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Abstract Disclosures
Abstract:

Background: ABCSG-24 is assessing the effect of adding C to DE and adding T to DE or DEC on |
Pts with operable BC (any T stage except T4d, N+/-, M0O) scheduled for pre-operative chemotherap
six 3-weekly cycles of D 75 mg/m?, d1 + E 75 mg/m® d1 + P 6 mg d2, + C 1,000 mg/m? bid d1-14. P
pPCR rate. After protocol amendment, HER2+ pts were also randomized to adjuvant £ neoadjuvant 1
04 to Nov 06, 262 pts were enrolled, including 29 HER2+ pts. 145 are evaluable (DE: 74 pts, 400 cy
344 cycles). The table shows grade 3/4 adverse events (AES) in >2% of pts in either arm. Febrile ne
Serious AEs occurred in 22% vs 20% of pts in DE vs DEC, respectively. Fewer pts in the DE than tf
dose reduction (0.5% vs 6.6% of cycles), withdrew consent (4% vs 13%) or were withdrawn by the i
17%). Reasons for withdrawal by investigator were: HFS, stomatitis, mucositis, diarrhea, vomiting,
fatigue, asthenia, docetaxel hypersensitivity, and asymptomatic liver enzyme elevation. No serious
toxicity has occurred with T. Conclusions: Despite infrequent grade 3/4 AEs in both arms, more pt:
than DE, by either patient’s or investigator’s choice. Since May 06, no DEC pts have withdrawn con
of improved pt education and symptom management. This finding reinforces the need for close mor
management of AEs. The addition of C to DE presents no safety concerns. Efficacy results are due

Grade 3/4 Adverse Events in >2% of Pts

| DE |(n=74)|DEC |(n=71)
| G3 |G4 |G3 (G4
Neutropenia 11%(11% |10% [10%
‘Thrombocytopenia (0% (0%  [3% (0%
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Infection 3% (1% (3% [0%
Diarrhea 4% (3% 3% (0%
Nausea 1% (0% (3% (0%
Hand-Foot Syndrome (0% (0% 4% (0%
Pain 3% 1% (1% [0%
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