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Quality of life in anthracycline-resistant advanced breast cancer patients treated by capecitabine
combined with docetaxel versus vinorelbine: a phase 3 randomized trial Yang Yalan, Li Qing,
Zhang Pin, Yuan Peng, Ma Fei, Cai Ruigang, Luo Yang, Fan Ying, Chen Shanshan, Li Qiao, Xu Binghe,
Wang Jiayu. Department of Medical Oncology, National Cancer Center/Cancer Hospital, Chinese Academy of
Medical Sciences and Peking Union Medical College, Betjing 100021, China
Corresponding author; Wang Jiayu, Email: wangjiayu8778@ sina. com

[ Abstract] Objective To compare the effect of different regimens ( capecitabine plus docetaxel vs
capecitabine plus vinorelbine) on the quality of life in anthracycline-resistant advanced breast cancer patients.
Methods This was a prospective, open, single-centered, phase 3 randomized trial, including 206
anthracycline-resistant advanced breast cancer patients in Cancer Hospital, Chinese Academy of Medical
Sciences and Peking Union Medical College. They were treated by different regimens of chemotherapy
(capecitabine plus docetaxel vs capecitabine plus vinorelbine) and divided into two groups accordingly: TX
group received intravenous infusion of 75 mg/m’ docetaxel on day 1 and 1 g/m” capecitabine twice per day on
days 1-14, every 3 weeks;NX group received 25 mg/m’ vinorelbine on days 1 and 8 and 1 g/m” capecitabine
twice per day, on days 1-14, every 3 weeks. After the treatment of 6-8 cycles, the patients with clinical
response continued the maintenance treatment of capecitabine. Totally 98 patients were evaluated by quality of
life (QOL)scale and functional assessment of cancer therapy-breast cancer (FACT-B) ,including 48 patients in
TX group and 50 patients in NX group. Using ¢ test, QOL and FACT-B scores in two groups were compared
before and after treatment. X’ test was used to compare the number of cases. The rank sum test was used to
analyze the rank data. Results In TX group, QOL score was 55. 08 +4. 64 and 52. 58 +5. 38 before and after
chemotherapy, indicating a significant difference (t=4.417,P<0.001). In NX group, QOL score was 53.22+
4.95 and 50. 94+£5. 29 before and after treatment, indicating a significant difference (t=4.347,P<0.001).
FACT-B scores showed no significant difference before and after treatment in TX group and NX group (95.94+
17.54 v5 93.13£16.65, t=1.826,P=0.074, 94.28+14.60 vs 91.40+12.96, t=1.956,P=0.056). The
score gap before and after treatment presented no significant difference between TX group and NX group ( QOL:
2.50+4. 18 vs 2.42+3.83,:=0.099,P=0.921; FACT-B: 2.40+10.45 vs 2.88+10.41,:=-0.230,P =
0.819). According to QOL scores, the patients showed significant differences in the loss of appetite, fatigue,
decreased mental status and affected sleep between TX and NX groups [58.33% (28/48) vs 36.00% ( 18/
50), x*=4.904,P=0.027;54. 17% (26/48) vs 34.00% (17/50) ,x* =4.045,P=0.044;33.33% (16/48)
vs 16.00% (8/50) ,x*=3.979,P=0.046;31.25% (15/48) vs 14.00% (7/50), x’ =4.186,P=0.041).
FACT-B scores showed that the proportion of nausea patients was 52. 08% (28/48) in TX group and 22. 00%
(11/50) in NX group, indicating a significant difference (3>=9.537, P=0.002) ; the proportion of patients
with pain symptom was 29. 17% (14/48) in TX group and 40.00% (20/50) in NX group, indicating no
significant difference (x> = 1.269, P = 0.260). According to the treatment outcome, 78 patients showed
clinical response, the chemotherapy was ineffective in 20 patients and there was no significant difference in life
quality between two groups( QOL: 2.32+4.05 vs 3. 00+3. 74, t=-0.679, P=0.499; FACT-B:1.90+10. 84
vs5.55£7.90, t=-1.411, P=0.161). In 78 patients with clinical response, there was no significant
difference between the patients with hand-foot syndrome and the patients without (QOL:1.50+4.37 vs 2.53+
3.98, t=-0.907, P=0.367; FACT-B: 0.25+7.52 vs 2.32+11.56, t=-0.679, P=0.499). None had
hand-foot syndrome in 20 patients with no clinical response. Conclusions TX and NX regimens of
chemotherapy may have little influence on life quality of advanced breast cancer patients. The chemotherapy
efficacy and the occurrence of hand-foot syndrome produce no remarkable effect on life quality of pateints.

