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Biomarker

The MAH should investigate suitable biomarkers (including VEGF-A) to allow identification and
selection of a more targeted population of patients most likely to benefit from the combination of
Avastin and paclitaxel in the treatment of first-line metastatic breast cancer. A report on the research
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programme should be submitted within 3 maonths of the Commission Decision. Progress reports should
be submitted on a yearly basis. '
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A PHASE III, RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED,
MULTICENTER STUDY TO EVALUATE THE EFFICACY AND SAFETY OF
BEVACIZUMAB AND ASSOCIATED BIOMARKERS IN COMBINATION WITH
PACLITAXEL IN COMPARISON WITH PACLITAXEL PLUS PLACEBO AS
FIRST-LINE TREATMENT OF PATIENTS WITH HER2-NEGATIVE METASTATIC
BREAST CANCER
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