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• Adjuvant CT recommended in stage IIB-III (8°TNM)
• Adjuvant CT to be considered in stage T2b (>4cm)N0 (IIA)

• Single N2 documented in the preoperative setting
• Multistation N2: selected cases
• Pneumonectomy after induction treatment: worse 

OS (Lung Intergroup Trial 0139)NSCLC Meta-analysis Collaborative Group Lancet 2010; 2014

Five-year survival absolute benefit of 4% with neo/adjuvant chemotherapy
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ADAURA study

Herbst, ASCO 2023

DFS 65.8 vs 28.1 months
(HR 0.27 – 95% CI 0.21-0.34)



ADAURA – OS data

WITH or WITHOUT 
Chemotherapy??

Herbst, ASCO 2023

OS still immature

Significant improvement
OS overall population (stage IB-IIIA)

(HR 0.49 – 95.03% CI 0.34-0.70)



Herbst, ASCO 2023

ADAURA – OS data



Zhang SS; Lung Cancer Targets and Ther 2022; Liu SY, Nat Commun 2021

Osimertinib W/O Chemotherapy – comutations as predictors



ADAURA – CNS DFS

Herbst, ASCO 2023
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LIBRETTO 432: RET+ NSCLC; adjuvant settingALINA: ALK+ NSCLC; adjuvant setting

Future adjuvant option in oncogene-addicted
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Rationale for adjuvant chemotherapy + immunotherapy

CHEMOTHERAPY + IMMUNOTHERAPY: SINERGISTIC effect on MINIMAL RESIDUAL DISEASE

ANTIGENICITY + ADJUVANTICITY =

1) Activation of the innate immune system
2) Promotion of dendritic cell maturation 
3) Activation of effector T cells

Tang et al, Frontiers, 2023



Passaro A, JCO 2022

Clinical trials with ICIs in the adjuvant setting



Felip E, WCLC 2022; Wakelee H, ASCO 2021

IMpower 010 study



DFS by KRAS Mutation Status

Reck M, ASCO 2023

IMpower 010 study: DFS by KRAS status



Paz-Ares L, ESMO Virtual Plenary 2022

Pembrolizumab 200 mg Q3W
for ≤18 administrations (~1 yr)

Placebo Q3W
for ≤18 administrations (~1 

yr)

Eligibility for Registration

• Confirmed stage IB (T ≥4 cm), 
II, or IIIA NSCLC per AJCC v7

• Complete surgical resection
with negative margins (R0)

• Provision of tumor tissue for 
PD-L1 testing

Eligibility for Randomization

• No evidence of disease

• ECOG PS 0 or 1

• Adjuvant chemotherapy
• Considered for stage IB

(T ≥4 cm) disease
• Strongly recommended for 

stage II and IIIA disease
• Limited to ≤4 cycles

R
1:1

PD-L1 testing
done centrally 

using 
PD-L1 IHC 

22C3 pharmDx 

Stratification Factors
• Disease stage (IB vs II vs IIIA)

• PD-L1 TPS (<1% vs 1-49% vs ≥50%)

• Receipt of adjuvant chemotherapy (yes vs 
no)

• Geographic region (Asia vs Eastern 
Europe vs 
Western Europe vs rest of world) 

Dual Primary End Points
• DFS in the overall population

• DFS in the PD-L1 TPS ≥50% 

population

Secondary End Points
• DFS in the PD-L1 TPS ≥1% population

• OS in the overall, PD-L1 TPS ≥50%, 

and 
PD-L1 TPS ≥1% populations

• Lung cancer-specific survival in the 
overall population

• Safety

KEYNOTE 091 study

No significant DFS benefit 
Placebo overperformance?



KEYNOTE091 and IMpower-010

Isla, WCLC 2023



Oselin K; Ramalingam SS, ASCO 2023

KN091 study: subset analysis in pts receiving adjuvant chemotherapy



KEYNOTE-091: Subset Analysis of Patients who Received Adjuvant Chemotherapy

KN091 study: subset analysis in pts receiving adjuvant chemotherapy

Oselin K; Ramalingam SS, ASCO 2023



➢ Number of chemo cycles?
➢ Type of chemo regimen?
➢ Patients selection and treatment duration
➢ Survival benefit

Awad MM, ASCO 2023

Adjuvant immunotherapy: open questions

IMpower010
Atezolizumab vs. 
BSC

KN091
Pembrolizumab vs. 
placebo

All G AEs 92.5% vs. 70.9% 95.9 vs. 91%

AEs G > 3 23.8% vs. 0.6% 34.1% vs. 25.8%



Patient’s selection for adjuvant NSCLC



Adjuvant immunotherapy: the role of MRD

Sanz-Garcia E, Sci Adv 2022
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o NEOADAURA
o ALNEO

o CM816
o KN671
o AEGEAN
o NEOTORCH

o CM77T
o RATIONALE315
o NCT05157776



9th edition TNM proposal

Asamura, WCLC 2023

T No changes

N
Split in N2a and N2b

M
Split in M1c1 and M1c2

Today
T1N1                       Stage IIB
T1N2                       Stage IIIA 

Future
T1N1                       Stage IIA   
T1N2a                     Stage IIB
T1N2b                     Stage IIIA
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