Case 5: Immunology/Oncology
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Safety and Efficacy Study

Phase Il

Single arm

Open label

Multicentric

Two Stages: Stages A & B

Stage A: 15 patients; Stage B: 46 patients

Study duration: 6 months treatment + FU till surviv
Doses : (6 cycles) 1 dose group + background
Carboplatin & Paclitaxel therapy

Recruitment Period: Nov 2006 - Feb 2007

al No. of Pats 62

No. of Sites 11

Breast cancer with evidence of locally advanced or
metastatic disease

Cross sectional imaging that is at least 2 cm in longest

diameter (1 cm if measured by spiral CT)

Recruitment Period

Recruitment Rate
Pts/Site/Month

Study in start-up phase

Regulatory application

made




