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❖ ADVANCED STAGES:  NIVIPIBRAIN, AMAZE-Lung, ADDEPT
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PROSPECTIVE RANDOMIZED PHASE 2 TRIALS  “OLIGOMEZ”

In patients with oligometastatic NSCLC that did not 

progress after front-line systemic therapy, LCT prolonged 

PFS and OS relative to MT/O  without grade 3 or greater 

toxicities



✓ Better results in the era of targeted therapy and immunotherapy

Oligometastatic disease more present than ever

✓ We have may unresolved questions: best timing (upfront, consolidation),

best LAT technique (SBRT?, surgery?), best companion systemic

treatment, does it matter T size or N

✓ We need more high quality research (large randomized trials to have

better evidence and compare different LAT strategies)

Rational for OMD trials?









STEREO: Phase II: Multicentre single arm assessing the safety and efficacy of first line

osimertinib and locally ablative radiotherapy in patients with synchronous oligo-metastasic EGFR-mutant
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Expected patients: 60 (safety cohort 54+ eficacy cohort 6) 

Randomized patients:  2



✓ EL 31/10/2023 se dio por finalizado del reclutamiento y screening de pacientes en el estudio por bajo reclutamiento. Han

sido incluidos un total de 6 pacientes. El estudio continúa abierto dado que todavía hay pacientes en tratamiento y

seguimiento.
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CHESS: A multicentre single arm phase II trial assessing the efficacy of radical immunotherapy and

chemotherapy, stereotactic radiotherapy and surgery in patients with synchronous oligo‐metastatic

NSCLC
Promoter: ETOP 

Coordinator: Dr. Walter Weder

El estudio tiene como objetivo reducir el riesgo de progresión sistémica y mejorando así la PFS 



CHESS – ETOP 14-18: A multicentre single arm phase II trial assessing the efficacy of radical 

immunotherapy and chemotherapy, stereotactic radiotherapy and surgery in patients with synchronous 

oligo‐metastatic NSCLC

El 9 de julio de 2022 el promotor ETOP suspendió el reclutamiento del estudio ETOP 14-18 CHESS, pendiente de

aprobación de enmienda al protocolo para la inclusión de nueva cohorte de pacientes (tremelimumab +

durvalumab, QT, SBRT antes de tto local definitivo)

El estudio sigue ABIERTO puesto que todavía hay pacientes en tratamiento y seguimiento



Spain Randomized patients: 18 

CHESS – ETOP 14-18

Expected patients: 47 Randomized patients: 49* 

&Tremelimumab is under review by global regulatory authorities in combination with Durvalumab and chemotherapy in 1st-line mNSCLC based on the results of the POSEIDON trial (benefit in PFS and OS vs chemotherapy)
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NIVIPI-Brain: Nivolumab plus ipilimumab plus two cycles of platinum-based chemotherapy as

first line treatment for stage IV/recurrent non-small cell lung cancer (NSCLC) patients with synchronous

Brain metastases



Congress communications:  IASLC 2022: EP08.01-029

NIVIPI-Brain
Expected patients: 71 (44 cohort A+ 27 Cohort B)

***There are no SLOTs left for Cohort B, but 8 patients 

remain to be included in the Cohort A that remains 

open without the need for SLOT
Total trial duration: 4.5 years, 1.5 years of recruitment, 1 year of treatment approximately and 2 years

of follow up. Approval of the study and start up (4-6 months) and close out (4-6 months).



Promoter: ETOP,  Coordinator: Dr. Ross Soo/Dr. Sanjay Popat

AMAZE-Lung: A multicentre single-arm phase II trial of amivantamab, lazertinib plus

bevacizumab in patients with EGFR-mutant advanced NSCLC with progression on first line Osimertinib

Primary endpoints

Objective response rate

(ORR) at 12 weeks

according to RECIST 

v1.1

Secondary endpoints

DoR, PFS, DCR, OS, 

Safety and tolerability

(CTCAE v5.0)

Translational endpoints: Analysis of tumour sample

for EGFR-mutation and MET-expression testing,

Analysis of ctDNA in blood (plasma) samples to

correlate with the efficacy outcome



Expected patients: 60

Number of participating centers: 8 centers in Spain

AMAZE-Lung

MÁXIMOS RECLUTADORES



CodeBreaK 200 trial
Johnson, ESMO 2022

Krystal 01

KRAS inhibitors: Similar results in underrepresented populations? 



ADEPPT: A multicentre single-arm phase II trial of adagrasib in patients with KRAS G12C-mutant

NSCL, including the elderly ( > or = 70 years) or patients with poor performance status

Study population 

Patients with stage IV 

NSCLC with mutation 

of KRASG12C 

- Cohort 1: ECOG=2

- Cohort 2: elderly

patients (≥ 70 years)

and ECOG=0-1

Fecha Apertura: 26/04/2023, Promoter: ETOP IBSCG Partners. Coordinating Researchers: Dr Naidoo, Dr Lindsay, Dr. Massuti, Dr. Peters



ADEPPT: A multicentre single-arm phase II trial of adagrasib in patients with KRAS G12C-mutant

NSCL, including the elderly ( > 70 years) or patients with poor performance status

✓ Primary endpoint (ORR) per RECIST v1.1, assessed at 12 weeks

✓ Secondary enpoints Durable clinical benefit, Time to progression, PFS, OS, Patient-related outcomes

✓ Exploratory endpoint: Blood-and tissue-based biomarkers (circulating genomic, immunologic

parameters

Fecha Apertura: 26/04/2023, Promoter: ETOP IBSCG Partners. Coordinating Researchers: Dr Naidoo, Dr Lindsay, Dr. Massuti, Dr. Peters



Expected patients: 68

Number of participating centers: 8 centers in Spain

ADEPPT



Thank you patients and families, thanks to the 

researchers and coordinators of the studies

esais@iconcologia.net
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