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patients, with initially HER2-negative
metastatic breast cancer and HER2-positive
circulating tumor cells

open label
Germany

women with HER2-positive metastatic breast
cancer

open label

lapatinib + standard therapy vs standard therapy alone
DETECT III ongoing
[NCT01619111]
n=NA
follow-up:

standard chemo- or endocrine therapy +
lapatinib
versus
standard therapy (standard chemo- or
endocrine therapy)

lapatinib + trastuzumab vs trastuzumab alone
112515 ongoing
[NCT00968968]
n=NA
follow-up:

Oral Lapatinib 1000 mg once daily plus
Trastuzumab
versus
Trastuzumab
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Women with HER2-positive, locally advanced
or metastatic breast cancer that had
progressed after treatment with regimens
that included an anthracycline, a taxane, and
trastuzumab

Parallel groups
open-label

lapatinib + capecitabine vs capecitabine alone
Geyer , 2006
[NCT00078572]
n=399
follow-up:

lapatinib at a dose of 1250 mg per day
continuously plus capecitabine at a dose of
2000 mg per square meter of body-surface
area on days 1 through 14 of a 21-day cycle
versus
monotherapy (capecitabine alone at a dose of
2500 mg per square meter on days 1 through
14 of a 21-day cycle)
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100151 ongoing
[NCT00078572]
n=NA
follow-up:

Lapatinib 1250 mg once daily plus
capecitbine daily dose divided and given
twice daily orally, for 14 days, every 21 days.
The capecitabine starting dose for the
combination arm was 2000 mg/m2
versus
Capecitabine daily dose divided and given
twice daily orally, for 14 days, every 21 days.
The capecitabine starting dose for the
monotherapy arm was 2500 mg/m2

women with locally advanced or metastatic
breast cancer that has not responded to
previous therapy

open label

Parallel groups
double-blind

sorafenib + capecitabine vs capecitabine alone
Baselga , 2012
n=NA
follow-up:

- or second-line capecitabine 1,000 mg/m(2)
orally twice a day for days 1 to 14 of every
21-day cycle with sorafenib 400 mg orally
twice a day
versus
capecitabine alone

HER2-negative locally advanced or
metastatic breast cancer

RESILIENCE , 2013 ongoing
n=NA
follow-up:

-

advanced HER2-negative breast cancer

sorafenib + gemcitabine or capecitabine vs gemcitabine or capecitabine alone
2

Schwartzberg , 2013
[NCT00493636]
n=NA
follow-up:

sorafenib (400 mg, twice daily)
versus
placebo

patients with HER-2-negative advanced
breast cancer that progressed during or after
bevacizumab

Parallel groups
double-blind

HER2+ MBC patients who have received two
or more prior HER2 directed regimens in the
metastatic setting

open label

ErbB2 (HER2) positive metastatic breast
cancer patients exposed to prior taxanes or
anthracyclines

open label

neratinib + capecitabine vs lapatinib + capecitabine
NALA ongoing
[NCT01808573]
n=NA
follow-up:

neratinib plus capecitabine
versus
lapatinib plus capecitabine

lapatinib + capecitabine vs trastuzumab + capecitabine
111438 ongoing
[NCT00820222]
n=NA
follow-up:

Lapatinib 1250 mg once daily and
capecitabine 2000mg/m2/day, days 1-14,
every 21 days
versus
trastuzumab loading dose of 8mg/kg followed
by 6mg/kg q3weekly infusions, and
capecitabine 2500mg/m2/day, days 1-14,
every 21 days

BIBW 2992 + vinorelbine vs trastuzumab + vinorelbine
continued...
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1200.75 ongoing
[NCT01125566]
n=NA
follow-up:

BIBW 2992 with vinorelbine BIBW 2992
tablets once daily combined with weekly
intravenous infusion of vinorelbine
versus
trastuzumab with vinorelbine weekly
intravenous infusion of trastuzumab and
vinorelbine

patients with HER2-overexpressing,
metastatic breast cancer, who failed one prior
trastuzumab treatment

open label
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lapatinib + fulvestrant vs fulvestrant alone
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NCI-2009-00475 ongoing
[NCT00390455]
n=NA
follow-up:

