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German Breast Group 26/Breast International Group 03-05 Study
156 A (Herceptin failure), open label, phaseIl, RCT
ITT analysis, Primary endpoint: PFS

Patients randomly assigned

(N =156)
Capecitabi Capecitabine +
| monotherapy trastuzumab |
. (n=78) (n=78) "
Did not start treatment Did not start treatment
* Withdrawal of | | * Unknown (n=1)
consent (n=3)
* Unknown (n=1) Received at least Received at least
one cycle of one cycle of
allocated treatment allocated treatment
(n=74) (n=77)

Treated until

I progression or death
(n=53)

Treated until

progression or death I
(n = 55)

Premature discontinuation Ongoing therapy at

* Adverse events (n=10) database lock (n=6)

* Patients wish (n=6) Premature discontinuation

* End of chemotherapy * Adverse events (n=8)
unknown (n=56) * Patients wish (n=3)

* End of chemotherapy
unknown

J Clin Oncol. 2009 Apr 20;27(12):1999-2006.

(n=5)

Progression-Free Survival (probability)

PFS OS
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J Clin Oncol. 2009 Apr 20;27(12):1999-2006.
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20044 3H ~2005%11A
324 A (Herceptin failure), open label, phaseIll, RCT
ITT analysis, Primary endpoint: PFS

A HR: 0.57 (95% Cl, 0.43 10 0.77; p=0.00013) B — Lapatinib 1250mg +
100 Median TTP: 6.2 months (lapatinib plus capecitabine) 100 1= Capecitabine 2000mg/m
—_ R\ 4.3 months (capecitabine monotherapy) o 2
X 9 90 -~ Capecitabine 2500mg/m’
3 80 — Lapatinib 1250mg+ = 80
o i
E 70 N Capecitabine 2000mg/m’ > 70
.g 60 } -~ Capecitabine 2500mglm2 E 60
0 S~ 2
L s0 Y @ 50 !
> ° .
4 =
g 5%
° I—
-E 30 g 30
TS 20 O 20 {HR: 0.78 (95% Cl, 0.55 to 1.12; p=0.177).
'é Median OS: 15.6 months (lapatinib plus capecitabine)
(3 10 - 10 4 15.3 months (capecitabine monotherapy)
od - 0 — . v
0 10 20 30 40 50 60 70 80 90 0O 10 20 30 40 50 60 70 80 90 100 110
Time (weeks) Time (weeks)

N Engl J Med. 2006 Dec 28;355(26):2733-43.

N—tTF PDEIZEITS
DFEHNEOUNR
« £O—4 + /N\—tTF> (n=156)
— PFS: 5.6 month vs 8.2 month, p =.0338
— 0S: 20.4 month vs 25.5 month, p=.2570
J Clin Oncol. 2009
« EO—4 + 347 )L7T (n=324)
— PFS: 4.3 month vs 6.2 month, p <0.001
— 0S: 15.3 month vs 15.6 month, p=.177

N EnglJ Med. 2006

Breast Cancer Res Treat. 2008
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BEER

e TO—4 + N—tTF>
—N—tETFURGRICESEELBEIEREMAL
J Clin Oncol. 2009
« ¥O—F +3A7 LT
— Diarrhea (Grade3A £:14%)
— Rash (Grade3LA E:1%)
— Dyspnea (Grade3LL E:0%, any grade 18%)  ASEEIZHEH0

N Engl J Med. 2006
Breast Cancer Res Treat. 2008

LERRA T IL T HEATHRDP
B Rk FEFT IR (Grade2)

<lab data>

WABC: 5100 (Neut. 63.5%, Lympho: 26%, Mono:7.9%, Eos:2.0%, Baso:0.6%)
CRP:0.2mg/dI,

KL-6, surfactant protein A, IEERIEERE. IRH+
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A Randomized, Multicentre, Open-Label, Phase Ill Study of
Lapatinib Plus Capecitabine vs Trastuzumab Plus Capecitabine
in Patients With Anthracycline- or Taxane-Exposed ErbB2-Positive
Metastatic Breast Cancer (NCT00820222).

* Primary Outcome

— Incidence of CNS metastases as site of first
relapse

* Secondary Outcome
— Progression free survival
— time to first CNS progression
— overall survival

This study is not yet open for participant recruitment
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