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:
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PROGRESSION FREE SURVIVAL ANALYSIS — CENSORING RULES*

the surgery occurred before start of a new anti-cancer
treatment, if any.

Rule Description of patient situation Progression or censoring at Progression status
1 Progressed during study treatment, before surgery with Date of assessment of progression or date of death due to Progressed
curative intent, if any, or deceased due to progression progression, if progression is not documented prior to death.
during study treatment.
3 Progressed after study treatment but before start of any Date of assessment of progression or date of death due to progression | Progressed
other anti-cancer treatment or surgery with curative if progression is not documented prior to death.
intent, or deceased due to progression after study
treatment but no prior anti-cancer treatment or surgery.
4.1 Deceased during treatment within 60 days from last scan | Date of death Progressed
where progression was NOT observed. Cause of death is
other than “disease progression”.
4.2 Deceased after end of study treatment, within 60 days Date of death Progressed
from last scan where progression was NOT observed.
Cause of death is other than “disease progression”.
12 Not progressed, still alive, not having started other anti- Date of last available tumour assessment, with a maximum of 3 years Not progressed/Censored
cancer treatment, not having undergone surgery with after database lock
curative intent
13 Not progressed during the study treatment and having Date of start of new anti-cancer treatment Not progressed/Censored
started a new anti-cancer treatment in FU before any
indication of progression or surgery with curative intent. Alternative definition: Alternative definition:
- if progressed or deceased after the start of new anti-cancer - Progressed
treatment: Date of progression or date of death, whichever comes first
- if not progressed or deceased after start of new anti-cancer - Not progressed/Censored
treatment: Date of last available tumour assessment
14 Progressed after undergoing surgery with curative intent, | Date of surgery Not progressed/Censored

Alternative definition:
Date of progression after surgery or date of death due to progression
if progression is not documented prior to death.

Alternative definition:
- Progressed

Note: Overview limited to the situations encountered in the study, applicable rules only.
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