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Figure 2. Invasive Disease—free and Distant Relapse—free

RX P O N D E R Eﬁ ,%ﬁ@ Survival among Participants with a Recurrence Score of 25

or Lower among All Participants and According to
Menopausal Status (Intention-to-Treat Population).

C] Invasive Disease-free Survival, Premenopausal Participants 1 Distant Relapse—free Survival, Premenopausal Participants I
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VOLUME 24 - NUMBER 34 - DECEMBER 1 2006

JOURNAL OF CLINICAL ONCOLOGY ORIGINAL REPORT

Phase III Trial Comparing Doxorubicin Plus
Cyclophosphamide With Docetaxel Plus Cyclophosphamide
As Adjuvant Therapy for Operable Breast Cancer

Stephen E. Jones, Michael A. Savin, Frankie Ann Holmes, Joyce A. O’Shaughnessy, Joanne L. Blum,
Svetislava Vukelja, Kristi J. McIntyre, John E. Pippen, James H. Bordelon, Robert Kirby, John Sandbach,
William ]. Hyman, Pankaj Khandelwal, Angel G. Negron, Donald A. Richards, Stephen P. Anthony,
Robert G. Mennel, Kristi A. Boehm, Walter G. Meyer, and Lina Asmar

J Clin Oncol. 2006 ; 24 (34) :5381-7



Doxorubicin 60 mg/m? IV day 1
Cyclophosphamide 600 mg/m? IV day 1

R

:‘ g AC Every 21 days x 4 cycles

D s

O |

MG

L

Yy i Docetaxel 75 mg/m? IV day 1
TC Cyclophosphamide 600 mg/m? IV day 1

Every 21 days x 4 cycles

Fig 1. Treatment schema. AC, doxorubicin and cyclophosphamide; TC, do-
cetaxel and cyclophosphamide; |V, intravenous.

J Clin Oncol. 2006 ; 24 (34) :5381-7
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Fig 2. Disease-free survival (DFS). AC, doxorubicin and cyclophosphamide; TC, Fig 4. Overall survival. AC, doxorubicin and cyclophosphamide; TC, docetaxel
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Adjuvant S-1 plus endocrine therapy for IDFS
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Table 1 Cox regression for composite risk using the endocrine ther-
apy only group

Factors Parameter SE 7 HR 95%CI
estimate

Clinical tumor stage

cTl 0 (ref)
cT2 0.42 0.19 49 1.5 (1.0-2.2)
cT3-4 1.16 0.26 18.5 3.2 (1.9-5.3)
Nodal metastasis
Yes 0.49 0.18 74 16 (1.1-2.3)
No 0 (ref)
ER-positivity
1-9% 1.00 0.48 34 2.7 (1.1-6.9)
>10% 0 (ref)
Histological grade
1 0 (ref)
2 0.86 0.43 5.1 24 (1.0-5.5)
3 1.34 0.49 9.1 3.8 (1.5-10.0)
Ki-67
< 14% 0 (ref)
> 14%. <30% 0.17 0.24 0.5 1.2 (0.7-1.9)
>30% 0.55 0.32 29 1.7 (0.9-3.2)

ER estrogen receptor, HR hazard ratio. CI confidence interval

Probability of Survival

50 5y % (95%Cl)
—— Group 1 91.6 (86.2-95.0)
—— Group 2 82.0 (77.4-85.8)
—— Group 3 67.2 (60.1-73.6)

0 1 1 1 1 1 1 1

0 12 24 36 48 60 72

No. af risk Time (months)
Group 1 324 316 303 284 187 53 &
Group 2 400 378 350 331 23 75 11
Group 3 230 210 191 165 129 33

Fig.2 Kaplan-Meier estimate of invasive disease-free survival in the
endocrine therapy only group according to the patient group defined
by the composite risk value. Group 1, <lower quartile of the compos-
ite risk value; Group 2, interquartile range; Group 3, > upper quartile.
CL confidence interval: iDFS, invasive disease-free survival; 5-y,
S-year

Takeda M. et al; Breast Cancer Res Treat 2023
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