1500 mg lapatinib ditosylate PO QD on days
1-28 and fulvestrant IM on days 1 (500 mg)
and 15 (250 mg) of course 1 and on day 1
(250 mg)of each subsequent course
versus
placebo PO QD on days 1-28 and fulvestrant
IM on days 1 (500 mg) and 15 (250 mg) of
course 1 and on day 1 (250 mg) of each
subsequent course.

postmenopausal women with stage III or
stage IV breast cancer that is hormone
receptor-positive

double-blind

CDR0000596572 ongoing
[NCT00688194]
n=NA
follow-up:

lapatinib +fulvestrant (+/- aromatase
inhibitor (AI) therapy (e.g., exemestane,
anastrozole, or letrozole) according to
standard treatment rgulations)
versus
placebo

postmenopausal women with metastatic
breast cancer that progressed after previous
aromatase inhibitor therapy

double-blind

hormone receptor-positive metastatic breast
cancer

Parallel groups
double-blind

lapatinib + letrozole vs letrozole alone
Johnston (EGF30008) , 2009
[NCT00073528]
n=1286
follow-up:

daily letrozole (2.5 mg orally) plus lapatinib
(1,500 mg orally)
versus
letrozole
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first-line treatment for metastatic breast
cancer

Parallel groups
double-blind

lapatinib + paclitaxel vs paclitaxel alone
Di Leo , 2008
[NCT00075270]
n=579
follow-up:

first-line therapy with paclitaxel 175 mg/m(2)
every 3 weeks plus lapatinib 1,500 mg/d
versus
paclitaxel
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EGF104535 ongoing
[NCT00281658]
n=NA
follow-up:

Paclitaxel and Lapatinib
versus
Paclitaxel and Placebo

women and men who have metastatic breast
cancer first line metastatic treatment

double-blind
brazil

first-line therapy in patients with
HER2-negative advanced breast cancer

Parallel groups
double-blind

sorafenib + paclitaxel vs paclitaxel alone
Gradishar , 2013
n=NA
follow-up:

paclitaxel (90mg/m(2), weekly, intravenously,
3 weeks on/1 week off) plus sorafenib
(400mg, orally, twice daily)
versus
paclitaxel (90mg/m(2), weekly, intravenously,
3 weeks on/1 week off)
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lapatinib + paclitaxel + trastuzumab vs paclitaxel + trastuzumab
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ICORG 11-10 ongoing
[NCT01526369]
n=NA
follow-up:

Paclitaxel, Trastuzumab and Lapatinib
(Weekly paclitaxel (80 mg/m, for 3 weeks of
a 4 week cycle) + trastuzumab (8 mg/kg
loading dose on cycle 1 day 1 and 4 mg/kg
every 2 weeks) + lapatinib (1,000 mg daily),
until disease progression, unacceptable toxici
versus
Paclitaxel and Trastuzumab (Weekly
paclitaxel (80mg/m, for 3 weeks of a 4 week
cycle) + trastuzumab (8mg/kg loading dose
on cycle 1 day 1 and 4mg/kg every 2 weeks)
until disease progression, unacceptable
toxicity or consent withdrawal

first line treatment of HER2 positive
metastatic breast cancer

open label
finland

lapatinib + trastuzumab + aromatase inhibitor vs trastuzmab +aromatase inhibitor
NCT01160211 ongoing
[NCT01160211]
n=NA
follow-up:

Lapatinib plus trastuzumab plus aromatase
inhibitor
versus
trastuzmab plus aromatase inhibitor

hormone receptor positive, HER2+
metastatic breast cancer

open label
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About TrialResults-center.org

TrialResults-center is an innovative knowledge database that collects the results of RCTs and provides dynamic interactive systematic reviews and metaanalysis in the field of all major heart and vessels diseases.
The TrialResults-center database provides a unique view of the treatment efficacy based on all data provided directly from clinical trial results, offering
a valuable alternative to personal bibliographic search, published meta-analysis, etc. Furthermore, it would allow comparing easily the various concurrent
therapeutic for the same clinical condition.
Rigorous meta-analysis method is used to populate TrialResults-center: widespread search of published and non published trials, study selection using
pre-specified criteria, data extraction using standard form.
TrialResults-center is continually updated on a weekly basis. We continually search all new results (whatever their publication channel) and these news
results are immediately added to the database with a maximum of 1 week.
TrialResults-center is non-profit and self-funded.

