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El cáncer de mama es una enfermedad heterogénea
Apocrine carcinoma 

• About 4% of all BC 
• Histology 

– Enlarged nuclei with 
prominent nucleoli 

– Abundant granular, 
eosinophilic, or foamy 
cytoplasm 

 

Squamous cell carcinoma 
Criteria for DX 
• Primary in the breast 
– secondary skin 

involvement acceptable 

• >90% squamous 
morphology 

Tumor-Infiltrating Lymphocytes  (TILs) No Tumor-Infiltrating Lymphocytes   
( no TILs)  

Stromal Lymphocytes 

Should we quantify TILs? 

Tumor-Infiltrating Lymphocytes  (TILs) No Tumor-Infiltrating Lymphocytes   
( no TILs)  

Stromal Lymphocytes 

Should we quantify TILs? 
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alterations, and tumors with tightly packed, high-level amplicons. 
Although such patterns of alterations can be objectively quanti-
fied and have prognostic information (39), in analyzing these pat-
terns, knowledge about outcome of rearrangements such as fusion 
genes or disrupted genomic elements is lost. Advances in NGS have 
enabled researchers to characterize the full spectrum of mutations 
in a limited number of breast cancer genomes including the archi-
tectural pattern (40–45). These studies often reveal that tumor 
genomes are littered with diverse types of mutations — segmental 
duplications, amplifications and deletions, translocations, inver-
sions, small insertion-deletions, and point mutations. One of the 
first large-scale sequencing studies of primary breast tumors and 
breast cancer cell lines by Stephens and coworkers revealed differ-
ent types of structural alterations consistent with those deduced 
from aCGH (43). Three major patterns were seen: (a) few, interchro-
mosomal translocations with copy number alterations involving 

large DNA fragments or whole chromosome arms; (b) complex, 
interchromosomal translocations affecting shorter regions with 
high-level amplifications; and (c) small, intrachromosomal seg-
mental alterations such as duplications, deletions and/or inver-
sions, termed the “mutator phenotype”. Moreover, the subtypes 
exhibited distinctly different microhomologies at translocation 
breakpoints, making it a reasonable hypothesis that the structural 
rearrangements are caused by subtype-specific mechanisms. Con-
sistent with this notion, analyses of other cancers have shown that 
the type and distribution of rearrangement patterns characteristi-
cally vary among diseases (40, 42, 46).

A relationship between these classifications and the gene expres-
sion subtypes has been described. A luminal A tumor was found to 
have few chromosomal rearrangements by aCGH and had only one 
translocation by paired-end sequencing, in contrast to a basal-like 
tumor, which had a complex aCGH profile and a typical mutator 
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Adenoid cystic carcinoma (ACC) 

Carolina at Chapel Hill have collected a data set of approx-
imately 470 different breast tumors, including clinical ER,
progesterone receptor (PR), and human epidermal growth
factor receptor (HER)-2 data, as well as microarray data
[1–9]. Researchers applied molecular classification to these
tumors and then broke out the group of triple-negative tu-
mors. The vast majority of triple-negative breast cancers
were found to be of the basal-like phenotype. However, all
the other molecular subtypes were present; these include the
HER-2–enriched group, luminal A, luminal B, claudin-low,
and a few normal-like tumors [9]. There is still significant bi-
ological heterogeneity within triple-negative disease, and it is
likely that therapies will need to specifically target this heter-
ogeneity to be effective against these tumors.

HER-2–ENRICHED TRIPLE-NEGATIVE TUMORS

One minor constituent of the triple-negative breast cancer
group is the HER-2– enriched gene expression subtype/
subset. Some of these tumors are clinically triple negative,
despite having the gene expression signatures of the HER-
2–enriched subtype. Clinically HER-2! tumors represent

about 15%–20% of all tumors, and the majority of clinically
HER-2! tumors fall into this HER-2– enriched subtype.
However, about 30%–40% of these are ER! and the ma-
jority are ER". Looking at gene expression patterns of
HER-2, not every tumor within the HER-2–enriched sub-
type is HER-2! or HER-2 amplified. Hence, researchers
have adopted the term “HER-2 enriched,” as opposed to
simply HER-2!, to signify the fact that not all these tumors
are HER-2! (Fig. 1).

