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➢ ATHENEA
❖ Neoadjuvant stage IIIA/B with CT-

atezolizumab and after surgery or 
CT/RT

➢ MERIT-lung
❖ Induction with Sotorasib in stage 

III unresectable.

➢ MIGRANT
❖ Fecal microbiota transplant in 

stage II-III prior neoadjuvant.

Early and locally advanced stages
➢ ARIAN

❖ Adjuvant post-neoadjuvant in IB-
IIIB(N2) pts without pCR.

➢ ARCH
❖ Adjuvant post-surgery in pts who 

have not received prior adjuvant 
CT.

OVERVIEW OF ACTIVE STUDIES
Active studies in recruitment or planned to start



ARIAN

Sponsor: GECP

Planned number of patients: 129 pts.

Patients enrolled: 13 pts.

A phase III clinical trial of adjuvant treatment with Sacituzumab and Zimberelimab for stage IB-IIIA-IIIB(N2) 
previously resected (R0) non-small cell lung cancer (NSCLC) patients that do not achieve pathological complete 
response after neoadjuvant treatment.

- Primary objective:  Evaluate the disease-free survival (DFS): 

defined as the length of time from randomization to the earliest event 

defined as disease recurrence, any new lung cancer (even in the 

opposite lung), or death from any cause at any known point in time.



ARCH

Sponsor: ETOP IBCSG Partners Foundation

Planned number of patients: 390 patients.

International recruitment not yet started.

A randomised phase III trial of adjuvant cemiplimab in patients with resected stage II-IIIA NSCLC who have 
not received prior adjuvant chemotherapy.

- Primary objective: To determine the efficacy of adjuvant cemiplimab, as 

measured by disease-free survival (DFS), in patients with resected stage 

II–IIIA NSCLC and centrally confirmed PD-L1 ≥1% who have not received 

prior adjuvant platinum-based chemotherapy, compared with observation 

without adjuvant treatment.



ATHENEA

Sponsor: GECP

Planned number of patients: 97 patients.

Patients enrolled (oct/25): 12 patients.

Phase II clinical trial of chemotherapy + atezolizumab for stage IIIA and IIIB non-small cell lung cancer followed 
by atezolizumab as adjuvant treatment after surgery and atezolizumab as maintenance treatment for non-
resected patients after chemoradiotherapy.

- Primary Objective: The primary objective is to evaluate the 

Progression free survival (PFS) rate at 18 months in the intent-to-

treat population (ITT).



MERIT-lung

Sponsor: GECP

Planned number of patients: 19 patients

Patients enrolled: 14 patients

Phase II clinical trial of AMG510 (Sotorasib) in stage III unresectable NSCLC KRAS p.G12C patients.

- Primary Objective: To evaluate the efficacy of induction 

treatment of AMG510 (Sotorasib) plus AMG510 (Sotorasib) 

treatment post-induction as measured by Progression Free 

Survival at 12 months (PFS12).



MIGRANT 

Sponsor: GECP

Planned number of patients: 68 patients.

Recruitment pending start.

Phase II randomized clinical trial for evaluating the safety and feasibility of fecal microbiota transplant (FMT) in 
stage II-III non-small cell lung cancer (NSCLC) patients, using immune checkpoint inhibitors (ICI) responders as 
donors.

- Primary Objective: Assess the pathological complete 

response (pCR) rate after neoadjuvant treatment 
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NADIM-Adjuvant 
A Phase III Clinical Trial of Adjuvant Chemotherapy vs Chemoimmunotherapy for Stage IB-IIIA Completely 
Resected Non-small Cell Lung Cancer (NSCLC) Patients.



61 events were reported

20,4% experimental arm vs. 

38,8% in control arm.

DFS cancer-specific

24months: 82,6% vs. 68,6%

HR 0,54 (0,32-0,93); p=0.025
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NADIM II
A randomized phase II study of neo-adjuvant chemo/immunotherapy versus chemotherapy alone for the 
treatment of locally advanced and potentially resectable non-small cell lung cancer (NSCLC) patients.



LINC (BR.31)
A Phase III prospective double blind placebo controlled randomized study of adjuvant MEDI4736 in completely 
resected NSCLC.