[ Key words] Breast neoplasms; Quality of life; Capecitabine; Docetaxel;  Vinorelbine
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At TX #(n=48) NX#(n=50) LoL A1 P1H
A ZIRFS
4 2 ] 17(35.42) 19(38.00) X*=0.791  0.070
42 )5 31(64.58) 31(62.00) x*=0.791  0.070
RETEALyT HI 24
JE7 S 40(83.33) 38(76.00) X =0.368 0.811
Y 32(66.67) 35(70.00) x’=0.723 0.126
T 434
T, 2(4.17) 4(8.00)
T, 10(20. 83) 9(18.00)
T, 18(37.50) 17(34.00) Z=-0.157 0.876
T, 6(12.50) 8(16.00)
T, 5(10.42) 6(12.00)
N 434
N, 13(27.08) 10(20. 00)
N, 12(25.00) 11(22.00)

Z=-0.948 0.343
N, 10(20. 83) 13(26.00)
N, 8(16.67) 10(20.00)
R
A 32(66.67) 29(58.00) X =0.376  0.783
e 16(33.33) 21(42.00) x*=0.376  0.783

T TX 22 PU A3+ R 20 s NX 22 K A e+ R (2l

R2 2 AMIFLIRE B EG T AR T R

205 fil%k QOL FACT-B
X 4 48 55.08+4. 64 95.94+17. 54
NX 4 50 53.22+4.95 94.28+14. 60
1 1.921 0.509
P1H 0.058 0.612

T TX U2 P A6 + R ABIE AL  NX AL KRB Hi i+ R
QOL 5 £E 15 BT 1T 73 3% ; FACT-B 5 3L/l £ 5 A 0 B B ) o | 5

R3 2 AMFUIME BRI TS
RH AT B PR IY AL (0, xts)

il SRS RITHT TR i PfH

TX 4 QOL 55.08+4.64  52.58+5.38 4.147 <0.001
FACT-B  95.94x17.54 93.13+16.65 1.826 0.074

NX 4 QOL 53.22+4.95  50.94+5.29  4.347 <0.001

FACT-B  94.28+14.60 91.40+12.96 1.956 0. 056

T TX 4L 2 PG B+ R 4 s NX AU K a i + R i b i 4l
QOL $84: 1% B it W43 3% ; FACT-B 45 FL MR I8 8 38 A 106 I it I a8 3%
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5 58.33% (28/48) H1 36.00% (18/50) , 2 %4
it B (X =4.904,P=0.027) ; 3¢ = &0 5
54.17% (26/48) F134.00% (17/50) , 22 %A Gt
B (X =4.045,P=0.044 ) ; KPR 2 00E 43 91
i 33.33% (16/48) F1 16. 00% (8/50) , 2% %A B it
Y (x2=3.979,P=0.046) ; BEHR 32 5 0 % 43 7]
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2B Y (x=4.186,P=0.041) ; K B E 05
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B (x*=2.916,P=0.088) ; & A B W #7455
i 35.42% (17/48) 1 22.00% (11/50) , 2% % T4
e (P =2.160,P=0.142) ,

x4 2 HBIFUIMEBRFE IR TS
A PP ZE(E LB (98, ws)

20531 ik QOL FACT-B
TX 41 48 2.50+4. 18 2.40=10. 45
NX 4 50 2.42+3.83 2.88x10. 41
¢l 0. 099 -0.230
P1iH 0.921 0.819

TE:TX 4R Z VTR + RE bR  NX 4R ARG I + R 4
QOL $8 A 1 BT W43 38 ; FACT-B 41 7L 28 A= 0 B bl 3%
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T H TX 4H(n=48) NX4(n=50) {8 PMH
K 28(58.33% )  18(36.00% )  4.904 0.027
Lirtid 16(33.33% ) 8(16.00% ) 3.979 0.046
RIS 15(31.25% ) 7(14.00% )  4.186 0.041
W= 26(54.17%)  17(34.00% )  4.045 0.044
V3] 17(35.42%)  10(20.00% ) 2.916 0.088
KiE FIFFERRE  2(4.17%) 0(0.00% )  0.553 0.457
EEZ R nSINN 3(6.25% ) 6(12.00% ) 0.404 0.525
YHRIT A 1(2.08% ) 8(16.00% ) 4.141 0.042
H A0 14(29.17% ) 7(14.00% )  3.346 0.067
TRIT IS BRI 17(35.42% )  11(22.00% ) 2.160 0.142
TR 5(10.42%)  10(20.00%) 1.735 0.188

