
Encorafenib plus binimet inib in pat ients with BRAFV600-mutant
non-small cell lung cancer: Phase II PHAROS study design  

NSCLC, Stage IV
Metastat ic disease 

Documented EGFR mutat ion,
ALK fusion oncogene or

ROS1 rearrangement

Symptomat ic CNS involvement
†Other less common Class 1 BRAFV600 mutat ions

(eg, K or D) permit ted with prior discussion with the Sponsor

Ac�ve non-infect  ious
pneumonit is or history of ILD

BRAFV600E-posit ive†

Ident if ied in tumor t issue or blood, as determined by
PCR or NGS-based local laboratory assay

≥18 years old
Have measurable disease per RECIST v1.1, an ECOG PS of
0–1 and adequate tumor t issue for submission to central

laboratory for conf irma�on of mutat  ion status

Primary object ive
Evaluate the ant itumor ac�vity of encorafenib plus binimet  inib in treatment-naïve and previously treated pa�ents with BRAFV600-mutant NSCLC
as measured by ORR and determined by IRR 

Ra�onale
BRAF/MEK combinat ion therapy is approved in BRAFV600-mutant NSCLC, and encorafenib plus binimet  inib has shown a manageable safety
prof ile and ant itumor act ivity in pat ients with metastat ic melanoma
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Study design

Key eligibili t y criteria

Open label

Single arm

Pat ients with BRAFV600-mutant
NSCLC who had received no
more than 1 prior treatment
in the advanced set �ng

t

On-study treatment Outcome measures
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Glossary: BID: Twice daily; CNS: Central nervous system; DCR: Disease control rate; DOR: Durat ion of response; ECOG PS: Eastern Cooperat ive Oncology 
Group performance status; ILD: Interst it ial lung disease; IRR: Independent radiology review; NGS: Next-generat ion sequencing; NSCLC: Non-small cell lung 
cancer; ORR: Object ive response rate; OS: Overall survial; PCR: Polymerase chain react ion; PFS: Progression-free survival; QD: Once daily; RECIST: Response 
Evaluat ion Criteria in Solid Tumors; TTR: Time to tumor response

Funding: This study was sponsored by Array Biopharma, which was acquired by Pf izer in July 2019. Review and format  t ing assistance for this infographic was 
provided by Stephanie Springer, of CMC Af finity, McCann Health Medical Communicat  ions, and funded by Pf izer. Pf  izer funded the development of this 
infographic and was given the opportunity to review the content for medical and scient if ic accuracy.

Primary endpoint
Conf irmed ORR as determined by IRR per 

RECIST v1.1 in treatment-naïve and 
previously treated pat ients

Key secondary endpoints
Conf irmed ORR by the invest igator

per RECIST v1.1
DOR (by IRR and invest igator)
TTR (by IRR and invest igator)*
DCR (by IRR and invest igator)
PFS (by IRR and invest igator)

OS
Safety

*Endpoint will be analyzed but was not
prespecif ied in the study protocol

Objec�ve and ra�onale

P2

A

Eligible pat ients receive encorafenib 450 mg QD plus 
binimet inib 45 mg BID orally un�l disease 

progression, unacceptable toxicity, withdrawal of 
consent, init ia�on of subsequent ant icancer therapy, 

death or end of study 

Approximately 107 pat ients are planned
to be enrolled

At least 60 treatment-naïve and 37 previously   
treated pat ients with BRAFV600E mutat ion

Up to 10 addit  ional pat ients with other
BRAFV600 mutat ions may also be included

•

      •

      •

Treatment-naïve or previously treated‡

‡Prior f irst-line plat  inum-based chemotherapy or prior
f irst-line ant  i-PD-1/PD-L1 inhibitor treatment (alone

or in combinat ion with another immunotherapy
and/or plat inum-based chemotherapy)

Prior treatment with any
BRAF or MEK inhibitor

18+

Key exclusion criteriaKey inclusion criteria


