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Scenari considerati

Due scenari

1. EGFR mutati

2. ALK traslocati



EGFR mutati  - I° linea



EGFR mutati  - I° linea



Lux-lung 7: Study Design

Park K, et al. ESMO Asia, Oral Presentation (Abstract N° LBA2 PR)

• Treatment beyond progression allowed if deemed beneficial by investigator

• RECIST assessment performed at Weeks 4, 8 and every 8 weeks thereafter until 
Week 64, and every 12 weeks thereafter

Afatinib 40 mg 

once daily†

Gefitinib 250 mg 

once daily

Primary endpoints:

• PFS (independent)
• TTF
• OS

Secondary endpoints:

• ORR
• Time to response
• Duration of response
• Duration of disease control
• Tumor shrinkage
• HRQoL
• Safety 

*Central or local test
†Dose modification to 50, 30, 20 mg permitted in line with prescribing information 

1:1

• Stage IIIB/IV 
adenocarcinoma of 
the lung 

• EGFR mutation 
(Del19 and/or 
L858R) in the tumor
tissue*   

• No prior treatment 
for advanced/
metastatic disease

• ECOG PS 0/1

Stratified by 

• Mutation type (Del19/L858R) 

• Brain metastases (present/absent) 



Lux-lung 7: Conclusion

• Afatinib significantly improved PFS of patients with EGFRm+ NSCLC 
relative to gefitinib. Results are consistent across subgroups

• Afatinib treatment was associated with a significant improvement 
in response rate and TTF

• The improvement in efficacy was observed in both Del19 and 
L858R populations

• OS data immature (current HR: 0.87, 95%CI: 0.66–1.15)

• AEs in both groups were consistent with previous experience, and 
were manageable leading to equally low rates of treatment 
discontinuation 

• LUX-Lung 7 confirms the benefit of irreversible ErbB blockade with 
afatinib over reversible EGFR inhibition with gefitinib in treatment 
of EGFRm+ NSCLC 

Park K, et al. ESMO Asia, Oral Presentation (Abstract N° LBA2 PR)



EGFR Mutati - II° Linea



EGFR Mutati - II° Linea



EGFR Mutati - II° Linea

Fattore 

Predittivo e/o 

Prognostico?



EGFR Mutati - sviluppi futuri

II° Linea
• AURA2

– Open Label Study in NSCLC after Previous EGFR TKI Therapy in EGFR 
and T790M Mutation Positive Tumors. [I°EP: PFS]

• AURA3 
– Multicenter, phase III, open-label study comparing the efficacy of AZD9291 

with platinum-based chemotherapy (CT) as second- line treatment in 
patients with progressing advanced/ metastatic T790M positive NSCLC, with 
documented EGFR mutations, who have received prior EGFR-TKI therapy. 
[I°EP: PFS]

I° Linea
• FLAURA 

– Randomized, phase III study called comparing AZD9291, vs. gefitinib
or erlotinib in  treatment-naïve patients with advanced NSCLC 
showing EGFR-TKI sensitizing mutations. [I°EP: PFS]



ALK Mutati – I° Linea



ALK Mutati – II° Linea



ALK Mutati – II° LInea


