
Ta

N¼ 309 %

Median number of cycle (range)

Pertuzumab-trastuzumab 10 (1-75)

Docetaxel 6 (1-23)

Paclitaxel 3 (1- 26)

IDC: Invasive Ductal Carcinoma ILC: Invasive lobular carcinoma LN: Lymph

Node

Conclusions: This real-life practice population differs from the CLEOPATRA study in
terms of visceral only metastatic disease, and inclusion of brain metastatic patients.
Regardless of these negative prognostic characteristics, results are concordant with the
pivotal study. Elderly patients had overall lower PFS, which necessitates further investi-
gation of pertuzumab-trastuzumab combination with cytotoxic/antihormonal thera-
pies. To our knowledge, this is the largest scale real-life clinical practice study of PTT to
date.

Legal entity responsible for the study: Ece ESIN, on behalf of Turkish Oncology
Group.

Funding: Has not received any funding.

Disclosure: All authors have declared no conflicts of interest.
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Background: In patients with HER2-positive ABC who were previously treated with
taxane and trastuzumab without pertuzumab, TDM1 showed a progression free sur-
vival (PFS) of 9.6 months and an overall survival (OS) of 29.9 months. Paucity of data
is available on the efficacy of TDM1 in patients progressing after the current standard
first-line therapy in this setting, based on the association of a taxane plus trastuzumab
and pertuzumab (i.e. the TPH regimen). The present study aims to evaluate the effec-
tiveness of TDM1 after first-line TPH.

Methods: The Gruppo Italiano Mammella (GIM) 14/BIOMETA is a retrospective/pro-
spective multicenter study on treatment patterns and outcomes of patients with ABC.
The present analysis was performed on patients who received second-line TDM1 after
previous TPH between January 2012 and March 2017. Median PFS, 1-year OS (i.e. per-
centage of patients alive 1 year after the starting of TDM1) and clinical benefit rate (CB)
were calculated. Descriptive statistics are reported with point estimated and 95% CIs.
PFS was estimated with the Kaplan-Meier method.

Results: Out of 1858 patients included in the GIM14/BIOMETA study, 70 were eligible
for the present analysis. Median age was 54 years; 36 patients (51%) had hormone
receptor-positive/HER2-positive disease, and 27 (39%) had visceral involvement. All
patients received TPH in the first-line setting, and 35 (50%) received taxane and trastu-
zumab in the adjuvant setting. At the time of data cutoff (April 30, 2018; median dura-
tion of follow-up 17.8 months), 30 patients (43%) were still receiving TDM1. Disease
progression was the reason for treatment discontinuation in the remaining cases.
Median PFS was 8.5 months (95% confidence intervals [CI] 5.3-12 months), and CB
rate was 73%. One-year survival rate was 91%.

Conclusions: Our findings suggest that TDM1 is effective in patients progressing after
TPH. A better performance was observed as compared to data previously published on
TDM1 effectiveness after first-line TPH.

Clinical trial identification: NCT02284581.

Legal entity responsible for the study: Consorzio Oncotech.

Funding: Roche.

Disclosure: L. Del Mastro: Honoraria: Ipsen, Roche, Pfizer, Novartis, Eli Lilly, Eisai. All
other authors have declared no conflicts of interest.
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Background: In Poland, governmental policy was to offer a uniform, national thera-
peutic programme for the treatment of HER2-positive advanced breast cancer (ABC)
patients (pts). Accordingly, the Polish Breast Cancer Treatment Programme was intro-
duced. Herein, we present first results of this effort from the cohort of previously-
treated patients who underwent anti-HER2 palliative therapy with lapatinib plus
capecitabine.

Methods: The aim of the study was to assess the population-based value of lapatinib
plus capecitabine therapy of HER2-positive ABC patients treated within the Polish
Breast Cancer Treatment Programme during the years 2008-2015. Patients have been
prospectively enrolled into aforementioned programme and treated according to the
specified protocol. We used Kaplan-Meier method to evaluate progression-free sur-
vival (PFS), time to tumor progression (TTP) and overall survival (OS). The effects of
clinical and demographic factors on PFS and OS were assessed using Cox’s propor-
tional hazards regression model.

Results: A total of 1018 HER2-positive ABC women were enrolled into the Polish
Breast Cancer Treatment Programme on a national level. Patients who progressed after
regimens that included, but were not limited to, anthracyclines, taxanes, and trastuzu-
mab were eligible to this study. Median age of the patients was 56.6 years (range, 22.8 to
86.1). Previous adjuvant therapy: 35.7% pts; ER(þ)/PgR(þ): 47.5% pts; number of
metastatic sites�2: 45.9% pts. The median PFS was 6.4 months and median TTP was
6.7 months. The median OS was 11.76 months (range, 0.36-70.32). The overall
response rate was 13%. Cox regression model data will be presented.

Conclusions: To our knowledge this study represents one of the first reports assessing
the population-based value of a lapatinib/capecitabine treatment in clinical practice.
Our data essentially corroborated findings obtained from randomized clinical trials. It
seems that treatment with lapatinib and capecitabine is associated with a meaningful
clinical effectiveness and therefore warrants consideration in the treatment algorithm
of HER2-positive ABC patients.

Legal entity responsible for the study: Beata Jagielska.

Funding: Has not received any funding.

Disclosure: All authors have declared no conflicts of interest.
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Background: CDK4/6 inhibitor RIBO significantly improved progression-free survival
in combination with ET versus placeboþ ET in pre- and postmenopausal women with
HRþ, HER2– ABC and no prior therapy for advanced disease in the pivotal phase 3
MONALEESA-7 and MONALEESA-2 trials (Tripathy et al. SABCS 2018; Hortobagyi
et al. NEJM 2016). Here, we report additional safety data for RIBOþLET in premeno-
pausal female pts enrolled in CompLEEment-1, an open-label, phase 3b trial evaluating
RIBOþLET as first-line therapy in an expanded pt population.

Methods: Premenopausal pts with HRþ, HER2– ABC,�1 line of prior chemotherapy,
and no prior ET for ABC received RIBO (600 mg/day, 3 wk on/1 wk off)þ LET
(2.5 mg/day) and goserelin (3.6-mg subcutaneous implant every 28 days). The primary
outcome was safety and tolerability. A pre-planned interim analysis was conducted
�15 months after first pt first visit.

Results: Of the first 1,008 pts enrolled who completed 56 days of follow-up or discon-
tinued before data cut-off, 153 were premenopausal women. Median age was 45.0 years
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