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1379PD. Impact of the EML4-ALK variant on the efficacy of 
alectinib in untreated ALK+ advanced NSCLC in the global phase III 
ALEX study

La eficacia de Alectinib es superior frente a Crizotinib independientemente de la 
variante EML4-ALK



LBA57. Overall survival results of ceritinib in ALKi-naïve patients
with ALK-rearranged NSCLC (ASCEND-3)

Primary endpoint: investigator assessed ORR
Secondary endpoint: ORR (BIRC), PFS (investigator and BIRC)
N=124; 39,5% with brain mets; 25% ≥ 3 prior non-ALK TKI therapies



LBA57. Overall survival results of ceritinib in ALKi-naïve patients
with ALK-rearranged NSCLC (ASCEND-3)

Shaw et al. NEJM 2014; Kim et al. Lancet Oncol 2016; Soria et al. Lancet 2017

Felip et al. Vs. Prior studies of ceritinib in ALK TKI naïve patients

Study N ORR (%) PFS (months) OS (months)

Felip et al 124 64-68 16.6-19.4 51.3

Kim et al 83 72 18.4

Soria et al 189 73 16.6

GRADE 3/4 TOXICITIES
- Nausea (8%)
- Vomiting (6%)
- Diarrhea (3%)
- Increased ALT (24%)/AST(12%)/GGT(19%)
- Aes (all grade) requiring dose interruption (79%) or dose adjustment (65%)



LBA57. Overall survival results of ceritinib in ALKi-naïve patients
with ALK-rearranged NSCLC (ASCEND-3). CONCLUSIONS

Shaw et al. NEJM 2014; Kim et al. Lancet Oncol 2016; Soria et al. Lancet 2017

• The ASCEND-3 study met its objectives and the final analysis results are consistent with the
previous analysis

• Ceritinib led to high rate of durable responses and prolonged PFS in the ALKi-naïve patients
with ALK+ NSCLC, irrespective of brain metastases at baseline

• Median OS was prolonged (51.3 months) and clinically relevant in ALKi-naïve patients with
ALK+ NSCLC, who are previously treated with ≤ 3 lines of chemotherapy

• The safety profile is consistent with the previous analysis and with the known safety profile of 
ceritinib. AEs were manageable with dose reductions / interruptions. No new safety signals
identified

• Quality of life was generally maintained during ceritinib treatment

• These results further support the positive benfit-risk profile of ceritinib in ALKi-naïve patients
with ALK-rearranged NSCLC
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LBA61. Phase II results for single-agent nazartinib (EGF816) in 

adult patients (pts) with treatment-naïve EGFR-mutant non-small
cell lung cancer NSCLC
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LBA61. Phase II results for single-agent nazartinib (EGF816) in 

adult patients (pts) with treatment-aïve EGFR-mutant non-small 
cell lung cancer NSCLC

• Effective 3rd gen EGFR-TKI with good brain penetration

• PFS, DoR and OS not mature yet

• Higher incidence of G ≥ 3 rash than Osimertinib

• Do we need another 3rd gen EGFR-TKI?


