A two-arm phase Il study of FOLFIRI in combination with standard or escalating dose of cetuximab as first line treatment of
K-Ras wild type metastatic colorectal cancer: Everest 2.
EudraCT # 2009-009992-36, NCT01251536
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ARM A

No cetuximab-related skin toxicity until

D22. Dose escalation.

1st Dose escalation at D22: N=8
5 pts remained at 350 mg/m2 q1wk

2" Dose escalation at D36: N=3
3 pts escalated to 500 mg/m2 q1wk

ARM B
Cetuximab-related skin toxicity of any grade or
other significant toxicity until D22. Standard dose.
N=93
1 pt had no skin toxicity at D22 but was not
escalated due to FOLFIRI related toxicity

Arm not allocated
Drop-outs before D22. Standard dose.
N=7
Death 2
Adverse event 2
Disease progression 2
Withdrawal of consent or patient request 1

!

DISCONTINUED
Death 1
Disease progression 4
Complete response 1
Surgery 2

DISCONTINUED
Death 3
Adverse event 10
Disease progression 47
Patient best interest 9
Withdrawal of consent or patient
request 7
Complete response 1
Surgery 14
Lost to follow-up 1
Study closure 1
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| TR blood samples 8 |

TR blood samples 91 |

TR blood samples 7 |

TR tumour tissue samples
Primary tumour: 8
Biopsies b1: 8; b2: 3; b3: 1

TR tumour tissue samples
Primary tumour: 87
Biopsies b1: 75; b2: 37; b3: 9

TR tumour tissue samples
Primary tumour: 5
Biopsies b1: 4, b2: NA; b3: 0
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