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Methods

Introduction

• Osimertinib is a third-generation, irreversible, oral EGFR-TKI that selectively inhibits 

both EGFR-TKI-sensitising and EGFR T790M resistance mutations with efficacy in 

patients with NSCLC, including those with central nervous system (CNS) 

metastases.1–5

• In the global, double-blind, randomised, Phase III FLAURA trial (NCT02296125), 

osimertinib significantly prolonged progression-free survival (PFS) and overall 

survival (OS) versus comparator EGFR-TKIs (gefitinib/erlotinib) in patients with EGFR 

mutated (EGFRm) advanced NSCLC, not previously treated for advanced disease.5,6

• Patients included in the FLAURA China study were those self-identified as Chinese 

and enrolled in mainland China. 

• We previously reported osimertinib improved PFS versus comparator EGFR-TKI in 

the FLAURA China study: hazard ratio (HR) 0.56 (95% confidence interval [CI] 0.37, 

0.85).7

• Here we present OS data from the FLAURA China study.

Results

Table 1. Patient baseline demographics and clinical characteristics

Data are n (%) unless otherwise stated. *Brain and visceral metastases were determined programmatically from 

baseline data.**EGFR mutations based on the local or central test used for randomisation strata.  

EGFR-TKI, epidermal growth factor receptor tyrosine kinase inhibitor; WHO, World Health Organization.
Conclusions

• In the FLAURA China study, median OS was extended by a clinically meaningful 7.4 

months in the osimertinib group vs comparator EGFR-TKI group.

• These results were consistent with the global population, where median OS was 

extended by 6.8 months in the osimertinib group.6

• Median OS in the FLAURA China study was lower than in the global study in both 

arms,6 likely driven by the different disease characteristics observed in the China 

versus the global population (WHO PS=1 85% vs 59%,5 respectively).

• After 3 years, 20% of patients in the osimertinib group and 8% of patients in the 

comparator EGFR-TKI group remained on first-line study treatment.

• In the osimertinib group, the clinically meaningful PFS benefit observed has translated 

into clinically meaningful increases in TFST, TSST and OS.

• The safety profile of osimertinib in the China study remains generally consistent with 

the global study; no new safety signals were reported.5,6,7
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• At DCO, 56 (79%) and 62 (95%) patients had discontinued treatment in the osimertinib 

and comparator EGFR-TKI groups, respectively.

• In the comparator EGFR-TKI group, 22 (34%) patients crossed over to osimertinib 

per protocol.

• Median (range) treatment exposure was 20.0 (0.3–39.7) months in the osimertinib group

and 13.6 (1.1–39.1) months in the comparator EGFR-TKI group.

• More patients continued to receive study treatment in the osimertinib group versus the 

comparator EGFR-TKI group; survival rates were higher at 24 and 36 months in the 

osimertinib group versus the comparator EGFR-TKI group (Table 2).

Figure 3. Overall survival across subgroups

Endpoints

• The primary endpoint was investigator-assessed PFS according to RECIST v1.1.

• Key secondary endpoints were OS and safety. Time to first / second subsequent 

therapy (TFST / TSST) were exploratory endpoints.

Statistical methods

• The full analysis set (FAS) comprised all randomised Chinese patients in mainland China,

including 19 patients who were part of the global population and additional patients 

enrolled following closure of global enrolment under the same protocol.

• OS was assessed every 6 weeks after objective disease progression and defined as 

time from randomisation until death from any cause.

• OS was analysed using a log-rank test stratified by mutation status; and a Cox proportional 

hazards model was used to estimate the hazard ratios in predefined subgroups.

• All statistical analyses for the FLAURA China study are considered exploratory.

• Data cutoff (DCO) was 25 June 2019.

Osimertinib 

(N=71)

Comparator EGFR-TKI 

(N=65)

Median (range) age, years 60 (29–80) 61 (32–82)

Female 43 (61) 46 (71)

No history of smoking 53 (75) 50 (77)

WHO performance status, 0 / 1 7 (10) / 64 (90) 13 (20) / 52 (80)

Brain / extra-thoracic visceral metastases* 17 (24) / 25 (35) 21 (32) / 30 (46)

EGFR mutation type**

L858R

Exon 19 deletion

35 (49)

36 (51)

32 (49)

33 (51)

Censored data are indicated by tick marks. Data from patients who had not died at the time of the analysis were 

censored on the basis of the last recorded date on which the patient was known to be alive.

CI, confidence interval; EGFR-TKI, epidermal growth factor receptor tyrosine kinase inhibitor; OS, overall survival.