This distinction is important for this discussion, because
tumors that are in the HER-2–enriched subtype and are not
HER-2! are triple negative. Consequently, there is a biol-
ogy possibly being dictated by HER-2 that may have some
bearing upon a subset of the triple-negative group. It may be
that these tumors have a mutation of HER-2 in the kinase
domain, for instance, but this is speculation. Researchers
have yet to identify this activating event, but nonetheless, a
few HER-2–enriched subtype tumors are indeed constitu-
ents of the triple-negative group.

One of the pressing questions regarding patients with
the HER-2–enriched subtype who are triple-negative con-

Figure 1. Cluster diagram of breast cancer subtypes highlighting the HER-2-enriched subtype.
Abbreviations: ER, estrogen receptor; HER-2, human epidermal growth factor receptor; Lum, luminal; TN, triple negative;

TOP2A, topoisomerase 2A.

40 Molecular Stratification of Triple-Negative Breast Cancers

 by guest on O
ctober 21, 2012

w
w

w
.TheO

ncologist.alpham
edpress.org

D
ow

nloaded from
 

Histología Expresión génica Infiltración linfocitariaPerfil mutacional Expresión PD-L1



Y sus pacientes también

Apocrine carcinoma 
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prominent nucleoli 

– Abundant granular, 
eosinophilic, or foamy 
cytoplasm 
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– secondary skin 
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• >90% squamous 
morphology 

Tumor-Infiltrating Lymphocytes  (TILs) No Tumor-Infiltrating Lymphocytes   
( no TILs)  

Stromal Lymphocytes 

Should we quantify TILs? 

Tumor-Infiltrating Lymphocytes  (TILs) No Tumor-Infiltrating Lymphocytes   
( no TILs)  

Stromal Lymphocytes 

Should we quantify TILs? 

SFWJFX�TFSJFT

���� The Journal of Clinical Investigation   http://www.jci.org   Volume 121   Number 10   October 2011

alterations, and tumors with tightly packed, high-level amplicons. 
Although such patterns of alterations can be objectively quanti-
fied and have prognostic information (39), in analyzing these pat-
terns, knowledge about outcome of rearrangements such as fusion 
genes or disrupted genomic elements is lost. Advances in NGS have 
enabled researchers to characterize the full spectrum of mutations 
in a limited number of breast cancer genomes including the archi-
tectural pattern (40–45). These studies often reveal that tumor 
genomes are littered with diverse types of mutations — segmental 
duplications, amplifications and deletions, translocations, inver-
sions, small insertion-deletions, and point mutations. One of the 
first large-scale sequencing studies of primary breast tumors and 
breast cancer cell lines by Stephens and coworkers revealed differ-
ent types of structural alterations consistent with those deduced 
from aCGH (43). Three major patterns were seen: (a) few, interchro-
mosomal translocations with copy number alterations involving 

large DNA fragments or whole chromosome arms; (b) complex, 
interchromosomal translocations affecting shorter regions with 
high-level amplifications; and (c) small, intrachromosomal seg-
mental alterations such as duplications, deletions and/or inver-
sions, termed the “mutator phenotype”. Moreover, the subtypes 
exhibited distinctly different microhomologies at translocation 
breakpoints, making it a reasonable hypothesis that the structural 
rearrangements are caused by subtype-specific mechanisms. Con-
sistent with this notion, analyses of other cancers have shown that 
the type and distribution of rearrangement patterns characteristi-
cally vary among diseases (40, 42, 46).

