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*Data cut-off: January 17, 2020. †Data cut-off: April 11, 2022. 

1. Wu et al. N Engl J Med 2020;383:1711–1723; 2. Herbst et al. J Clin Oncol 2020;38(Suppl 18): abstract / oral LBA5; 3. Herbst et al. J Clin Oncol 2023;41:1830–1840; 4. Tsuboi et al. Ann Oncol 2022;33(Suppl 7): abstract / oral LBA47.

ADAURA primary DFS analysis1,2 (stage IBꟷIIIA)*

NEJM October 2020

Adjuvant osimertinib has significantly improved DFS

CI, confidence interval; DFS, disease-free survival; EGFRm, epidermal growth factor receptor-mutated; 

HR, hazard ratio; NC, not calculable; NR, not reached; NSCLC, non-small cell lung cancer

ADAURA updated DFS analysis3,4 (stage IBꟷIIIA)†

JCO January 2023

No. at risk

Osimertinib 339 316 307 289 278 270 249 201 139 73 33 5 0

Placebo 343 288 230 205 181 162 137 115 84 48 25 4 0
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• Adjuvant osimertinib demonstrated highly statistically significant1,2 and clinically meaningful improvement in 

DFS in completely resected EGFRm NSCLC vs placebo in both the primary (stage IIꟷIIIA) and overall 

(IBꟷIIIA) populations, along with a tolerable safety profile1–4

Maturity: 45% 

osimertinib, 28%; placebo, 62%
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Median DFS, months (95% CI)

Osimertinib NR (NC, NC)

Placebo 27.5 (22.0, 35.0)

HR (99.12% CI) 0.20 (0.14, 0.30) 

p<0.0001
Maturity: 29% 

osimertinib, 11%; placebo, 46%
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Median DFS, months (95% CI)

Osimertinib 65.8 (61.7, NC)

Placebo 28.1 (22.1, 35.0)

HR (95% CI) 0.27 (0.21, 0.34)

PRESENTED BY: ROY S. HERBSTRoy S. HerbstPRESENTED BY:

Presentation is property of the author and ASCO. Permission required for reuse; contact permissions@asco.org

Adjuvant osimertinib has significantly improved CNS DFS

CI, confidence interval; CNS, central nervous system; DFS, disease-free survival; 

EGFR, epidermal growth factor receptor; EGFRm, EGFR-mutated; 

EGFR-TKI, EGFR-tyrosine kinase inhibitor; HR, hazard ratio; 

NC, not calculable; NR, not reached; NSCLC, non-small cell lung cancer

• CNS metastases are a poor prognostic factor among patients with NSCLC, and are associated with 

deterioration in quality of life1

Data cut-off: April 11, 2022.

*CNS DFS events were defined as CNS disease recurrence or death by any cause. 

1. Peters et al. Cancer Treat Rev 2016;45:139–162; 2. Colclough et al. Eur J Cancer 2016;69:S28; 3. Ballard et al. Clin Cancer Res 2016;22:5130–5140; 4. Vishwanathan et al. Cancer Res 2018; 78:CT013; 5. Herbst et al. J Clin Oncol 2023;41:1830–1840; 6. Tsuboi et al. Ann Oncol 2022;33(Suppl 7): abstract / oral LBA47.

Improved CNS efficacy with osimertinib treatment 

• Osimertinib has shown 

greater penetration of the 

blood-brain barrier and 

higher exposure in the 

brain compared with other 

EGFR-TKIs2‒4

• Adjuvant osimertinib 

demonstrated CNS DFS* 

benefit vs placebo in both 

the stage IIꟷIIIA and 

IBꟷIIIA populations5,6

ADAURA updated CNS DFS analysis5,6 (stage IIꟷIIIA)

JCO January 2023
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Time from randomization (months)

No. at risk

Osimertinib 233 222 216 202 196 192 175 138 90 45 20 2 0

Placebo 237 192 142 126 107 91 74 61 41 23 11 1 0

Maturity: 13% 

osimertinib, 9%; placebo, 17%

Median CNS DFS, months (95% CI)

Osimertinib NR (65.8, NC)

Placebo NR (NC, NC)

HR (95% CI) 0.24 (0.14, 0.42)
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*Data cut-off: January 17, 2020. †Data cut-off: April 11, 2022. 