Figure 2. Kaplan-Meier plot of overall survival

Table 2. Patients remaining on study treatment and survival rates

CI, confidence interval; CNS, central nervous system; Ex19Del, Exon 19 deletion; HR, hazard ratio; OS, overall 

survival; WHO, World Health Organization.

*Refers to those patients who did not receive either chemotherapy or an EGFR-TKI; 2L, second line; EGFR-TKI, 

epidermal growth factor receptor tyrosine kinase inhibitor; FST, first subsequent therapy.

Summary of AEs, n (%)
Osimertinib 

(N=71)

Comparator EGFR-TKI 

(N=65)

Any AE 70 (99) 64 (98)

Any AE, possibly causally related* 66 (93) 56 (86)

Any AE Grade ≥3 38 (54) 18 (28)

Any AE Grade ≥3, possibly causally related* 18 (25) 10 (15)

Any fatal AE 7 (10) 2 (3)

Any serious AE 25 (35) 12 (18)

Any AE leading to discontinuation 9 (13) 4 (6)

Most frequent AEs (≥20% in either group)

White blood count decreased 29 (41) 6 (9)

Anaemia 27 (38) 11 (17)

Platelet count decreased 20 (28) 1 (2)

Diarrhoea 17 (24) 19 (29)

Neutrophil count decreased 17 (24) 3 (5)

Weight decreased 17 (24) 8 (12)

Aspartate aminotransferase increased 11 (15) 28 (43)

Alanine aminotransferase increased 6 (8) 29 (45)

OS

• At DCO, 45 (63%) and 44 (68%) patients had died in the osimertinib and comparator 

EGFR-TKI groups, respectively (65% overall OS maturity).

• Median follow-up for OS was 31.0 and 24.9 months, respectively.

• Median (95% CI) OS was 33.1 months (26.0, 35.9) in the osimertinib group and 25.7 

months (19.6, 32.8) in the comparator EGFR-TKI group (HR 0.85; 95% CI 0.56, 1.29; 

p=0.442) (Figure 2).

• OS benefit with osimertinib compared with comparator EGFR-TKI was observed across 

predefined subgroups, but varied in magnitude (Figure 3).

Time to subsequent therapies 

• Median (95% CI) TFST was 21.4 months (18.8, 27.4) and 15.8 (11.9, 20.0) in the 

osimertinib and comparator EGFR-TKI groups, respectively, (HR 0.62; 95% CI 0.42, 

0.92). 

• First subsequent (second line) therapies following discontinuation of study treatment are 

shown in Figure 4.

• Median (95% CI) TSST was 29.6 months (23.1, 33.9) and 22.1 (17.4, 28.8) in the 

osimertinib and comparator EGFR-TKI groups, respectively, (HR 0.79; 95% CI 0.52, 

1.18).

Figure 1. Study design

*Note all patients in the FLAURA China cohort were in the stratum of Asian. **All Chinese sites selected gefitinib. 
†By investigator assessment if disease progression occurred after the primary analysis data cut-off.

CNS, central nervous system; EGFR-TKI, epidermal growth factor receptor tyrosine kinase inhibitor; NSCLC, non-

small cell lung cancer; WHO, World Health Organization.

Patients and treatment

• Overall, 136 patients were randomised (osimertinib, n=71; comparator EGFR-TKI, 

n=65).

• Demographics and clinical characteristics were generally well balanced between the 

groups (Table 1).

Safety

• No new safety signals were identified (Table 3). As reported at the DCO for PFS, a 

higher proportion of adverse events (AEs) grade ≥3 and serious AEs were reported in 

the osimertinib group versus the comparator EGFR-TKI group, which was largely driven 

by the local practice of increased reporting of laboratory- and disease-related symptoms 

as AEs.

*As assessed by the investigator. 

AE, adverse event; EGFR-TKI, epidermal growth factor receptor tyrosine kinase inhibitor.

Osimertinib 

(N=71)

Comparator EGFR-TKI 

(N=65)

Patients remaining on 

study treatment, n (%)

Survival rate, 

% (95% CI)

Patients remaining on 

study treatment, n (%)

Survival rate, 

% (95% CI)

12 months

24 months

36 months

52 (73)

27 (38)

14 (20)

83 (72, 90)

64 (52, 74)

39 (27, 50)

37 (57)

9 (14)

5 (8)

81 (70, 89)

54 (41, 66)

33 (21, 44)

Table 3. Safety summary

Figure 4. Second-line treatment following discontinuation
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