A relationship between these classifications and the gene expres-
sion subtypes has been described. A luminal A tumor was found to 
have few chromosomal rearrangements by aCGH and had only one 
translocation by paired-end sequencing, in contrast to a basal-like 
tumor, which had a complex aCGH profile and a typical mutator 

'JHVSF��
4VCUZQFT�PG�CSFBTU�DBODFS��)ZQPUIFUJDBMMZ�TVCUZQFT�PG�CSFBTU�DBODFS�DBO�CF�WJFXFE�BT�B�TQFDUSVN�PG�NPSF�PS�MFTT�SFMBUFE�FOUJUJFT��5IF�NBKPS�
JUZ�BSF�DMBTTJGJFE�UISPVHI�IJTUPQBUIPMPHZ�BT�*%$�/04�CVU�TPNF�UZQFT�IBWF�EFGJOFE�IJTUPQBUIPMPHJDBM�USBJUT��4VDI�HSPVQT�IBWF�UVNPST�UIBU�BSF�
GSFRVFOUMZ�FJUIFS�&3m�)&3�m�PS�&3��)&3�m�XIJDI�BMTP�DPSSFTQPOET�UP�UIF�PVUFS�QBSU�PG�B�TQFDUSVN�PG�JOUSJOTJD�TVCUZQFT�OBNFMZ�UIF�CBTBM�MJLF�
BOE�MVNJOBM�"�UZQFT�PG�CSFBTU�DBODFS��/(4�PG�B�CBTBM�MJLF�	UPQ
�B�)&3��SFMBUFE�	TFDPOE�GSPN�UPQ
�B�MVNJOBM�#�	UIJSE�GSPN�UPQ
�BOE�B�MVNJOBM�"�
UVNPS�	CPUUPN
�TIPX�EJTUJODU�TUSVDUVSBM�DIBSBDUFSJTUJDT��5IF�DJSDPT�QMPUT�TIPX�JOUSBDISPNPTPNBM�SFBSSBOHFNFOUT�JO�HSFFO�BOE�JOUFSDISPNPTPNBM�
SFBSSBOHFNFOUT�JO�QVSQMF�	DJSDPT�QMPUT�VTFE�XJUI�QFSNJTTJPO�GSPN�/BUVSF��SFG����
�

Adenoid cystic carcinoma (ACC) 

Carolina at Chapel Hill have collected a data set of approx-
imately 470 different breast tumors, including clinical ER,
progesterone receptor (PR), and human epidermal growth
factor receptor (HER)-2 data, as well as microarray data
[1–9]. Researchers applied molecular classification to these
tumors and then broke out the group of triple-negative tu-
mors. The vast majority of triple-negative breast cancers
were found to be of the basal-like phenotype. However, all
the other molecular subtypes were present; these include the
HER-2–enriched group, luminal A, luminal B, claudin-low,
and a few normal-like tumors [9]. There is still significant bi-
ological heterogeneity within triple-negative disease, and it is
likely that therapies will need to specifically target this heter-
ogeneity to be effective against these tumors.

HER-2–ENRICHED TRIPLE-NEGATIVE TUMORS

One minor constituent of the triple-negative breast cancer
group is the HER-2– enriched gene expression subtype/
subset. Some of these tumors are clinically triple negative,
despite having the gene expression signatures of the HER-
2–enriched subtype. Clinically HER-2! tumors represent

about 15%–20% of all tumors, and the majority of clinically
HER-2! tumors fall into this HER-2– enriched subtype.
However, about 30%–40% of these are ER! and the ma-
jority are ER". Looking at gene expression patterns of
HER-2, not every tumor within the HER-2–enriched sub-
type is HER-2! or HER-2 amplified. Hence, researchers
have adopted the term “HER-2 enriched,” as opposed to
simply HER-2!, to signify the fact that not all these tumors
are HER-2! (Fig. 1).

