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[ Abstract] Background and purpose: Nab-paclitaxel (Abraxane) is an albumin-bound form of paclitaxel
that utilizes the natural properties of albumin to improve paclitaxel delivery to the tumor. It has recently been approved
for treatment of breast cancer after failure of combination chemotherapy for metastatic disease or relapse within short
time after adjuvant chemotherapy. The purpose of this study was to evaluate the efficacy and safety of albumin-bound
paclitaxel in patients with aggressive and refractory metastatic breast cancer (MBC). Methods: A total of 58 patients
with MBC were enrolled into this study from Jul. 2009 to Jan. 2014. All patients received albumin-bound paclitaxel-
based chemotherapy. The adverse reactions were evaluated every cycle, and the short-term response was evaluated
every two cycles. The patients were followed-up, and the survival was analyzed. Results: 58 patients with refractory
MBC were evaluable for response, 67.2% of patients received multiple line (=3 lines) chemotherapy, 32.8% of patients
with first and second line of chemotherapy were involved metastasis within one year after adjuvant chemotherapy,
84.5% of patients with visceral metastasis and 93.1% with prior taxane treatment. The objective response rate (ORR)
was 13.8%, and disease control rate (DCR) was 60.3%, the median progression free survival (PFS) was 4.0 months, and
the overall survival (OS) was 10.1 months. For 23 patients with triple negative breast cancer, ORR was 13.0% and DCR

was 56.5%, the median PFS was 4.1 months, and OS was 6.6 months. The main toxicity was myelosuppression (grades
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3 and 4 neutropenia, anemia and thombocytopenia were seen in 34.5%, 12.1% and 6.9% of patients, respectively),

gastrointestinal reactions, sensory neuropathy, myodynia/arthragia, fatigue, alopecia and so on. Conclusion: The

albumin-bound paclitaxel-based chemotherapy can be used in aggressive and refractory MBC. It also showed antitumor

activity in taxanes-resistance patients and triple negative patients with good safety and tolerance.
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Tab. 1 Baseline characteristics of patients

(n=58)

Characteristics n Percentage/%
Agel/year

Median 55

Range 30-79
Menopause status

Pre 16 20.7

Post 42 79.3
ECOG PS

0 29 50.0

1 19 32.8

2 10 17.2
ER/PR status

Positive 33 66.9

Negative 25 43.1
HER-2 status

Positive 7 12.1

Negative 50 87.9

Triple negative 23 39.7
Adjuvant therapy

Chemotherapy 47 81.0

Endocrine therapy 27 46.6

Radiation therapy 30 51.7
Lymph-nodes number

0 14 24.1

1-3 12 20.7

=4 32 55.2
Metastatic sites

Visceral metastasis 49 84.5

Liver 31 53.4

Lung 25 43.1

Bone 35 60.3

Brain 7 12.1

Soft tissue 47 81.0

Malignant effusion 24 41.4
Number of metastatic sites

<3 22 37.9

=3 36 62.1
Disease free interval/year

<2 30 51.7

=2 28 48.3

Prior taxane regimen 54 93.1

Prior anthracycline regimen 47 81.0

ECOG PS, Eastern Cooperative Oncology Group performance
status; ER, Estrogen receptor; PR, Progesterone receptor; HER-2,
Human epidermal growth factor receptor 2; Triple negative: ER, PR
and HER-2 negative.



(F@BER L) 2014552485111

839

1.4 FTHRARRNITM. BET

St A AL i kb XA A T R Y R el
i, 2T R R A, R
RECISTI1.1: 54 %% ff#(complete response,
CR) N T BRI K 5 #4322 fif (partial
response, PR)JAH L gkt 42 8R4 /1
=30% ; PIRIEE(progressive disease, PD)
R BE L KA AR SR AN T em 320 9% 5
PUET R ks $ R Fa iE (stable disease, SD) N
e A AR BORTA 4 /ME R IAPRECA 1
JIME A IAPD ., % W2%fi# K (objective response
rate, ORR)=CR+PR, ¥ Jj5 ¥l (disease
control rate, DCR)=CR+PR+SD; JCikJEA4 17
(progression free survival, PFS)&E X NIFIRIAIT
25— U PD AT ] Ji PR SE T 4 A ] T s
S (overall survival, OS)iE MLIT I Z
HEZIETBORRBEVIZ H 1k, AR E R
] ] S SR 5T TS RS = 3E B AR T bR
(National Cancer Institue-Common Terminology
Criteria for Adverse Events, NCI-CTC4.0)H|%E ,
PrifEST R0 ~ 41
1.5 SritFabE

I FISPSS15.048 3144k i A B dietr 4 it
S0P . R I RO B IE R R iR PR g it
ST TIEANY, THECRRCR RS, TP
PFSHIH{i70S, % HKaplan-Meierih2: il A= £
2. P<0.05MZEmA G L

