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143)
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FPatients

o

Mo, of
FPatients

Fo

Age, yvears

MNediam =0 Fake)

Rangs 30-7F0 27F7-F0
Maenopausal status

Premaenopausal 849 BE8.7 =23 BEF.2

FPostmenopausal 59 AA1.3 =2 A2 .8
Turmor stage

T 26 25_2 <10 27 .5

T2z 920 S52.9 = B S53.5

T3 12 5.4 F A8

T2 5 =25 = <1
Climical nodal stage

MNegative =26 S0, = E5.9

Fositive 57 329.9 (S B 10 Iy |
Hormone receptor status

Positiwve DS S 7 S5.9

MNegative a7 =29 A3 33.1
HERZ status

MNegative 109 TG.2 110 5.8

Positiwve 29 20.3 =1 21 .4

Mot determinable LS 2.5 =} 2.8
Srade

1-22 20 5a.0 = 7.9

= 5a 391 55 288

Mot determinable i 2.9 5 2.5
Abhbbrewviations: ED+ G, epirubicin and docetaxel plus granulocyite colony-

stirmulating factor;

HERZ, hurman epidermal growwth factor receptor 2.
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Table 1. Treatment by Study Arm

Agent Dose Route schedule
Arm 1 AT-C
Daoxorubicin 80 mg/m? IV, 1 h* Days 1, 15, 29
Paclitaxel 200 mgfm? IV, 24 h Days 43, 57, 71
Cyclophosphamide 3 gfm? IV, 1h Days 85, 99, 113
G-CSF 5 po'kg sQ Days 3-10, 17-24, 31-38, 45-52, 53-66, 73-80
87-94, 101-108, 115-122
Ciprofloxacin 500 mag/bid Oral Same as G-CSF
Am 2: AC-HD
Deoxorukicin 80 mg/m? IV, 1 h= Days 1, 22, 43, 64
Cyclophosphamide 800 mg'm? IV, 1 h Days 1, 22, 43, 64
Stamp |
Cyclophosphamide 1.875 g/m?/d IV, 1h Days —6, —5, —4
Cisplatin EE mg/m2/d IV, 24 h Days —8, —5, —4
Carmustine 800 mgfm? IV, 2 h Day —3
Stamp WV
Cyclophosphamide 1.5 g/m3d IV, 24 h Days —7, —6, —E, —4
Carboplatin 200 mg/m3/d IV, 24 h Days —7, —6, —5, —4
Thiotepa 128 mg/m?/d IV, 24 h Days —7, —6, -5, —4

Abbreviations: A-T-C, sequential doxorubicin, paclitaxel, and cyclophosphamide; 1V, intravenously; h, hours; G-C5F, granulocyte colony-stimulating factor, SC
subcutaneously; AC-HD, doxorubicin and cyclophosphamide followed by high-dose chemotherapy.
*Doxorubicin as a bolus (over 15 minutes) was permitted at the discretion of the investigator.




Table 2. Patient Characteristics by Treatment Group

Fo

Arrm T A-T-C Arm 2: AC-HD Total
Characteristic (= 271) N = 265) N = 538)

Age, years

=< 40 21 27 24

40-49 45 45 45

50-59 29 24 26

S0+ 5 3 4
ER/PgR

Positive &1 71 S1s

MNMegative 31 22 26

Unknowwn = 7 8
Initial surgery

Mastectormy + no RT 28 28 28

Mastectormy + RT 45 45 45

BECT + RT 27 26 26
Menopausal status

Premenopausal 64 72 S8

Postmenopausal 26 20 23

Other 10 8 o
Modal status (N2)

Yes = 7 a8

Mo oz a3 o2
Tumor size (T3)

Yes 17 22 20

Mo 83 78 80

Abbreviations: A-T-C, sequential doxorubicin, paclitaxel, and cyclophospha-
mide; AC-HD, doxorubicin and coyclophosphamide followed by high-dose
chemotherapy; ER/PaR, estrogen/progesterone receptor; RT, radiation ther-
apy: BCT, breast-conserving therapy.
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Table 3. Percentage of Patients Expenencing Major Toxcty During Treatment

A 1 (A-T-C) Arm 2 (AC-HD)
ATL AC HD
(268 assessable patients) (263 aasessable patients) (226 asseasable patients)
Toxcity Grade 3 Grade 4 Grade 3 Grade 4 Grade 3 Grade 4

Angnia 33 4 1 <1 36 1
Leukopenia 11 b2 4 3b Z 88
Lymphopenia k8 0 45 0 I 0
MNeutropenia ] B0 17 B7 9 [
PREC transfusion 19 0 6 0 23 0
Platelet transfusion ] < < < 27 <
Thrombocytopenia 24 Z 16 Z 49 36
Diarrhea 3 0 2 0 4 <
Fatigue 14 < 3 0 3 <
Fehnle neutropenia 10 1 8 <1 4 <
Infection 13 < 8 [ 21 0
Mucasitia B 1 b 2 1 2
MNausea 16 0 12 0 19 0
Sensory neuropathy b < | 0 0 < 0
Yormiting g 1 g Z 7 <

NOTE. Major toxicity is defined as Grada Bc::rfl t::mu:m,f occurring = % of |l5|'[|&t‘|L.- In at least one study arm.
Abbreviations: &-T-C, sequential doxpribicit syehoptrrsptariteAGHEcexordh sptrosphaide-foft
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