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BIOMARCADORES



Role of ctDNA detected in biofluids (plasma and urine) and MRD associated to clinical outcomes in 
surgically resected NSCLC,stage I-IIIA

P07.02



The pooled analysis showed a ctDNA detection rate of 34.6%. 
One-month post surgery ctDNA positivity in radically resected NSCL  was associated with a higher risk of recurrence or death.



NEOADYUVANCIA













NEOADJUVANT  IO MONOTHERAPY

LCMC3 144 IB-IIIB Atezolizumab MPR 21% 7%

Courtesy by M Provencio. ES06.01



NEOADJUVANT CHEMOTHERAPY- IO
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TMB AND SELECTED MUTATIONS  PFS NADIM



ADYUVANCIA



International Tailored Chemotherapy Adjuvant (ITACA) Phase III
study of Pharmacogenomic-Driven versus Standard Adjuvant
Chemotherapy in completely Resected Stage II-IIIA Non-Small

Cell Lung Cancer
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Primary endpoint: OS

Secondary: Recurrence free survival, toxicity, Therapeutic compliance



Overall survival

Adjuvant chemotherapy customization based on the primary tumor tissue mRNA expression of ERCC 1 and TS did not significantly improve OS 

There was a non statistically significant trend for OS favoring the customized arm. When the final analysis was performed the study was underpowered



Recurrence-free Survival



Toxicity

Treatment customization significantly improved toxicity profile without compromising the activity



MRD: Minimal residual disease





TARGETED THERAPY











Adjuvant Icotinibmay provides a new treatment option for patients EGFRmut early stage NSCLC after complete 
resection







ADAURA  DFS











• Overall, HRQoL was maintained during adjuvant 
osimertinib treatment with no clinically meaningful 
differences vs placebo, despite prolonged treatment

• Adjuvant osimertinib, with or without prior adjuvant 
chemotherapy, provided a significant DFS benefit without 
affecting HRQoL



Estudios Fase II/III de tratamiento adyuvante con EGFR TKIs

EVIDENCE.                 III                   II-IIIA                     161            Icotinib for 2 y                NR                          46.95                        NR                      NR                    Not reached
Zhou C IASLC20                            EGFR mutated.          161           Pl –VNR or PL-PEM.       NR                          22.11                        NR                      NR                     Not reached

NSCLC                                                        (HR 0.36)



Ongoing phase II–III neoadjuvant and adjuvant trials with tyrosine kinase inhibitors (TKIs).





Primary endpoint: Major pathological response

Secondary: EFS, pCR, downstaging, DFS, OS, QoL, safety





Primary endpoint: Major pathological response

Secondary: Pathological regression, ORR, pCR, downstaging, DFS, EFS, OS, Pre-surgery ctDNA clearance rate, S afety



MRD: Minimal residual disease





• La positividad de ctDNA en NSCLC completamente resecados se asocia a un mayor 
riesgo de recurrencia o muerte.

• El estudio de biomarcadores nos ayudará a diseñar de manera más eficiente los 
tratamientos de los pacientes en estadios inicales

• Neoadyuvancia con inmunoterapia y sobre todo quimio-inmunoterapia mejora de 
manera muy significativa las MPR, pCR, downstaging and PFS comparado con 
controles históricos

• La quimioterapia diseñada según niveles de ERCC1 y TS no mejora OS con respecto a 
tratamiento estándar

• Los tratamientos con terapias dirigidas contra EGFR han mostrado en la mayoría de 
los estudios un aumento significativo en SLP con un mejor perfil de toxicidad

• Pendientes de nuevos estudios de neoadyuvancia, adyuvancia con combinaciones de 
quimioterapia-inmunoterapia y terapias dirigidas

Conclusiones
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