This distinction is important for this discussion, because
tumors that are in the HER-2–enriched subtype and are not
HER-2! are triple negative. Consequently, there is a biol-
ogy possibly being dictated by HER-2 that may have some
bearing upon a subset of the triple-negative group. It may be
that these tumors have a mutation of HER-2 in the kinase
domain, for instance, but this is speculation. Researchers
have yet to identify this activating event, but nonetheless, a
few HER-2–enriched subtype tumors are indeed constitu-
ents of the triple-negative group.

One of the pressing questions regarding patients with
the HER-2–enriched subtype who are triple-negative con-

Figure 1. Cluster diagram of breast cancer subtypes highlighting the HER-2-enriched subtype.
Abbreviations: ER, estrogen receptor; HER-2, human epidermal growth factor receptor; Lum, luminal; TN, triple negative;

TOP2A, topoisomerase 2A.

40 Molecular Stratification of Triple-Negative Breast Cancers

 by guest on O
ctober 21, 2012

w
w

w
.TheO

ncologist.alpham
edpress.org

D
ow

nloaded from
 

Histología Expresión génica Infiltración linfocitariaPerfil mutacional Expresión PD-L1

El cáncer de mama es una enfermedad heterogénea



Ensayos clínicos

• Número reducido de pacientes
• Criterios de selección estrictos
• Tratamiento protocolizado
• Seguimiento estrecho
• Elevada adherencia al tratamiento

Demostrar causalidad

Práctica clínica habitual

• Ausencia de criterios de selección
• Tratamiento según criterio clínico y acceso
• Seguimiento y adherencia variable
• Elevado número de pacientes

Evaluar asociación y complementar información procedente de EECC



• Efectividad y seguridad en práctica clínica habitual
• Diferencias geográficas
• Cambio en los patrones de tratamiento
• Actividad en población no incluida en EC (ancianas, comorbilidades, 

varones, pacientes pretratados)
• Análisis coste-efectividad (uso de recursos, costes directos e indirectos..)

Agencias
Reguladoras

Industria y 
pagadores

Proveedores de 
servicios de 

salud

Pacientes

¿Qué aportan los estudios de RWE en oncología?



PalboSPAIN study: Background
• Palbociclib + endocrine therapy  (ET) demonstrated a significant benefit in terms of Progression Free 

Survival (PFS), Clinical Benefit Rate (CBR) and Overall Response Rate (ORR) vs ET alone in 1L 
treatment of locally advanced and/or metastatic breast cancer (ABC) (PALOMA 2 trial).

FLIPPER
PEARL

PATRICIA
PROMETEO II

PARSIFAL
PALMIRA
BIOPER
DxCARTES

• Major involvement of Spanish Investigators in Palbociclib 
studies.

• RWD in Spain?

PalboSPAIN Study:

ü Investigator initiatiative. 
ü Observational, ambispective, multicentric and national-based study
ü Pfizer sponsored



Objectives

Primary endpoint: 
• rwPFS in 1L treatment with palbociclib + ET (AI or fulvestrant) of mBC in 
Spain.

Secondary endpoints:
• Overall survival (OS)
• rwRR
• Dose reductions rate.
• Safety profile

PalboSPAIN Study



n

• Documented histologically confirmed breast cancer with ER and/or PgR positive and 
HER2 negative status in the most recent biopsy 

• Locally advanced or metastatic breast cancer not deemed amenable to curative surgery 
or radiation therapy

• Female or male patients > 18 years 
• Received at least one dose of Palbociclib
• At least 2 documented clinical visits 
• Palbociclib treatment started between Nov 2017 and Nov 2019
• Available clinical data. 
• Signed informed consent if alive

Inclusion criteria

Exclusion criteria

• Previous treatment with hormonal therapy, targeted therapy or chemotherapy for advanced 
disease.