Conclusions: In patients with completely resected 

NSCLC, adjuvant durvalumab failed to show 

improvement in DFS outcomes, regardless of the PD-

L1 tumor score, and had a safety profile consistent 

with previous findings

SPONSOR: CCTG.

Spanish sponsor: GECP.

Patients randomised in Spain: 119 patients

Data presented at ESMO 2024



APOLO
A phase II trial of Atezolizumab plus induction chemotherapy (CT) plus chemoradiotherapy and Atezolizumab 
maintenance therapy in non-resectable stage IIIA-IIIB-IIIC non-small cell lung cancer (NSCLC) patients.

Conclusions: Our study provides better results than those 

historically known (PACIFIC trial) and encourages the 

development of strategies like those already successfully 

used in earlier stages.

- Primary objective: To assess the efficacy of the 

treatment (atezolizumab + induction chemotherapy + 

chemo-radiotherapy) in terms of progression-free 

survival (PFS) at 12 months.

- Results: 

✓ 100% pts started concurrent CT/RT.

✓ 12-months PFS (ITT): 68,4%

✓ 12-months OS (ITT): 86,8%

✓ Toxicity grade 3-4 AEs: 

➢ Induction: 23,7%

➢ Concurrent CT/RT: 34,2%

➢ Maintenance phase: 13,2%
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SIENNA
Study of antitumor immune response generated after concurrent chemo-radiotherapy (cCRT) and IO treatment in 
non-resectable stage IIIA/B and IIIC NSCLC patients treated in real world.

- Primary objective: To evaluate overall survival (OS) and 

progression-free survival (PFS) in unresectable stage III NSCLC 

patients treated with concurrent chemoradiotherapy followed by 

durvalumab in real-world clinical practice, and to explore the 

association between antitumor immune response — including 

circulating tumour DNA (ctDNA) dynamics — and clinical 

outcomes

Sponsor: GECP

Planned number of patients: 75 patients

Number of patients included: 60 patients.
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PUBLISHED PAPERS
- Peripheral memory B cell population maintenance and long-term survival after perioperative chemoimmunotherapy in NSCLC (NADIM trial). 

ONCOIMMUNOLOGY 2025, VOL. 14, NO. 1, 2513109. https://doi.org/10.1080/2162402X.2025.2513109.

CONFERENCE PRESENTATIONS
- ELCC 2025 (Poster presentation): Prognostic Value of Minimal Residual Disease in the NADIM II Trial.
- AACR 2025 (Poster): B cells mediate antitumor immune response and predict pathological response in locally advanced NSCLC patients 

treated with perioperative chemoimmunotherapy (NADIM trials).
- IASLC 2025 (Poster): ARIAN, Adjuvant tReatment with sacItuzumab and ZimberelimAb in resected pa-tieNts: a phase III study – Trial in 

Progress.
- IASLC 2025 (Presidential Symposium): Adjuvant chemotherapy (CT) vs CT-immunotherapy for R0 stage IB-IIIA NSCLC patients (NADIM 

ADJUVANT): a randomised, phase 3 trial.
- IASLC 2025 (Mini-Oral): Metabolomic Analysis Identifies Histamine as a Key predictive factor for Perioperative Chemoimmunotherapy in 

NADIM II Trial.
- IASLC 2025 (Mini-Oral): Surgical outcomes and oncological quality of surgery according to IASLC criteria in NADIM II trial.
- IASLC 2025 (Mini-Oral): Pharmacoeconomic analysis of NADIM 2 Trial: cost-e!ectiveness of perioperative chemo immunotherapy in 

resectable Stage III NSCLC.
- ESMO 2025 (Poster): Cost-effectiveness analysis of perioperative chemoimmunotherapy in Stage III Non Small Cell Lung Cancer. Analysis of 

role of postoperative Nivolumab.
- SEOM 2025: Plenary + Oral + Poster.
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CONCLUSIONS
- GECP is conducting an ongoing, comprehensive research programme in 

localised NSCLC, ranging from adjuvant strategies (ARCH), perioperative 
(NADIM, ARIAN and ATHENEA), to unresecatable locally advanced stages 
(APOLO). 

- NADIM and NADIM II trials continue to deepen our understanding of 
neoadjuvant chemo-immunotherapy through ongoing translational studies. 

- NADIM ADJUVANT trial is evaluating adjuvant combined CT-IO as a potential 
future standard of care with promising results. 
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