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® Conversely, median scores for role functioning (Figure 1d) and cognitive Table I. Percentage of patients receiving capecitabine monotherapy or Table 3. Best response by metastatic treatment line.
BAC KG Ro U ND functioning (Figure le) tended to decline slightly from baseline with capecitabine combination therapy. All Ist-line 2nd-line 3Ird-line >3rd-line
capecitabine treatment, while physical functioning scores remained stable. Patients, n (%) n (%) (n=117) (n=46) (n=28) (n=18) (n=25)
@ Capecitabine is a commonly used treatment option for metastatic breast ® |In all cases, higher scores were achieved with combination therapy than with = :\2"' 9 'St;:;;e 2nd=-;|;e 3"‘::'9“ >3r:;l;ne CR 3(26) 3(6.5) = = =
cancer (MBC) and has proven efficacy in this setting as both monotherapy'- monotherapy. era.pY. (n ) (n=89) (n=53) (n=39) (n=38) PR 21 (17.9) 8 (17.4) 5(17.9) 7(38.9) 1(4.0)
and in combination regimens,** as first-line treatment and in patients with ® No trends were observed in median scores for each of the symptom scales of S\Zﬁmﬁﬁae?re 99(452) 41 (46.1) 24(453) 19 (487) 15 (39.5) SD 29 (24.8) 9 (19.6) I'1(39.3) 3(16.7) 6 (24.0)
pretreated metastatic disease. fatigue, pain, or nausea/vomiting during capecitabine treatment. R npz N : : : : : PD 29 (24.8) I (23.9) 4(14.3) 3(16.7) Il (44.0)
o Imprctverr.lents in patient quality of life (QoL) have also been reported with the?‘apy 120 (54.8) 48 (53.9) 29 (547) 20(513) 23 (60.5) Unknown 35 (29.9) 15 (32.6) 8 (28.6) 5(27.8) 7 (28.0)
capecitabine treatment.'’® Capecitabine

+ bevacizumab 33(15.1) 21 (23.6)  5(9.5) 3(77) 4(10.5)

@ The purpose of this investigation was to evaluate QoL during capecitabine
Capecitabine

. . . ] b
Fherapy asa part of routlnc? breast cancer treatment in Germany in a non a) 00 - ) _ + lapatinib 29(133)  4(45) 10(189) 10 (25.6) 5(132)
interventional post-marketing surveillance study. 100 Copactiv i
@ Here we present the results of a pre-planned interim analysis of the study. 80 | 80 - + trastuzumab 21 (9.6) 8 (9.0) 5(9.4) 4(10.3) 4(10.6) Compliance
& / g ® Compliance rates (n=69) ranged between 76% and 84% during the first six
g 60 A — g 60 - cycles of capecitabine therapy.
(C’,) 40 1 8 40 @ Side effects were the main reason for lack of compliance, cited by 26% of
9 g patients during cycle | and 41% of patients during cycle 6.
(0} [0} Capecitabine monotherapy M Capecitabine combination therapy o .
M ETH o Ds 20 | 20 1 20 - ® Capecitabine therapy was most often interrupted as a result of hand-foot
syndrome (4 patients), diarrhoea (2 patients) or nausea (2 patients).
Patients Besaline Cycle 3 ' Cycle 6 ' Baseline Cycle 3 ' Cycle 6 ' 601 @ All patients were fully satisfied with the information they received about
@ Pre- or post-menopausal patients aged =18 years, with HER2-negative =25 =) =2 (n=96) (n=28)  (n=3%) < 07 potential side effects.
or HER2-positive locally advanced recurrent or MBC were eligible for fﬂ’ 40 1
enrolment. The accrual target was 750 patients. c) d) 2 30
. . 100 - 100 ; F
Quality of life " 0]
® Qol was assessed using the European Organization for Research and o 80 1 o 80 1 104
Treatment of Cancer (EORTC) Quality of Life Core Questionnaire 30 S o — +—232 § . L o & —
(QLQ-C30) version 3.0, with an additional question relating to the incidence g ] o ] 0 Al " stline  2nddine | 3rdline | >3rd-line
of hand-foot syndrome. 8. 40 | 8 40 1 (n=219) (n=89) (n=53) (n=39) (n=38)
® The QLQ-C30 incorporates nine multi-item scales 6’| 6’ Figure 2. Percentage of patients receiving capecitabine monotherapy or
— five functional scales: physical; role; cognitive; emotional; social 20 1 20 1 capecitabine combination therapy.
— three symptom scales: fatigue; pain; nausea/vomiting . .
— a global health and QoL scale. Baselne ~ Cycle3  Cycle6 Baselne ~ Cycle3  Cycle6
Compliance (h=96)  (n=27)  (n=36) (h=96)  (n=28)  (n=36)
. . S Response rates
® Compliance was assessed by means of patient-completed questionnaires a
— questionnaires were completed at home. 100 - @ Across all therapy lines, seven patients (14.9%) achieved a CR or PR with
capecitabine monotherapy compared with |7 patients (24.3%) receiving
Response , 801 capecitabine combination therapy (Table 2)
@ Response rate was defined as the number of complete responses (CR) and 3 — approximately 25% of all patients achieved SD as their best response.
partial responses (PR). § 60 1 ® Clinical benefit rates were 40.4% and 48.6% with capecitabine monotherapy
® Clinical benefit rate was defined as the number of CR plus PR plus stable 8.' 40 +—e Total and combination therapy, respectively (Table 2).
disease (SD). o Monotherapy @ Analyzing response by treatment line highlighted that only patients in the
20 1 ©—o Combination therapy first-line setting achieved a CR (Table 3).
Note:Highenscores 0 . . : @ As expected, the highest rates of progressive disease (PD) were seen in
represent better Baseline Cycle 3 Cycle 6 patients receiving treatment in the fourth-line or later setting.
functioni = = S
snetonne (n=96) (n=28) (n=35) @® No mature data were available on progression-free survival at the time of this
prog
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Figure |. Change in QLQ-C30 scores during capecitabine therapy: (a) emotional

Patien mosgraphi functioning; (b) social functioning; (c) global health status/QoL; (d) role functioning;
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