non-small cell lung cancer (NSCLC) patients after failure to 

immune checkpoint inhibitors (IO): Final Results of Phase 3 Atalante-1 Randomised Trial

LBA47. Benjamin Besse, et al.



• OS in population of interest (Pol): patients with IO secondary resistance after sequential IO

• Median follow-up 25 months
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• Disease Control Rate (DCR) at 6 months similar between arms despite a longer PFS and Objective Response (OR) 
favoring SoC in Pol
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• Safety in Pol

Activity of OSE-2101 in HLA-A2+ non-small cell lung cancer (NSCLC) patients after failure to 

immune checkpoint inhibitors (IO): Final Results of Phase 3 Atalante-1 Randomised Trial
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• Most frequent > 10% Drug related AEs in Pol



• In the population of patient with secondary resistance to sequential CT-IO, OS was statistically
improved in OSE2101 arm with HR of 0.59 and a meaningful gain of median OS of 3.6 months over
SoC (docetaxel/pemetrexed). HR for OS in the overall population at final analysis was of 0.86 (ns)

• The cancer vaccine OSE2101 demonstrated efficacy as stand alone compared to an active
comparator

• OSE2101 was well tolerated with significantly less severe adverse events (QoL and good ECOG PS
0/1 were better for OSE2102)

• OSE2101 had a favorable benefit/risk versus SoC in advanced HLA-A2+ NSCLC patients with
secondary resistance to sequential CT-IO without therapeutic alternatives
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• Pinabulin: First-in-Class, Selective Immunomodulating Microtubule-Binding Agent (SIMBA)

• Pinabulin induces Dendritic Cell Maduration (the most potent APC), a key step in initiating anti-cancer durable response
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• Dublin-3 study met OS primary endpoint and key secondary endpoints: PFS and ORR

• Plinabulin showed durable anti-cancer benefit in doubling 24 M, 36 M OS rate in Plin/Doc vs Doc. OS rate at 
48 M for Plin/Doc was 10.6% vs 0% for Doc

• Plin/Doc was well tolerated, with lower grade 4 and grade 3/4 AE per patient per year in comparison to Doc 
arm. In addition, plinabulin protected bone marrow by significantly reducing grade 4 neutropenia of Doc 
(28% to 5%, p<0.0001)

• Plin/Doc has a favorable benefit/risk ratio and has the potential of preferred 2nd/3rd line treatment for NSCLC 
with EGFR wild type.
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• Many patients experience disease progression
and developed checkpoint inhibitor therapy
(CPI) resistance through various mechanisms,
including an immunosuppressive TME

• Sitravatinib is a receptor tyrosine kinase
inhibitor (TKI) that targets TAM receptors
(TYRO3, AXL, MERTK) and Split-Family
Receptors (VEGFR2) which have been shown
to modulate the immune TME

• Hypothesis: combination of sitravatinib with
nivolumab is a rational approach to
augmenting the antitumor immune response
and extending long term benefit to patients
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• Sitravatinib + nivolumab demonstrated antitumor activity, encouraging OS, and durable responses in
patients with nonsquamous NSCLC with prior clinical benefit from a CPI

– Median DOR was 12.8 months; ORR was 18% (12/68)

– 1- and 2-year OS were 56% and 32%, respectively

• No unexpected safety signals with the combination were observed, and AEs were manageable

• These results support the ongoing Phase 3 SAPPHIRE study (NCT03906071), evaluating sitravatinib +
nivolumab in patients with nonsquamous NSCLC who received clinical benefit from and subsequently
experienced progressive disease on a prior CPI
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• SAPPHIRE:

Phase 3, Randomized, Open-Label Trial of
2L/3L Sitravatinib + Nivolumab vs Docetaxel
After Progression on or Following CPI in
Advanced NSCLC



Gracias por su atención