2 4 R

2.1 EHAFFR

58 ] H g T 2134 E W Ak TT
LAY R B34S . 58 I B E AT I
Jrde, HhJIGCREE, 8HIPR(13.8%),
2715|SD(46.6%), 234|PD(39.7%), ORRMN
13.8%(8/58), DCR 460.39%(35/58), 5814 H# 1k
HE (T FH A 8FI AN [R) Ak 7 7 58 B i sk 7 e B8GH
FPZ 3, BRI YT L ER2, Al LA B
R Z B R A 455 R S A2 B2 RS
RHITT EMDCREE KT 60% . $i RIRTT AL
SrHEIE AL, 19618 K — . &M HER
A TSI TT ZIRYT WIDCRFE N 78.9%, 2314
ZENLHDCREH}60.9%, 166 12k DL - {di ]
[IDCRAK A37.5%, 3202 ] b2 7 il
=, PE}M0.044,
2.2 PFSHIOSH g

58451 £ 3 v B ] 8. 44 H (95%CT
4.4 ~38.0"H), HiPFSH4.01 H(95%CI:
2.1~6.01H, K1A), H£0SHKH10.01H
(95%CI: 8.8 ~11.44/1, E1B), #wME K5
i ROR YT B R AT hr, HhE k5
— ZEMHE AEASA BRI F iR
BIT R PES 6.1 H (95%CI: 5.4 ~ 6.8
), A0S H 14240 H(95%CI: 7.8 ~20.6
H); =& LM FAIPFSH3.90 H (95%CI.

F2 RHTFRRAST

Tab.2 Subgroup analysis of short term-response

n (%)
Chemotherapy agents n (%) D Re;}:{onse D DCR ORR
Albumin-bound paclitaxel 31(53.4) 10(32.3) 6(19.4) 15(48.4) 16(51.6) 6(19.4)
Albumin-bound paclitaxe-+trastuzumab 1(1.7) 1(100.0) 0(0) 0(0) 1(100.0) 0(0)
Albumin-bound paclitaxe+trastuzumab+pertuzumab 1(1.7) 0(0) 1(100.0) 0(0) 1(100.0) 1(100.0)
Albumin-bound paclitaxe+bevacizumab 1(1.7) 0(0) 1(100.0) 0(0) 1(100.0) 1(100.0)
Albumin-bound paclitaxe+carboplatin 18(31.0) 13(72.2) 0(0) 5(27.8) 13(72.2) 0(0)
Albumin-bound paclitaxe+carboplatin+trastuzumab 2(3.4) 0 (0) 0(0) 2(100.0) 0(0) 0(0)
Albumin-bound paclitaxe+carboplatint+bevacizumab 1(1.7) 0(0) 0(0) 1(100.0) 0(0) 0(0)
Albumin-bound paclitaxe+gemecitabine 3(5.2) 3(100.0) 0(0) 0(0) 3(100.0) 0(0)
First and second line 19(32.7) 12(63.2) 3(15.8) 4(21.1) 15(78.9)* 3(15.8)
Third to fifth line 23(39.7) 10(43.5) 4(17.4) 9(39.1) 14(60.9)* 4(17.4)
More than fifth line 16(27.6) 5(31.3) 1(6.3) 10(62.5) 6(37.5)* 1(6.3)

*: DCR was significantly different among three groups, P=0.044.
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Tab.3 Treatment related toxicities(n=58)

[n(%)]
Toxicity All grade Grade
1 2 3 4 =3
Hematologic
Leukopenia 50(86.2) 9(15.5) 22(37.9) 15(25.9) 4(6.9) 19(32.8)
Neutropenia 49(84.5) 7(12.1) 22(37.9) 16(27.6) 4(6.9) 20(34.5)
Febrile neutropenia 0 0 0 2(3.4) 1(1.7) 3(5.2)
Thombocytopenia 9(15.5) 1(1.7) 4(6.9) 3(5.2) 1(1.7) 4(6.9)
Anemia 21(36.2) 11(19.0) 3(5.2) 5(8.6) 2(3.4) 7(12.1)
Nonhematologic
Fatigue 35(60.3) 18(31.0) 15(25.9) 2(3.4) 0 2(3.4)
Rash 4(6.9) 3(5.2) 1(1.7) 0 0 0
Nausea/vomiting 20(34.5) 18(31.0) 2(3.4) 0 0 0
Diarrhea 6(10.3) 4(6.9) 2(3.4) 0 0 0
Arthralgia/myalgia 16(27.6) 13(22.4) 3(5.2) 0 0 0
Sensory neuropathy 15(25.8) 10(17.2) 5(8.6) 0 0 0
Increased ALT/AST 23(39.6) 17(29.3) 6(10.3) 0 0 0
Increased TBIL 6(10.3) 6(10.3) 0 0 0 0

AST, Aspartate aminotransferase; ALT, Alanine aminotransferase; TBIL, Total bilirubin.
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