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ASCO Perspective

“Osimertinib is already the front-line standard of care for patients with EGFR-mutated 

advanced non–small cell lung cancer. The improvement in disease-free survival seen in this 

study strongly supports the use of this targeted therapy in earlier stage disease, which has a 

significant risk of recurrence despite surgical treatment and chemotherapy,” said ASCO Chief 

Medical Officer and Executive Vice President Richard L. Schilsky, MD, FACP, FSCT, FASCO. 

ALEXANDRIA, Va. — Treatment with targeted therapy osimertinib (Tagrisso) following surgery 

for localized non-small cell lung cancer (NSCLC) with an epidermal growth factor receptor (

EGFR) mutation significantly improved disease-free survival in a phase III study. Of patients 

with stage II-IIIA NSCLC who received osimertinib, 90% were alive at two years without the 

cancer recurring, compared with 44% who received a placebo. In stage II-IIIA patients, the risk 

of disease recurrence or death was reduced by 83% for patients treated with adjuvant 

osimertinib after surgery compared to placebo. 
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Population  

 682 patients with primary non-squamous stage IB/II/IIIA NSCLC 

and EGFR mutation 

Findings  
 83% reduction in the risk of disease recurrence or death in 

patients with stage II-IIIA disease 

Significance  
 Establishes osimertinib as alternative front-line therapy for 

localized NSCLC with EGFR mutation 

Results of the multinational randomized controlled phase III ADAURA trial were compelling 

enough that the independent data monitoring committee recommended early unblinding. 

The findings come from an unplanned interim analysis to be presented as part of the virtual 

scientific program of the 2020 American Society of Clinical Oncology (ASCO) Annual Meeting. 

“This trial is a home run. It exceeded our expectations,” said lead author Roy S. Herbst, MD, 

PhD, who is the Chief of Medical Oncology at Yale Cancer Center and Smilow Cancer Hospital, 

and the Associate Cancer Center Director for Translational Research at Yale Cancer Center. 

“It’s an important advance to see a targeted therapy significantly delay disease recurrence 

following surgery in patients with non-small cell lung cancer. We can now treat patients 

earlier.”  

Adjuvant chemotherapy is standard of care in patients with stage II-III NSCLC who have 

undergone complete tumor resection and select patients with stage IB disease; however, 

recurrence rates are high. 

Osimertinib is a third-generation EGFR tyrosine kinase inhibitor and is approved in the United 

States for first-line treatment of patients with metastatic NSCLC with tumors that have EGFR

mutations (exon 19 deletions or exon 21 L858R mutations). Results from this trial show 

efficacy in the adjuvant setting for patients with earlier stage disease and the same EGFR

mutations. 



Patients with stage II-IIIA had an 83% reduction in the risk of disease recurrence or death. 

Disease-free survival at 2 years was 90% with osimertinib compared with 44% with placebo in 

patients with stage II-IIIA NSCLC with an EGFR mutation. In the overall population (stage IB-

IIIA), treatment with osimertinib reduced the risk of disease recurrence or death by 79% 

compared to placebo. Disease-free survival at 2 years was 89% with osimertinib compared 

with 53% with placebo. Overall survival, a secondary endpoint, was immature at the time of 

data analysis. 

The safety profile in this study was consistent with the known safety profile of osimertinib, 

and the drug was generally tolerable. 

About the Study

In this trial, 682 patients with primary non-squamous stage IB-IIIA NSCLC and confirmed EGFR

mutation were randomized to receive adjuvant osimertinib (339 patients) or placebo (343 

patients). Participants were included if they had complete resection of primary NSCLC with 

full recovery from surgery. Patients receiving osimertinib took 80 mg tablets once daily, for up 

to three years. Postoperative chemotherapy was allowed.  

Baseline patient characteristics were balanced across arms. Thirty-one percent of patients in 

both groups had stage IB disease and 69% had stage II/IIIA disease. More patients in both 

groups were female — 68% and 72% in the osimertinib and placebo groups, respectively.  