1. Wu et al. N Engl J Med 2020;383:1711–1723; 2. Herbst et al. J Clin Oncol 2020;38(Suppl 18): abstract / oral LBA5; 3. Herbst et al. J Clin Oncol 2023;41:1830–1840; 4. Tsuboi et al. Ann Oncol 2022;33(Suppl 7): abstract / oral LBA47.

ADAURA primary DFS analysis1,2 (stage IBꟷIIIA)*

NEJM October 2020

Adjuvant osimertinib has significantly improved DFS

CI, confidence interval; DFS, disease-free survival; EGFRm, epidermal growth factor receptor-mutated; 

HR, hazard ratio; NC, not calculable; NR, not reached; NSCLC, non-small cell lung cancer
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• Adjuvant osimertinib demonstrated highly statistically significant1,2 and clinically meaningful improvement in 

DFS in completely resected EGFRm NSCLC vs placebo in both the primary (stage IIꟷIIIA) and overall 

(IBꟷIIIA) populations, along with a tolerable safety profile1–4
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Data cut-off: January 27, 2023.

Tick marks indicate censored data. Alpha allocation of 0.0497. *Median follow-up for OS (all patients): osimertinib 59.9 months, placebo 56.2 months.

Overall survival: patients with stage II / IIIA disease

Time from randomization (months)

O
v
e
ra

ll
 s

u
rv

iv
a
l 

p
ro

b
a
b

il
it

y

0 6 12 18 24 30 36 42 48 54 60 66 72 78 84 90

0.0

0.1

0.2

0.3

0.4

0.5

0.6

0.7

0.8

0.9

1.0

233 229 224 224 221 214 208 205 200 170 115 69 33 9 0 -Osimertinib
237 232 226 221 210 202 190 182 171 138 94 53 25 8 2 0Placebo

No. at risk

5-year OS rate, % (95% CI)

Osimertinib (n=233) 85 (79, 89)

Placebo (n=237) 73 (66, 78)

Overall OS HR 

(95.03% CI)

0.49 (0.33, 0.73);

p=0.0004

Maturity: 21% 

osimertinib 15%, placebo 27%

Median follow-up for OS* (censored patients):

osimertinib 61.7 months, placebo 60.4 months

94%
91%

85%

86%

80%

73%

CI, confidence interval; HR, hazard ratio; OS, overall survival

• Adjuvant osimertinib demonstrated a statistically and clinically significant improvement in OS vs placebo in the 

primary population of stage IIꟷIIIA disease
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Data cut-off: January 27, 2023.

Tick marks indicate censored data. Alpha allocation of 0.0497. *Median follow-up for OS (all patients): osimertinib 60.4 months, placebo 59.4 months.

Overall survival: patients with stage IB / II / IIIA disease

Time from randomization (months)
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CI, confidence interval; HR, hazard ratio; OS, overall survival

• Adjuvant osimertinib demonstrated a statistically and clinically significant improvement in OS vs placebo in the 

overall population of stage IBꟷIIIA disease
5-year OS rate, % (95% CI)

Osimertinib (n=339) 88 (83, 91)

Placebo (n=343) 78 (73, 82)

Overall OS HR 

(95.03% CI)

0.49 (0.34, 0.70);

p<0.0001

Maturity: 18% 

osimertinib 12%, placebo 24%

Median follow-up for OS* (censored patients):

osimertinib 61.5 months, placebo 61.5 months
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Overall survival by disease stage

Data cut-off: January 27, 2023. Tick marks indicate censored data.