• Treatment with palbociclib in clinical trial or compassionate use program

PalboSPAIN Study



Hospital Clínico San Carlos
Hospital la Paz
Clínica Universidad de Navarra (CUN)
Hospital 12 Octubre
Arnau Vilanova Lleida
Arnau Vilanova Valencia
Hospital Clinico Valencia
Hospital del Mar
Hospital  Gregorio Marañón
Hospital de Cáceres
Hospital La Princesa
Hospital Lozano Blesa
Hospital  Miguel Servet
Hospital Morales Messeguer
Hospital Dr. Negrín
Hospital Burgos
Hospital A Coruña
Hospital de  Santiago
Hospital Vall d´Hebron
Hospital Virgen del Rocio
Hospital Virgen de la Macarena
Hospital de Basurto
Hospital Ramón y Cajal
Hospital del Ferrol
ICO Hospitalet
Hospital Universitario de Elche
Hospital Virgen de las Nieves (Granada)
Hospital Virgen de la Salud (Toledo)
Hospital de León
Hospital Marqués de Valdecilla
Hospital Central de Asturias
Hospital de Donosti
Hospital de Cabueñes Gijón
Hospital Sant Pau Barcelona
Hospital Reina Sofía de Córdoba
Hospital Son Espases
Complejo Hospitalario de Navarra

35 centers 
762 patients

ClinicalTrials.gov Identifier: NCT04874025

Martínez Jañez N, SEOM 2022



Age at palbociclib initiation n %

< 50 y 133 17.5

50-70 y 395 51.8

> 70 y 234 30.7

Sex

Female 751 98.6

Male 11 1.4

Menopausal status

Premenopausal 114 15

Postmenopausal 648 85

Metastatic status at presentation

De novo 233 30.6

Recurrent 529 69.4

Disease-free interval from the end of 
(neo)adjuvant treatment

≤ 12 months 239 31.4

> 12 months 289 37.9

Number of  metastatic locations n %

1 325 42.7

2 or 3 328 43

> 3 109 14.3

Visceral metastasis status

Visceral 418 54.9

Non-visceral 344 45.1

Baseline demographic and clinical characteristics

Martínez Jañez N, SEOM 2022



n %

Chemotherapy 419 55

Endocrine therapy 485 63.6

Tamoxifen 232 30.4

Aromatase Inhibitors 275 36

OFS + Tamoxifen 32 4.1

OFS + AIs 11 1.4

Others 3 <1

Unknown 3 <1

Previous Treatment for EBC

Martínez Jañez N, SEOM 2022PalboSPAIN Study



Disease-free 
interval ≤ 12 m

Disease-free 
interval > 12 m

De novo MBC

Aromatase inhibitor 76 (31.8%) 240 (83%) 213 (91.4%)
Fulvestrant 161 (67.4%) 51 (17.6%) 18 (7.7%)

Endocrine Therapy

PalboSPAIN Study Martínez Jañez N, SEOM 2022



▪ Población general 

 

 
 

  

Real-world Progression Free Survival  

Median rwPFS: 
24 months (95%CI 21-27 months)  

Data Base Locked March 2022. Median follow up : 36 months; 477 rwPFS events (58.7%)
PalboSPAIN Study Martínez Jañez N, SEOM 2022



▪ Población general 

 

 
 

  

Overall Survival  

median OS 42 months (95% CI 40-NR)  

Median follow up : 36 months; 273 deaths (37%)
PalboSPAIN Study Martínez Jañez N, SABCS 2022



▪ MTX de novo 

 
 

  

Median rwPFS: 
28 months (95% CI 23-39)  

Median rwPFS: 
31 months (95% CI 26-37)  

Median rwPFS: 
13 months (95% CI 11-17)  ▪ Endocrino resistentes:  

 

 
  

▪ Endocrino sensibles 

 
 

  

Cohort A: Patients with de-novo MBC Cohort B: Patients relapsing >12
months after the end of adjuvant ET.

