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ARCHER 1050: Study Design

• Phase III randomized, open-label, study to evaluate dacomitinib as an 
alternative first-line treatment for patients with advanced NSCLC with an 
EGFR-activating mutation

Mok et al. Abstr 9004

Dacomitinib 
45 mg PO QD

(N=227)

Key eligibility criteria:

● Advanced NSCLC with EGFR-activating 
mutation(s)

● Measurable lesion(s) as per RECIST 
criteria v1.1

● No prior systemic treatment of 
advanced NSCLC

● No CNS metastasis

● No prior EGFR TKI or other TKI

● ECOG PS 0–1

Primary endpoints:

● PFS by blinded IRC in the ITT 
population

Secondary endpoints:

● PFS (investigator assessed), 
ORR, DOR, TTF, RMST, OS 
and OS at 30 months

● Safety and PROsGefitinib 250 mg 
PO QD

(N=225)

N=452
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Stratification factors:
Race (incl. Asian vs non-Asian)

EGFR mutation type (exon 19 deletion vs 
L858R mutation)



ARCHER 1050: 
PFS by Independent Review – ITT Population

Wu Y-L, et al. Lancet Oncol 2017; doi:10.1016/S1470-2045(17)30608-3 (Epub ahead of print);

Dacomitinib (PF-00299804) is an investigational compound.
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PFS rate 
30.6% vs 9.6%

Daco 
(N=227)

Gef
(N=225)

Number of Events, n (%)
136

(59.9%) 
179

(79.6%)

Median PFS (95% CI)
14.7 

(11.1–16.6)
9.2 

(9.1–11.0)

HR (95% CI)
0.59 (0.47–0.74)

P<0.0001
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NE J009: Phase III study comparing gefitinib to combination
therapy with gefitinib, carboplatin, and pemetrexed for untreated
patients with advanced NSCLC with EGFR mutations
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NEJ026: Phase III study comparing bevacizumab plus 
erlotinib to erlotinib in patients with untreated NSCLC 
harboring activating EGFR mutations
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JO25567: Erlotinib plus bevacizumab vs erlotinib alone as firts line 
treatmetn for advanced EGFR mutation NSCLC: survival follow-up 
results of JO 25567
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