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Purpose; This phase II study was performed to evaluate the efficacy and safety of docetaxel
in patients with anthracycline-pretreated metastatic breast cancer (MBC).

Materials and Methods: From September 1996 to January 1998, 27 patients with metastatic
breast cancer from 31 to 63 years of age with a performance status of O to 2 were registered
in the phase II trial. All patients had metastatic breast cancer which had progressed or relapsed
during or after treatment with an anthracycline-based regimen. Docetaxel 75 mg/rn2 was ad-
ministered over 1 hour every 21 days until disease progression was documented or until toxic
effects precluded further therapy. All patients received dexamethasone orally at the dose of 16
mg on days —1, 0, 1 of each cycle.

Results: Objective responses were seen in 9 of 25 assessable patients (two complete and seven
partial responses), with an overall objective response rate of 36%. The median duration of
response was 36 weeks (range 19.0~40.5). The median time to progression and survival duration
were 17.5 and 69 weeks, respectively, for assessable patients. One hundred fifty cycles (median,
five) of docetaxel were administered. Among 27 patients assessable for toxicity, the following
side effects were reported: nadir neutropenia grade 3 (4 patients) and grade 4 (22 patients); grade
2 stomatitis (6 patients); grade 2 alopecia (5 patients); grade 2 to 3 neurosensory toxicity (4

AYAzL : e, AgA AREF AEF 134HR], dAAGz dztoist Watstad, AAg4AE, 120-752
Tel: 361-7652, Fax: 393-3652, E-mail: jkroh@yumc.yonsei.ac.kr

2 QNS gFErgze AkP)e] ATH] AYOR o] FoiA.

A 20000 19 59, AlAMFAL : 20009 39 21

235



236 ch3EFErSA] ;A 329 A)2 3 2000

patients); no hypersensitivity reaction; mild fluid retention (4 patients).

Conclusion: Docetaxel is an active agent in patients with antracycline-pretreated metastatic breast
cancer. Docetaxel was associated with severe but reversible neutropenia. Dexamethasone
prevented hypersensitivity reactions and appeared to ameliorate fluid retention.
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Table 1. Patient characteristics

Characteristic No.
Total of No. of patients 27

Evaluable for response 25

Evaluable for toxicity 27
Age (years)

Median 51

Range 31~63
ECOG* performance status

0 6

1 17

2 2

No. of disease sites
1 10

2 10
>3 5
Site of disease
Breast 3
Skin/soft tissue 4
Lymph node 8
Bone 7
Visceral 21
Lung 13
Pleura 5
Liver 6
No. of prior regimens
1 8
2 14
>3 3
Previous therapy
Hormonal therapy 9
Chemotherapy
Adjuvant onlyJr 7
Metastatic only 4
Adjuvant + Metastatic 14

*Eastern Cooperative Oncology Group, T Three patients
received neoadjuvant chemotherapy in addition to
adjuvant chemotherapy
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Table 2. Administered dose and number of cycles

No. of patients No. of cycles
Dose (n=27) (n=150)
55 mg/m’ 3 22
75 mg/m’ 27 100
100 mg/m® 7 28
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(16%), 5 7HAE B5F A|8Puhe 7397} 149 (56%)
o] gir}.

2) BO{EY

AF717 F 2739 #AE 22 F 1505
719] FEFoi7F AP E Y eH(Table 2). 2% -& 35
T LTz Qld, 19 Tx ARG S4e
2 Qs 55 mgm’e g Zeksto] ozl 150
F71 F 13F71@7%)A 39 o]4 X &87F A
59lew docetaxeld} ZHFPHoz s o] A
H 4= gk

B2 Fojube F FU|49 FAge 557
(89 1~14)0]9, F/|H Tt fafo] Fo}
e 752 mgm® (H$) 54.5~101.9) o|gict. A=A
7} Foiwre FHgake] Fohzhe 3894 mgm’
(H9] 76.4~1,046)0]0, FE8F ZAx) FU4GL
2 25.4 mg/m’week () 19.4~30.3)0] 1, Fi&
F Zxe] F4Ie 1.02089 0.77~1.21)0] %Ik

3) &M

H7l7bsd 2599 2 F SATHe 29
(8%) F-E3l= TH(28%) 22 HAN-S-EL 36%
% c}. Intent-to-treat HAF-ol| A 8] HI2-E& 33% &
vebskeh 2HBE 717k F3hE 10057089
61~135)%ch AF FIEAHNA HF o]
Ho] shsslae 239 FollA Apbe] 159, S
o] 8 o2 el A X8 AALRE kol
vebd wiztzje] 71748 FFae 67(dH 3.5~

1.0
£ 81
=
3
S 61
Q
2
B 47
=]
§ o Events= 15
©  “ | Censored= 10
Median overall survivial= 69 weeks
0.0 L) 1 T T T T

0 20 40 60 80 100 120 140
Overall survivial (weeks)

Fig. 1. Kaplan-Meier curve of overall survival in 25
assessable patients
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Table 3. Hematologic toxicity (n=27)

NCI* grade
Toxicity Total %
1 2 3 4
Leukopenia 4 16 7 27 100

Thrombocy-
topenia
Anemia 12 11 0 0 23 85

0
Neutropenia 0 1 4 22 27 100
0 0 0 0 0 0

*National Cancer Institute

Table 4. Nonhematologic toxicity (n=27)

NCI grade
Toxicity Total %
1 2 3 4

Nausea 6 0 0 0 6 22
Vomiting 0 1 0 0 1 4
Stomatitis 2 6 0 0 8 30
Diarrhea 1 0 0 0 1 4
Skin 1 0 0 0 1 4
Neurosensory 3 3 1 0 7 26
Alopecia 1 5 0 0 6 22
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