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Randomization

N = 513

Patient population 
• Advanced HER2-negative 

breast cancer
• Germline BRCA1 or BRCA2 

mutation
• ≤2 prior lines cytotoxic therapy 

for metastatic disease
• ≤1 prior lines of platinum; no 

progression ≤12 months of 
completing

• Hormone receptor expression
• Prior platinum
• CNS metastasis

21-day cycles 
• Carboplatin: AUC 6 on day 1
• Paclitaxel: 80 mg/m2 on days 1, 8, 15
• Veliparib or placebo: 120 mg BID on days –2 to 5
• Plasma cfDNA harvested at cycles 1, 3 and at progres-

sion during blinded portion

Primary endpoint:
Investigator-assessed PFS per RECIST v1.1

Optional open- 
label crossover to 

veliparib

Veliparib + 
carboplatin/
paclitaxel

Placebo +
carboplatin/
paclitaxel

Treat to progression: 
If carboplatin and paclitaxel 
were discontinued prior to 

progression, dosing of veliparib/
placebo increased to 300 mg BID 
continuous, and then 400 mg BID 

if tolerated

Figure S1