Cohort C: Patients relapsing during or within
12 months after the end of adjuvant ET.

rwPFS subgroup analysis
Disease-free interval

PalboSPAIN Study Martínez Jañez N, SABCS 2022



Median OS: 
42 months (95%CI 40-NR)  

Median OS: 
NR (95%CI 41-NR)  

Median OS: 
36 months (95%CI 31-41)  

OS subgroup analysis
Disease-free interval

▪ MTX de novo 

 
 

  

▪ Endocrino sensibles 

 
 

  

▪ Endocrino resistentes:  

 

 
  

Cohort A: Patients with de-novo MBC Cohort B: Patients relapsing >12
months after the end of adjuvant ET.

Cohort C: Patients relapsing during or within
12 months after the end of adjuvant ET.

PalboSPAIN Study Martínez Jañez N, SABCS 2022



PalboSPAIN Study Martínez Jañez N, SEOM 2022; Martínez Jañez N, SABCS 2022

All patients Complete 
response

Partial 
Response

Stable 
Disease

Progressive 
Disease

Not 
evaluated

332 (43.6%) 50 (6.6%) 282 (37%) 286 (37.5%) 107 (14.0%) 37 (4.9%)

Clinical Benefit Rate 
at 24 Weeks:

81%

Real-world Response Rate



PDSDPRCR
n (%)n (%)n (%)n (%)

19 (14.3)46 (34.6)50 (37.6)15 (11.3)<50 y
57 (14.4)152 (38.5)145 (36.7)22 (5.6)50-70 y
31 (13.2)88 (37.6)87 (37.2)13 (5.6)>70 y

Age
Regresión Cox: 
n=758, number of events=446      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - <50 -0.1502 0.8605 0.1288 -1.166 0.2435 

EDAD - >=70 -0.2123 0.8087 0.1114 -1.906 0.0566 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - <50 0.8605 1.162 0.6685 1.108  

EDAD - >=70 0.8087 1.237 0.6501 1.006  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

< 50y  27m (CI 95% 21-35 )

50-70y  21 m (CI 95%  19-26)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

≥ 70y 27 m (CI 95% 22-37 )

Cu
m
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e 
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Months

Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - 50-70 -0.3473 0.7066 0.1322 -2.627 0.008622 
EDAD - <50 -0.6438 0.5253 0.193 -3.335 0.000853 

      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - 50-70 0.7066 1.415 0.5453 0.9156  
EDAD - <50 0.5253 1.904 0.3598 0.7669  

 

 

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

< 50y NR (CI 95% 41-NR )

50-70y  43 m (CI 95%  39-NR)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

≥ 70y 37m (CI 95% 32-NR )

Months

Cu
m

ul
at

iv
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su
rv
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Overall Survival

Real-world Response Rate PDSDPRCR
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EDAD - >=70 0.8087 1.237 0.6501 1.006  
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Real-World Treatment Patterns and Outcomes of Patients Receiving Palbociclib Plus Endocrine Therapy in Spain: Subgroup Analysis 
Based on Age, Sites and number of Metastatic locations, menopausal status and dose received from PALBOSPAIN Study
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Background

Methods

ESMO BREAST 2023 234-P

Study Desing

• PALBOSPAIN (NCT04874025) is an observational, multicenter study to evaluate real-world 
practice patterns and outcomes of first-line treatment for MBC with Palbociclib in routine 
clinical practice in Spain. 

Study Population

• Eligible patients were women or men > 18 years old with histologically confirmed HR + HER2-
MBC who started first-line treatment with palbociclib + ET from November 2017 to 
November 2019. Patients should have received at least 1 dose of Palbociclib and had at least 
2 documented clinical visits. Patients treated in clinical trials were excluded. 

Objectives

• Primary objective was Real-world Progression-free Survival (rwPFS). 
• Secondary objectives included Overall Survival (OS),  real-world response rate (rwRR), dose 

reduction rate and safety. 

