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ÅPRIMERO LA EVIDENCIA. 
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ACTIVIDAD DE PALBOCICLIB 
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PALBOCICLIB 

RA, receptor androgénico, RE, receptor estrogénico, RP, receptor proestrogénico, MAPK, proteina quinasa activada por mitógenos, NF- Bˁ, factor nuclear 
potenciador de las cadenas ligeras kappa de las células B activadas, PI3K, fosfoinositol-3 quiasa, R, Punto de Regulación, RB, retinoblastoma; STAT, 
transductores de la señal y activadores de la transcripción, E2F, factor de transcripción 



Å Estudio de la sensibilidad de 47 líneas celulares Luminales RE+/Her2- y 
basal RE-/Her2- 
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Finn RS, 2009 

Líneas más sensibles 

PD 0332991, a selective cyclin D kinase 4/6 inhibitor, preferentially 

inhibits proliferation of luminal estrogen receptor-positive human 

breast cancer cell lines in vitro. 



A5481001 Study: Evaluation of 2 Treatment Schedules 
of PO Palbociclib in Patients with Advanced Cancer 

Å First-in-human, phase I, dose-finding, open-label, non-comparative study of palbociclib in Rb+ solid tumors 
and non-IƻŘƎƪƛƴΩǎ ƭȅƳǇƘƻƳŀ 

Å Primary endpoint: the safety profilea of palbociclib administered using 2 treatment schedules:  

ï 3/1 schedule: 4-week treatment cycle; palbociclib QD for 21 days followed by 7 days off treatment1  

ï 2/1 schedule: 3-week treatment cycle, palbociclib QD for 14 days followed by 7 days off treatment2  

Å Secondary endpoints:  

ï single-dose and steady-state PK of PO palbociclib 

ï preliminary antitumor activity 

aDLTs, maximum administered dose, MTD, and RP2D identified 

RP2D, recommended phase II dose 

1. Flaherty KT, et al. Clin Cancer Res 2012;18:568ς76 

2. Schwartz GK, et al. Br J Cancer 2011;104:1862ς8 



A5481001 Conclusions: 3/1 Schedule Associated with 
Prolonged SD vs. 2/1 Schedule but Both Well Tolerated 

 

ÅBoth schedules generally well tolerated 

Å2/1: 18% of patients had DLTs 

Å3/1: 12% of patients had DLTs 

ÅHematologic AEs: neutropenia/other cytopenias 

ÅMost common non-hematologic AE: fatigue 

 

Primary endpoint:  
safety1,2 

ÅProlonged SD with 3/1 schedule 

ÅнκмΥ с ǇŀǘƛŜƴǘǎ όмф҈ύ ŀŎƘƛŜǾŜŘ {5 ŦƻǊ җп ŎȅŎƭŜǎΣ  
о όмл҈ύ ŦƻǊ җмл ŎȅŎƭŜǎ 

ÅоκмΥ мл ǇŀǘƛŜƴǘǎ όнт҈ύ ŀŎƘƛŜǾŜŘ {5 ŦƻǊ җп ŎȅŎƭŜǎΣ  
с όмс҈ύ ŦƻǊ җмл ŎȅŎƭŜǎ 

Secondary endpoint: preliminary 
antitumor efficacy1,2 

ÅDose-proportional exposure 

ÅSlow absorption and elimination 

ÅLarge volume of distribution 

Secondary endpoint:  
PK of palbociclib1,2 









PALOMA 2 







PFS : 24.8 m. vs. 14.5m 



NUESTRA EXPERIENCIA 

ÅPALOMA 1. 
 
ÅPALOMA 2. 
 
ÅFLIPPER. 

 
ÅPARSIFAL 







Å63 años. 

ÅCa. de mama izquierda, mastectomía Febrero 
2005, carcinoma ductal infiltrante T 3cm, 
N+(6/31) G2 , RE+(30-40%),RP+(30-40%) Ki67 
10-20%, HER-2 - 

ÅGEICAM 2003-10,(EC-docetaxel) y anastrozol y 
tmx (3 años). 

ÅSept. 2013 metástasis oseas, biopsia clavicular, 
adenopatias mediastínicas. 

 



¿Cuál SERÍA EL TRATAMIENTO ACTUAL más adecuado DE ESTA PACIENTE? 

1. QUIMIOTERAPIA PALIATIVA. 

 

2. LETROZOL. 

 

3. FULVESTRANT. 

 

4. LETROZOL MAS PALBOCICLIB. 
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ÅENSAYO PALOMA 2 oct.2013.  

ÅNeutropenias sin fiebre y sin modificar dosis. 

ÅEnero 2017 (40 meses) se suspende  tto por  
artromialgias sin evidencia de progreso. 

ÅABRIL 2017 progreso óseo. 

 

 



¿Cuál SERÍA EL TRATAMIENTO  IDEAL DE ESTA PACIENTE? 

1. QUIMIOTERAPIA PALIATIVA. 

 

2. FULVESTRANT. 

 

3. EVEROLIMUS-EXEMESTANO. 

 

4. INCLUSION EN UN ENSAYO CLÍNICO. 
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ÅENSAYO SOLAR. 

 

ÅhŎǘǳōǊŜ нлмт ǇǊƻƎǊŜǎƻ ƽǎŜƻΧ 

 

ÅENSAYO BAY17096. 

 




