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Gli studi PALOMA:

• PALOMA-1: fase 2, random (1:1), open label, 

multicentrico, PFS in ABC HR, postmenopausali in I 

linea [palbociclib + letrozolo vs. letrozolo (Finn

Lancet Oncol 2015)

• PALOMA-2: fase 3, random (2:1), d.b., 

multicentrico, multinazionale, confermatorio di 

PALOMA-1 (primary endpoint met, April 19th 2016)

• PALOMA-3: fase 3, random (2:1), d.b., 

multicentrico, multinazionale, PFS in ABC HR 

pre/post menopausali progredite o ricadute dopo TE 
(Turner NEJM 2015) 
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Patients with advanced hormone-receptor–positive,

human epidermal growth factor receptor 2–negative 
breast cancer that had relapsed or progressed during
prior endocrine therapy

PALOMA-3



• HR+, Her2- ABC
• Pre/post menopausal
• Progressed on prior ET

• On or within 12 mo AT
• On therapy for ABC

• < 1 CT line for ABC

Palbociclib (125 
mg qd 3 wk
on/1 wk off) + 
fulvestrant 500 
mg q4w 

Placebo (3 wk
on/1 wk off) + 
fulvestrant 500 
mg q4w 

2:1 N = 521

Stratification:

• Visceral mts

• Sensitivity to 

prior ET

• Pre vs post 

menopausal

Modified from Loibl S, SABCS 2015
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PALOMA-2

Source: http://www.pfizer.com/news/press-release/press-release-

detail/pfizer_announces_positive_top_line_results_for_phase_3_paloma_2_c

linical_trial_of_ibrance_palbociclib 
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Problematiche aperte

• Neutropenia: è un problema?

• Sviluppo di biomarcatori?

• Combinazione con PI3Ki? Cosa fare dopo palbociclib 

+ letrozolo?
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CDKN2A 5%

CDK4 2%

CDK6 2%

CCND1 16%

RB1 7%

Genetic Alteration Amplification Deep Deletion Missense Mutation Truncating Mutation

Personal re-analysis of TCGA data, unpublished observation
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Take-home messages

• Palbociclib + fulvestrant (+ LHRHa) ABC pre e 

post-m HR già trattate con TE

• Palbociclib + letrozolo ABC post-m HR naive

• Ottimizzazione delle strategie di profilassi 

secondaria neutropenia, sviluppo biomarcatori
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