CI, confidence interval; HR, hazard ratio; OS, overall survival
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Subgroup No. of events /  patients HR 95% CI

Overall (N=682) Stratified log-rank

Unadjusted Cox PH
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Data cut-off: January 27, 2023. 

*AJCC / UICC 7th edition. 

HR for overall survival (95% CI)

Favors osimertinib Favors placebo

0.1 1.0 10.0

OS across subgroups: patients with stage IB / II / IIIA disease

AJCC, American Joint Committee on Cancer; CI, confidence interval; 

EGFR, epidermal growth factor receptor; Ex19del, exon 19 deletion; HR, hazard ratio; 

OS, overall survival; PH, proportional-hazards model; UICC, Union for International Cancer Control
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840 6 12 18 24 30 36 42 48 54 60 66 72 78 90

OS in patients with and without adjuvant chemotherapy:

patients with stage IB / II / IIIA disease

Data cut-off: January 27, 2023. 

Overall population: stage IB / II / IIIA. Tick marks indicate censored data. 

Use of adjuvant chemotherapy before randomization was allowed but not mandatory; decided by the physician and patient before enrollment. 
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• At the time of the current data cut-off for OS (January 27, 2023), one additional serious AE (COVID-19 pneumonia) had 

been reported, which occurred >28 days after treatment discontinuation; the investigator determined that this was not 

treatment related and the patient made a full recovery

Safety summary

AE, adverse event; DFS, disease-free survival; 

COVID-19, coronavirus disease 2019; OS, overall survival

• At the final DFS analysis (data cut-off: April 11, 2022), all patients had completed or discontinued study treatment; the safety 

profile of adjuvant osimertinib with extended follow-up1,2 was consistent with the ADAURA primary analysis3

AE, any cause*, n (%) Osimertinib (n=337) Placebo (n=343)

Any AE 330 (98) 309 (90)

Any AE Grade ≥3 79 (23) 48 (14)

Any AE leading to death 1 (<1) 2 (1)

Any serious AE 68 (20) 47 (14)

Any AE leading to discontinuation 43 (13) 9 (3)

Any AE leading to dose reduction 42 (12) 3 (1)

Any AE leading to dose interruption 91 (27) 43 (13)

AE, possibly causally related*†, n (%)

Any AE 308 (91) 199 (58)

Any AE Grade ≥3 36 (11) 7 (2)

Any AE leading to death 0 0

Any serious AE 10 (3) 2 (1)

*Data cut-off: April 11, 2022. Patients with multiple events in the same category counted only once in that category. Patients with events in more than one category counted once in each of those categories. 

Includes AEs with an onset date on or after the date of first dose and up to and including 28 days following the discontinuation of study treatment and before starting subsequent cancer therapy. †As assessed by the investigator. 

1. Herbst et al. J Clin Oncol 2023;41:1830–1840; 2. John et al. J Thorac Oncol 2023; online ahead of print; 3. Wu et al. N Engl J Med 2020;383:1711–1723.  
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Subsequent treatments

Data cut-off: January 27, 2023.

Percentages of patients by treatment type are calculated from the number of patients who received a subsequent anti-cancer treatment. *Subsequent anti-cancer treatments were identified by medical review and included anti-cancer treatments 

with a start date on or after the date of discontinuation of study treatment, and before withdrawal from the study. Surgeries and procedures were not included. Patients could have received more than one subsequent anti -cancer treatment. 