T TX R Ve + R B2 NX 4R KA BRI + R i i 4
QOL #& 2L 1 Jit VP40 3
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W% 6, AT N 5 T, TX 41 H NX 20 .00 % 43 9]
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SAEGH X (x> =4.961,P=0.026) ., FEINLIH
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50) , R LG FE L (X =1.269,P=0.260) ; k5
FIRTEH 4y 33.33% (16/48) F1 34.00% (17/
50) , 25 G 2EE L (x*=0.005,P=0.944) ; i
IR AZ52mn 2 9 5 31.25% (15/48) F1 16. 00% (8/
50) , R LG L (X =3.171,P=0.075) , Xt
PR A BE T T, TX 2 AN NX 2 A 503 8% ) £ 43
S 37.50% (18/48) Fi1 16. 00% (8/50) , 2= 5+ 47 4
P (x> =5.808,P=0.016) ; % 59k 245 B ] FH
WG 7S 1 LA 23531 h 2. 08% (1/48) F126. 00% (13/
50), ZRASGHT¥E X (x*=11.440,P=0.001)

TAET5 I, TX 41R1 NX 20 TAERE J1 R B Eb 451153 5]
H37.5% (18/48) Fi1 28. 00% (14/50) , &% K4 it
(X =1.005,P=0.316) ; TAERBER T K
FeA143 910 R 6. 25% (3/48) i1 20. 00% (10/50) , 2%
FAGHFE L (x> =4.024,P=0.045) , #H&
Jr 1A, TX 41F NX 2H TG fE 50 7 228 1 L A3 43 51)
1 27.08% (13/48) F1 32.00% (16/50) , 22 F 5%
5 L (x*=0.284,P=0.594) ; I LR BRI
509K 4. 17% (2/48) F1 18.00% (9/50) , = 34
Giittm X (x> =4.703,P=0.030) ,

6 N FACT-B R I 2 2 M I FLIRE BB 6 75 2% 2 T T BRI OLL 61 (% ) ]

T TX 41 (n=48) NX £ (n=50) X 18 Py
iR IR N 16(33.33) 17(34.00) 0. 005 0. 944
FREF T 25(52.08) 11(22.00) 9.537 0. 002
ek R R B 13(27.08) 16(32.00) 0. 284 0. 594
PR 14(29.17) 20(40.00) 1.269 0. 260
VRYT BIAN BLSON LR SEAFASET IR 30(62.50) 20(40.00) 4.961 0. 026
R T 18(37.50) 8(16.00) 5. 808 0.016
EABAENR 3(6.25) 6(12.00) 0. 404 0.525
R AAARELE 2(4.17) 9(18.00) 4.703 0. 030
FRAEENE LA BIR AL 8(16.67) 5(10.00) 0. 946 0. 331
FAF BN A S 8(16.67) 8(16.00) 0. 008 0.929
EONG A Ve 2(4.17) 5(10.00) 0. 531 0. 466
T e FE NI 2(4.17) 3(6.00) 0. 000 1. 000
REFEIHHEXR 5(10.42) 6(12.00) 0. 062 0. 804
PR EG 3(6.25) 8(16.00) 2.336 0.126
TN A OISR 25 R B 52 4(8.33) 6(12.00) 0.071 0. 790
59 HT 4 Ok B 10(20. 83) 1(2.00) 8.717 0. 003
R Bk 9(18.75) 4(8.00) 2. 460 0.117
FHLL TR LA 5(10.42) 5(10.00) 0. 000 1. 000
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FHEMS TAE (UG R B TAE) 18(37.50) 14(28.00) 1.005 0.316
Fony TAEASTA BUBIE 3(6.25) 10(20. 00) 4. 024 0.045
KRB =2 0% 5(10.42) 14(28.00) 4. 845 0. 028
R sEm X B 2 AP 1(2.08) 13(26.00) 11. 440 0. 001
TR B AR G 15(31.25) 8(16.00) 3.171 0. 075
WAETEZ 1 LW M BRI 3h 5(10.42) 14(28.00) 4. 845 0. 028
FX IUALE A A 37 [ JRR ) 6(12.50) 7(14.00) 0. 048 0. 827
L—HAR 7(14.58) 7(14.00) 0.070 0.934
(i TR ) BRAE A CFEETTH 5(10.42) 4(8.00) 0. 004 0.949
T my— H B EUR i ik =8 9(18.75) 10(20.00) 0. 024 0. 876
FIRB M A W51 S 2(4.17) 2(4.00) 0. 000 1. 000
I K A e S 11(22.92) 3(6.00) 5.723 0.017
TR BN MIE—FER R 2(4.17) 5(10.00) 0.531 0. 466
FRAH L BTN T 5 1 B A 5 ) 5(10.42) 7(14.00) 0.293 0. 589
A B AR A BN 3(6.25) 6(12.00) 0. 404 0. 525

1 FACT-B 85 ZLARIES A5 18 T kI 5 k%
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