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ARCHER1050 (EGFR-Tkr)

Primary Endpoint: PFS (BICR)

Secondary Endpoint: PFS (by investigator), ORR, ORR, TTF, DCR, DoR, safety,
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ARCHER 1050: Study Design

= Multicenter, randomized, open-label phase |l study

Stratified by race (Asian vs non-Asian),
EGFR mutation (exon 19 vs 21)

|

Treatment-naive pts with advanced /'
NSCLC, EGFR-activating mutation(s),
and ECOG PS 0/1; no CNS metastases

jor TKI
or't)‘rl—or o S \. Gefitinib 250 mg PO QD
e (n = 225)

Dacomitinib 45 mg PO QD
(n =227)

* Primary endpoint: PFS by blinded independent review

= Secondary endpoints: PFS by investigator assessment, ORR, DoR, TTF,
OS, safety, pt-reported outcomes
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Mok T, et al. ASCO 2017. Abstract LBAS007. Slide credit: clinicaloptions.com




ARCHER 1050: PFS by Independent Review Committee

Median PFS,
Events, n Mos (95% CI)

— Dacomitinib (n =227) 136 14.7 (11.1-16.6)
— Gefitinib (n = 225) 179 9.2 (9.1-11.0)

g 60 HR: 0.59 (95% CI: 0.47-0.74; P < .0001)
v
o 40
20
++ Censored
0 6 12 18 24 30 36 42
Patients at Risk, n Mos

(no. censored)
Dacomitinib 227 (0) 154 (23) 106 (31) 73 (36) 20(74) 6(88) 0(91) 0 (91)
Gefitinib 225 (0) 155 (15) 69 (23) 34 (27) 7 (40) 1(45) 0(46) O (46)

Wu YL, et al. Lancet Oncol. 2017:18:1454-1466.



ARCHER 1050: Best Overall Response

Outcome Dacomitinib Gefitinib HR (95% CI) P Value
(n = 227) (n = 225)
ORR, % (95% CI) 74.9 71.6

(68.7-80.4) (65.2-77.4) 9883

Median DoR, mos (95% CI) 14.8 8.3

(12.0-17.4) (7.4-9.2) < 0001

Median TTF, mos (95% CI) 11.1 9.2 0.67

(9.2-14.6) (7.6-9.4) (0.54-0.83) <001

» OS data not yet mature (36.9% of events at data cutoff)

Mok T, et al. ASCO 2017. Abstract LBA9007.




ARCHER 1050: PFS by IRC Subgroup Analysis

Dacomitinib Gefitinib HR
Events (n)/Pts (N) Events (n)/Pts (N) (95% CI)

Age :
< 65 yrs 83/133 114/140 —o— 0.51 (0.39-0.69)
> 65 yrs 53/94 65/85 — 0.69 (0.48-0.99)

Sex
Male —o—

Female 54/81 77/100 —— 0.72 (0.51-1.02)

ECOG PS 82/146 102/125 : 0.50 (0.37-0.67)
0 —e—

1 ——

Race 40/75 46/62 0.65 (0.43-1.00)
Asian 96/152 133/163 —— 0.56 (0.43-0.73)
Non-Asian ——

Smoking status :

Never 97/170 140/176 —o— 0.51 (0.39-0.66)
Former or current 39/57 39/49 ——i 0.89 (0.57-1.39)

EGFR mutation at randomization
Exon 19 deletion o :

L858R 87/147 117/144 o 0.51 (0.39-0.68)

All patients 49/80 62/81 —o— 0.72 (0.49-1.05)

L i ——

75/134 109433 10 055(0.41-0.%8)
61/93 76/92 0.63 (O 44-0.88)
136/227 179/225 0.58 (0.46-0. 73)

Wu YL, et al. Lancet Oncol. 2017:18:1454-1466.
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