Funding

This study was funded by AstraZeneca
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LBA5: Osimertinib as adjuvant therapy in patients (pts) with stage IB–IIIA EGFR mutation 

positive (EGFRm) NSCLC after complete tumor resection: ADAURA.
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Authors: Roy S. Herbst, Masahiro Tsuboi, Thomas John, Christian Grohé, Margarita Majem, 

Jonathan Wade Goldman, Sang-We Kim, Dominika Marmol, Yuri Rukazenkov, Yi-Long Wu; 

Medical Oncology, Yale School of Medicine and Yale Cancer Center, New Haven, CT; 

Department of Thoracic Surgery and Oncology, National Cancer Center Hospital East, Chiba, 

Japan; Department of Medical Oncology, Austin Health, Heidelberg, Australia; Klinik für 

Pneumologie - Evangelische Lungenklinik Berlin Buch, Berlin, Germany; Department of 

Medical Oncology, Hospital de la Santa Creu i Sant Pau, Barcelona, Spain; David Geffen School 

of Medicine at University of California Los Angeles, Los Angeles, CA; Department of Oncology, 

Asan Medical Center, Seoul, Korea, Republic of (South); Late Oncology Statistics, AstraZeneca, 

Cambridge, United Kingdom; Oncology Research & Development, AstraZeneca, Cambridge, 

United Kingdom; Guangdong Lung Cancer Institute, Guangdong Provincial People's Hospital, 

Guangdong Academy of Medical Sciences, School of Medicine, South China University of 

Technology, Guangzhou, China

Background: Osimertinib is a 3rd-generation, CNS-active, EGFR-TKI with superior efficacy to 

comparator EGFR-TKI (gefitinib/erlotinib) in treatment-naïve EGFRm advanced NSCLC. Approx. 

30% of pts with NSCLC present with early stage (IꟷIIIA) disease; surgery is the primary 

treatment. Adjuvant chemotherapy is standard of care in pts with resected stage IIꟷIII NSCLC 

and select stage IB pts; however, recurrence rates are high and other therapies are needed. 

ADAURA (NCT02511106) is a Ph III, double-blind, randomized study assessing the efficacy and 

safety of osimertinib vs placebo (PBO) in pts with stage IBꟷIIIA EGFRm NSCLC after complete 

tumor resection and adjuvant chemotherapy, when indicated. Following Independent Data 

Monitoring Committee recommendation, the trial was unblinded early due to efficacy; we 

report an unplanned interim analysis. Methods: Eligible pts: ≥18 years (Japan/Taiwan: ≥20), 

WHO PS 0/1, primary non-squamous stage IB/II/IIIA NSCLC, confirmed EGFRm 

(ex19del/L858R), complete resection of primary NSCLC with full recovery from surgery; 

postoperative chemotherapy was allowed. Pts were randomized 1:1 to osimertinib 80 mg 

once daily orally or PBO to receive treatment for up to 3 years and stratified by stage 

(IB/II/IIIA), mutation type (ex19del/L858R), and race (Asian/non-Asian). Primary endpoint: 

disease-free survival (DFS) by investigator in stage IIꟷIIIA pts. Secondary endpoints: overall 

survival (OS) and safety. Data cutoff (DCO): 17 Jan 2020. Results: Globally, 682 pts were 

randomized to treatment: osimertinib n=339, PBO n=343. Baseline characteristics were 



balanced across arms (osimertinib/PBO): stage IB 31/31%, stage II/IIIA 69/69%, female 

68/72%, ex19del 55/56%, L858R 45/44%. In stage IIꟷIIIA pts, DFS hazard ratio (HR) was 0.17 

(95% CI 0.12, 0.23); p<0.0001 (156/470 events); 2-year DFS rate was 90% with osimertinib vs 

44% with PBO. In the overall population, DFS HR was 0.21 (0.16, 0.28); p<0.0001 (196/682 

events); 2-year DFS rate was 89% with osimertinib vs 53% with PBO. OS was immature (4% 

maturity) with 29/682 deaths (osimertinib n=9, PBO n=20) at DCO. The safety profile was 

consistent with the known safety profile of osimertinib. Conclusions: Adjuvant osimertinib is 

the 1st targeted agent in a global trial to show a statistically significant and clinically 

meaningful improvement in DFS in pts with stage IB/II/IIIA EGFRm NSCLC after complete 

tumor resection and adjuvant chemotherapy, when indicated. Adjuvant osimertinib provides 

an effective new treatment strategy for these pts.
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Through research, education, and promotion of the highest-quality patient care, ASCO works 

to conquer cancer and create a world where cancer is prevented or cured, and every survivor 
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is healthy. Conquer Cancer, the ASCO Foundation, supports the Society by funding 

groundbreaking research and education across cancer’s full continuum. Learn more at 

www.ASCO.org, explore patient education resources at www.Cancer.Net, and follow us on 

Facebook, Twitter, LinkedIn, Instagram, and YouTube.   
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