• At data cut-off for this final OS analysis, 76 patients (22%) in the osimertinib arm and 184 patients (54%) in the 

placebo arm had received any subsequent anti-cancer treatment

• EGFR-TKIs were the most common subsequent anti-cancer treatment received across both arms; 

most frequently osimertinib

Subsequent treatments, n (%) Osimertinib (n=339) Placebo (n=343)

Patients who received subsequent anti-cancer treatment* 76 (22) 184 (54)

EGFR-TKIs 58 (76) 162 (88)

Osimertinib 31 (41) 79 (43)

Other EGFR-TKIs 28 (37) 114 (62)

Chemotherapy 20 (26) 46 (25)

Radiotherapy 30 (39) 53 (29)

Other anti-cancer treatments 12 (16) 29 (16)

EGFR-TKI, epidermal growth factor receptor-tyrosine kinase inhibitor; OS, overall survival
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ADAURA overall survival: summary and impact

The ADAURA study has demonstrated a statistically significant and clinically meaningful OS benefit 

with adjuvant osimertinib vs placebo in patients with resected EGFRm stage IB–IIIA NSCLC

Osimertinib is the first EGFR-TKI 

to show significant OS benefit in a 

Phase III adjuvant study

Reinforces osimertinib 

as standard of care

EGFR 

mutation 

testing

Best 

treatments 

early

New era for 

targeted 

treatment in 

early-stage 

disease

Osimertinib vs placebo

Adjuvant osimertinib 

Surgical

resection

+ / –

chemotherapy

Surgery → Adjuvant Therapy

ADAURA

EGF, epidermal growth factor; EGFR, EGF receptor; EGFRm, EGFR-mutated; 

EGFR-TKI, EGFR-tyrosine kinase inhibitor; NSCLC, non-small cell lung cancer; OS, overall survival

1. Cancer.net 2023. Available at: https://www.cancer.net/cancer-types/lung-cancer-non-small-cell/statistics; 2. Datta et al. Chest 2003;123:2096–2103; 3. Le Chevalier Ann Oncol 2010;21(Suppl 7):vii196–8; 4. Cagle et al. Arch Pathol Lab Med 2013;137:1191–1198; 

5. Pi et al. Thorac Cancer 2018;9:814–819; 6. Hondelink et al. Eur J Cancer 2023;181:53–61; 7. Zhang et al. Oncotarget 2016;7:78985–78993; 8. Stone et al. Intern Med J 2014;44:1188–1192; 9. Kim et al. Pathology 2020;52:410–420.

Downstream signalling cascade

Osimertinib

EGF

EGFR (mutated)

NSCLC represents 

~80% of all diagnoses1

EGFR mutation prevalence 

ranges from 10ꟷ50% 

in patients with NSCLC5ꟷ9

>2 million
new cases of lung cancer 

worldwide annually1

Approximately 30% of patients 

have resectable disease2ꟷ4
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Conclusions

Data cut-off: January 27, 2023.

1. Wu et al. N Engl J Med 2020;383:1711–1723; 2. Herbst et al. J Clin Oncol 2023;41:1830–1840.

CNS, central nervous system; DFS, disease-free survival; 

EGFRm, epidermal growth factor receptor-mutated; HR, hazard ratio; 

NSCLC, non-small cell lung cancer; OS, overall survival

• In the ADAURA primary analysis, adjuvant osimertinib demonstrated a statistically significant1 and clinically 

meaningful DFS benefit vs placebo in resected EGFRm stage IB–IIIA NSCLC, along with improved CNS DFS 

and a tolerable safety profile1,2

• DFS benefit in ADAURA has translated into a statistically significant OS benefit with adjuvant 

osimertinib vs placebo

▪ Primary (stage II–IIIA) population, OS HR 0.49; 95.03% CI 0.33, 0.73; p=0.0004

▪ Overall (stage IB–IIIA) population, OS HR 0.49; 95.03% CI 0.34, 0.70; p<0.0001

• OS benefit with adjuvant osimertinib vs placebo was generally consistent across subgroups, including by 

disease stage (IB / II / IIIA) and prior adjuvant chemotherapy use (yes / no)

ADAURA is the first global Phase III study to demonstrate statistically significant and clinically 

meaningful OS benefit with targeted treatment in this patient population, reinforcing adjuvant 

osimertinib as the standard of care for patients with resected EGFRm stage IB–IIIA NSCLC
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