


FLAURAGHSR Ecrr-Tki-108)

Primary Endpoint: PFS (BICR)
Secondary Endpoint: ORR, ORR, DCR, DoR, safety, QOL

29 HESIIEREIIE R

Brain meta

{E R EEREE . o
SE AR R Osimertinib (80mg/day) 18948 23548 15248  80% 1724F
StagelllB/IV n=273

(1 XE5E)
- EGFREIEFZEE ; HR=0.46 HR= HR=0.47

Exon19 deletion . > P00

Exon21 L858R
- Asymptomatic n=2ri
T Gefitinib (250mg/day) 10.241 F 164 E 9064 F /6% 854 F

or

Elrotinib (150mg/day)

n=556

2015F4H 13T TiThn/c 7O N I—ILEEICE D, EEREKFETEE LD
R FETT79IOMDEIE SNBSS ITEA I XILFZIADZ AR A —/IN—HF
@5“7—5_0




LBA2 PR: EGFREREETNSCLCRE(CHIIFFE —RBINABMELTOAIANFZT vs
SoCMHEGFR-TKI(FLAURA)- Ramalingam S b

+ BPROE®

- EGFREREETNSCLCEECHIZE —FIUERMEL T AV F TR ERR
(SoC) THHEGFR-TKIOEMMEE T £ ELLEEFF M TS L

52’35’3 BREE AYALF=F 80 mg/B
B3 EERNSCLC (n=279)
Ex19del/L858R

EGFR-TKIL/Z & hiRiE 6 Bk

« ZERNODAT—IA(EX19del/L858R). A
B(PVPREPIPR)

B L

ZEULCNSERBEERIN

= SoC EGFR-TKI*

WHO PSA17 0~1 B24F =7 250 mg F3TIOF=T
(n=556) 150 mg
(n=277)
FEIVFRAUB BRIV PRIV b
+ PFS(RECIST v1.1[c& T, ;ABREFERICL* ORR.DoR.DCR.$RMFE. OS PRO. &
% 5T 4iffi) 2%

"ETHLUTIOOMBZEN PR THRBINCIES. |
A ANF=TIADDIORA - - EBREENE Ramalingam S et al. Ann Oncol 2017;28(suppl 5):Abstr LBA2 PR



A Progression-free Survival in Full Analysis Set

No. of Median Progression-free Survival
Patients (95% Cl)
mo
Osimertinib 279 18.9 (15.2-21.4)
Standard EGFR-TKI 277 10.2 (9.6-11.1)

Probability of Progression-free
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Hazard ratio for disease progression or death,
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P<0.001
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B Progression-free Survival in Patients with CNS Metastases

No. of Median Progression-free Survival
Patients (95% Cl)
mo
Osimertinib 53 15.2 (12.1-21.4)
Standard EGFR-TKI 63 9.6 (7.0-12.4)
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C Progression-free Survival in Patients without CNS Metastases

No. of Median Progression-free Survival
Patients (95% Cl)
mo
Osimertinib 226 19.1 (15.2-23.5)
Standard EGFR-TKI 214 10.9 (9.6-12.3)

Hazard ratio for disease progression or death,
0.46 (95% Cl, 0.36-0.59)

P<0.001
D 1.0
-2
<
.0 0.8
-
O __
B o "
O .2 o Osimertinib
a 2
Sa 04
=
§ 0.2
o Standard EGFR-TKI
o

0.0+ I ] I I I ] I I |
0 3 6 9 12 15 18 21 24 27

Month




D Overall Survival

No. of Median Overall Survival
Patients (95% Cl)
mo
Osimertinib 279 NC (NC-NCQ)
Standard EGFR-TKI 277 NC (NC=NC)
Hazard ratio for death, 0.63 (95% Cl, 0.45-0.88)
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Figure 1. Progression-free Survival and Overall Survival.

Shown are Kaplan—Meier estimates of the duration of progression-free survival in the full analysis set as assessed by investigators (Pan-
el A), in patients with known or treated central nervous system (CNS) metastases at trial entry (Panel B), and in patients without known
or treated CNS metastases at trial entry (Panel C). Also shown are Kaplan—Meier estimates of overall survival (Panel D). Censored data
by tick marks. For the analysis of progression-free survival, data for patients who had not had a progression event or had
not died at the time of the analysis were censored at the time of their last assessment (according to Response Evaluation Criteria in Sol-
id Tumors) that could be evaluated. For the analysis of overall survival, data for any patients who were not known to have died at the
time of the analysis were censored at the last recorded date that the patient was known to be alive. Cl denotes confidence interval,
EGFR-TKI epidermal growth factor receptor tyrosine kinase inhibitor, and NC could not be calculated.
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