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Abstract
This is a summary of the original article ‟Overall survival with osimertinib in resected EGFR-mutated NSCLC.ˮ Osimerti-
nib blocks the activity of the epidermal growth factor receptor (EGFR) on cancer cells, causing cancer cell death and tumor 
shrinkage, and is an effective treatment for EGFR-mutated non-small cell lung cancer (NSCLC). The ADAURA study 
assessed the effects of osimertinib versus placebo in patients with EGFR-mutated (exon 19 deletion or L858R) early stage 
(IB–IIIA) NSCLC removed by surgery (resected). Previous results from ADAURA demonstrated that patients treated with 
osimertinib stayed alive and cancer-free (disease-free survival) significantly longer than patients who received placebo. 
Recent data showed the overall length of time patients were alive after starting treatment (overall survival). In both the pri-
mary stage II–IIIA and overall stage IB–IIIA populations, patients in the osimertinib group had a significant 51% reduction 
in the risk of death compared with the placebo group. The data demonstrated that osimertinib after surgery significantly 
improved overall survival in patients with resected, EGFR-mutated, stage IB–IIIA NSCLC.
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1 � Summary of Research

This is a summary of the original article: ‟Overall survival 
with osimertinib in resected EGFR-mutated NSCLCˮ [1]. 

We present the results from the ADAURA trial on the over-
all length of time patients were alive after starting treatment 
(Fig. 1).
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How was this research done?

682 eligible 
pa�ents

339
pa�ents

1:1

343
pa�ents

Primary aim: 
Length of �me pa�ents 
were alive and cancer-free 
a�er star�ng treatment 
(disease-free survival)

Secondary aim:
Overall length of �me 
pa�ents were alive a�er 
star�ng treatment 
(overall survival)

Eligible pa
ents:

In ADAURA, all eligible pa�ents received standard treatment with surgery to remove the en�re tumor, 
and chemotherapy if chosen, before being randomly assigned to one of two treatment groups.

*Classified according to the 7th edi�on of the American Joint Commi�ee on Cancer (AJCC) Cancer Staging Manual.
†Pa�ents with stage IB disease were not included in Japan. 

Why was this research done?

Pa�ents were randomly 
assigned to receive 
either treatment. 
Neither pa�ent nor 
researcher knew which 
treatment was given

Had surgery to 
remove tumor 
(plus op�onal 

chemotherapy)

Adults Early-stage 
NSCLC*

EGFR muta
on Able to carry out full or 
light ac
vity

18+ years (20+ years 
in Japan and Taiwan) IB†, II or IIIA

Exon 19 dele�on 
(Ex19del) or L858R

WHO Performance 
Status 0 or 1

• Before the ADAURA study, for pa�ents with early-stage non-small cell lung cancer (NSCLC), 
the recommended treatment was surgical resec�on, followed by chemotherapy for pa�ents 
with stage II–IIIA and select stage IB disease. Despite having surgery with cura�ve intent, the risk of the 
cancer recurring or of death remained high. Disease spreading to the brain is of par�cular concern and 
important to control.

• Epidermal growth factor receptor (EGFR) muta�ons are found in about 10–50% of pa�ents with NSCLC. 
• Osimer�nib is a drug that can block the mutated form of EGFR protein on cancer cells, causing cancer 

cell death and tumor shrinkage. 
• Osimer�nib is known to be an effec�ve treatment for pa�ents with advanced NSCLC who have a 

muta�on in the EGFR gene (EGFR-mutated). Based on this, and to improve outcomes in pa�ents with 
early-stage resected EGFRm NSCLC using a personalized approach, osimer�nib (and op�onal 
chemotherapy) was tested a�er surgery in the ADAURA study.

• Previous results from ADAURA demonstrated that pa�ents who received osimer�nib a�er surgery 
stayed alive and cancer-free longer than pa�ents who received placebo. This summary describes 
recent results from ADAURA of the overall length of �me pa�ents were alive a�er star�ng treatment.

Osimer�nib, 80 mg 
orally once daily, 

3 years

Placebo, orally 
once daily, 3 years

Fig. 1  
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What were the findings?

• In ADAURA, osimer�nib a�er surgery significantly improved overall survival in pa�ents with 
resected stage II–IIIA EGFR-mutated NSCLC as well as those with IB–IIIA disease.

Original publica�on: Tsuboi et al. New England Journal of Medicine, DOI: 10.1056/NEJMoa2304594 [2023]

What did the authors conclude?

Age
Under 65 or

65+ years

Sex
Male or
female

Smoking history
Yes or

no

Race
Asian or

non-Asian

EGFR muta�on
Ex19del or

L858R

NSCLC stage
Stage IB, II or

IIIA

Post-surgical 
chemotherapy

Yes or no

• Osimer�nib improved overall survival across all pa�ent subgroups; while some differences in overall 
survival were seen between some subgroups, e.g. Ex19del or L858R, and Asian or non-Asian, no
firm conclusions can be made due to the exploratory nature of the subgroup analyses:

• Overall, safety data remained consistent with earlier reports from ADAURA with no new safety 
concerns reported. Results from data collected up to April 11, 2022, showed the most common side 
effects reported a�er extended osimer�nib treatment of up to 3 years were diarrhea (47%),
nail infec�on (27%) and dry skin (25%).

• For data collected up to January 27, 2023:
• Overall survival was tested for two popula�ons of 

pa�ents; first for stage II–IIIA disease (the primary 
popula�on). If a significant difference was found between
osimer�nib and placebo groups, then overall survival was
tested for the stage IB–IIIA overall popula�on.

