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@ ® Adjuvant Capecitabine With Docetaxel
- and Cyclophosphamide Plus Epirubicin for
= Triple-Negative Breast Cancer (CBCSGO10):
- An Open-Label, Randomized, Multicenter,
Phase Il Trial
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PURPOSE Standard adjuvant chemotherapy for triple-negative breast cancer (TNBC) includes a taxane and an
anthracycline. Concomitant capecitabine may be beneficial, but robust data 1o support this e lacking. The
efficacy and salely of the addillon of capecitabene into the TNBC adjuvant treatment regimen was evaluated

PATIENTS AND METHODS Thes randomized, open-label, phase |1l tnal was conducied in China. Elgible female
patients with aarly TNBC afler definitive surgény were randomly assigned [ 1:1) to édther capecitabine (3 cycles ol
capecitabine and docetaxe! foliowed by 3 cycles of capecitabine, epiruticin, and cyciophosphamide) or control
treatment (3 cycles of docetaxsl followed by 3 cycles of fNluorouracil, eplubicing, and cyclophosphamide)
Randomization was centralized without stratification. The primary end point was disease-free sunaval (DFS).

RESULTS Batween June 2012 and December 2013, 636 patients with TNBC were screenad, and 585 were
randomiy assigned o treatment {condrol, 288; capecitabine, 207), Medean follow-up was &7 months. The S-year
DFS rate was higher for capecitabing than for control treatment (85.3% v B0.4%.; hazard ratio, 0.66; 95% Cl,
044 10 0.99. P = 044), Frve-year overall survival rdes were numencally highes but not sgnificantly improved
(capacitabine, 93 3% control. 90.7%). Overall, 39.1% of patients had capecitabine dose reductions, and
BA% reported grade = 3 hand-foot syndrome. The most common grade = 3 hematologc toxicibes were
neutropenia (capectabine, 136 [45.8%); control, 118 (41.0%]) and febrile neutropenia (capacdabine, 50
116.8%); controd, 46 [16.0%]), Safely data were similar to the known capecitabine safely profile and generally
comiparable behwean ames.

CONCLUSION Capecitabine when added o 3 cycles of docetaxed folkowed by 3 cycles of a 3-drug anthracychne
combination containing capecitabine instead of Aucrouracil significantly improved DFS in THBC without new
safety concems,
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INTRODUCTION

Triphe-negatnee breast cancer (TNBC) i pathologically
defined a5 an estrogen receplor (ER}-negative, pro-
gesterone recepior (PR)-negative, and human ep-
dermal growth factor receptor 2 (HER 2)-negative
disegse." N accounts for 12%-17% of all breast can-
cirs' and i characterined by hagher relapss rales and
shorter overall survival (05).7 An understanding of the
mechanisms that drive resistance and identification of

somarkers o guide treatmen] decesons may help to
impnowe surval,” To date, anthracycline- and taxane-
based therapy remains the sole proven adjuvant
systemic approach for prevention of recumence and
survival improvement.

Capecitabing, an ol prodrsg of flucnouracil, is me-
tabolized in the ver and malignant tumans and ult-
mately converied 1o cytolouic flucrouracil by thymidine
phosphondase (TP), which is highly expressed in
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