• Pa�ents receiving osimer�nib in both the stage II–IIIA 
popula�on and stage IB–IIIA popula�on had a significant
51% reduc�on in the risk of death compared with 
pa�ents receiving placebo.

In pa�ents with stage IB–IIIA NSCLC,
the probability of being alive at 5 years:

*Percentages calculated from the number of pa�ents who had subsequent treatment.

• Subsequent an�cancer treatment was received by 22% of pa�ents (76/339) in the osimer�nib group
and 54% of pa�ents (184/343) in the placebo group.

• EGFR-TKIs (tyrosine kinase inhibitors; osimer�nib and similar drugs) were the most common 
subsequent an�cancer treatment: 

Osimer�nib group*

16%
26%
39%
41%

0 20 40 60 80 100

Other
Chemotherapy

Radiotherapy
Osimer�nib

Any EGFR-TKI
Placebo group*

16%
25%
29%
43%

0 20 40 60 80 100

Other
Chemotherapy

Radiotherapy
Osimer�nib

Any EGFR-TKI76% 88%

Placebo group

88% 78%

Osimer�nib group

Fig. 1   (continued)



134	 M. Tsuboi et al.

Acknowledgments  The authors thank Laura Floyd and Shannon Gall 
for reviewing and providing valuable contributions to the development 
of this summary.

Declarations 

Funding  Funded by AstraZeneca; ADAURA ClinicalTrials.gov num-
ber, NCT02511106. Medical writing assistance was provided by Sally 
Cotterill, Ph.D., CMPP, of Ashfield MedComms, an Inizio Company, 
and was funded by AstraZeneca in accordance with Good Publications 
Practice (GPP) guidelines (https://​www.​ismpp.​org/​gpp-​2022).

Disclosures  Please see the original article for full author disclosures. In 
addition to these disclosures, Masahiro Tsuboi reports invited speaker/
honoraria roles: Daiichi Sankyo. Thomas John reports consulting/advi-
sory roles: Gilead Sciences, Johnson & Johnson, Seagen, Specialised 
Therapeutics, and Takeda. Margarita Majem reports a consulting/
advisory role with Cassen Recordatti; invitation to a speaker/speakers’ 
bureau from Amgen, AstraZeneca, Helssin, Merck Sharp & Dohme, 
Roche, and Sanofi; meeting/travel support from AstraZeneca, Merck 
Sharp & Dohme, and Roche; and research support from Bristol Myers 
Squibb. Filippo de Marinis reports a consulting/advisory role: Astra-
Zeneca. Laura Bonanno reports consulting/advisory roles with Astra-
Zeneca, Bristol Myers Squibb/Medarex, MSD Oncology, Novartis, and 
Roche/Genentech and speakers’ bureau participation with Novartis/
Ipsen, AstraZeneca/MedImmune, Bristol Myers Squibb/Medarex, and 
Novartis/Ipsen. Manuel Dómine reports consulting/advisory roles: 
AstraZeneca, MSD Oncology, Pfizer, Roche, and Takeda.

Compliance and Ethics Guidelines  The trial was conducted in accord-
ance with the provisions of the Declaration of Helsinki, the Good 
Clinical Practice guidelines of the International Council for Harmo-
nization, applicable regulatory requirements, and the bioethics and 
human samples policy of the sponsor. The protocol was approved by 
relevant institutional review boards or ethics committees. All patients 

provided written informed consent. This article is based on a previ-
ously conducted study and does not contain any new data from studies 
with human participants or animals performed by any of the authors.

Consent for Publication  Not applicable.

Data Availability  Provision of standard data underlying the findings 
described in this manuscript may be obtained in accordance with Astra-
Zeneca’s data sharing policy described at https://​astra​zenec​agrou​ptria​
ls.​pharm​acm.​com/​ST/​Submi​ssion/​Discl​osure.

Code Availability  Not applicable.

Author Contributions  All authors contributed to the development of 
this article and approved the final document.

Open Access   This article is licensed under a Creative Commons Attri-
bution-NonCommercial 4.0 International License, which permits any 
non-commercial use, sharing, adaptation, distribution and reproduction 
in any medium or format, as long as you give appropriate credit to the 
original author(s) and the source, provide a link to the Creative Com-
mons licence, and indicate if changes were made. The images or other 
third party material in this article are included in the article's Creative 
Commons licence, unless indicated otherwise in a credit line to the 
material. If material is not included in the article's Creative Commons 
licence and your intended use is not permitted by statutory regula-
tion or exceeds the permitted use, you will need to obtain permission 
directly from the copyright holder. To view a copy of this licence, visit 
http://​creat​iveco​mmons.​org/​licen​ses/​by-​nc/4.​0/.

Reference

	 1.	 Tsuboi M, Herbst RS, John T, et al. Overall Survival with Osi-
mertinib in Resected EGFR-Mutated NSCLC. N Engl J Med. 
2023;389:137–47. https://​doi.​org/​10.​1056/​NEJMo​a2304​594.

https://www.ismpp.org/gpp-2022
https://astrazenecagrouptrials.pharmacm.com/ST/Submission/Disclosure
https://astrazenecagrouptrials.pharmacm.com/ST/Submission/Disclosure
http://creativecommons.org/licenses/by-nc/4.0/
https://doi.org/10.1056/NEJMoa2304594

	Summary of Research: Overall Survival with Osimertinib in Resected EGFR-Mutated NSCLC
	Abstract
	1 Summary of Research
	Acknowledgments 
	References