Statistical Analysis

• Descriptive analysis were performed, and no formal hypothesis was tested.
• Univariate statistics, including mean, median, and range for continuous variables and 

frequency distributions for categorical variables, were generated.
• Kaplan-Meier survival analysis was used to calculate survival time. 

• PALOMA 2 & 3 trials demonstrated that the combination of Palbociclib + ET offers a statistically
significant and clinically meaningful improvement in progression-free survival in both first and
second-line settings of patients with ER+/HER2- metastatic breast cancer (MBC)(1,2).

• Palbociclib treatment patterns in routine clinical practice may differ from clinical trial settings.

• Real-world efficacy data can provide evidence confirming that results found in clinical trials
translate into similar benefits when used in an unselected, post-approval population.

• Study funded by Pfizer Independent initiative Research Grant (ISR 61476513).
• This work has been supported by the Department of Investigation and Clinical Trials of Hospital 

Clínico San Carlos (UICEC-IdISSC)

Results (II)

• Age at start of the treatment and menopausal status were not associated with rwRR and rwPFS.  
• OS was longer in premenopausal vs postmenopausal women and in patients ≤70 years vs > 70 years. 
• Although premenopausal women were not included in PALOMA-2 trial,  the results of PALBOSPAIN study support the use of palbociclib plus ET in first line for premenopausal women with HR + HER2- ABC.
• Visceral metastasis and the presence of >3 metastatic sites were prognostic for PFS and OS in patients treated with Palbociclib + ET. 
• The incidence of dose reductions was higher compared with  PALOMA-2 & 3 trials. Median rwPFS and OS were higher in patients who needed dose reduction. However, this comparison may be biased due to the

confounding effect between dose reduction and time to PFS.
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Results (I)
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Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
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upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

No 19 months (CI 95% 16-23)
Yes 28 months (CI 95% 25-33)

Months

Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.5331 0.5868 0.1239 -4.303 0.0000168 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.5868 1.704 0.4603 0.748  
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  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

No 39 months (CI 95% 35-NR)
Yes NR (CI 95% 42-NR)

Dose Reduction n (%)

No 385 (50.5)

Yes 377 (49.5)

CR PR SD PD
n % n % n % n %

Visceral 21 (7.4) 17 (41.4) 141 (33.7) 63 (15.1)
Non-visceral 29 (8.4) 109 (31.7) 145 (42.2) 44 (12.8)

Regresión Cox: 
n=758, number of events=446      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5066 0.6025 0.1398 -3.623 0.000291 

Nº local. - 2 o 3 -0.139 0.8702 0.1357 -1.024 0.305791 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.6025 1.66 0.4581 0.7925  

Nº local. - 2 o 3 0.8702 1.149 0.6669 1.1355  
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Months

1 location 34 m (CI 95% 28-39 )

>3 locations 19 m (CI 95%  14-24)

Regresión Cox: 
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Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 20 m (CI 95% 18-24 )
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Overall Survival

Regresión Cox: 
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Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

1 location 48 m (CI 95% 43-NR)

>3 locations 40 m (CI 95%  29-NR)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 38 m (CI 95% 37-NR)

CR PR SD PD
n % n % n % n %

1 24 (7.4) 100 (30.8) 136 (41.8) 46 (14.2)

2-3 23 (7.0) 132 (40.2) 116 (35.4) 47 (14.3)

>3 3 (2.8) 50 (45.9) 34 (31.2) 14 (12.8)

Number of metastastatic sites Dose reductions

CR PR SD PD
n (%) n (%) n (%) n (%)

<50 y 15 (11.3) 50 (37.6) 46 (34.6) 19 (14.3)
50-70 y 22 (5.6) 145 (36.7) 152 (38.5) 57 (14.4)
>70 y 13 (5.6) 87 (37.2) 88 (37.6) 31 (13.2)

Regresión Cox: 
n=739, number of events=441      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.05392 0.94751 0.12892 -0.418 0.676 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.9475 1.055 0.7359 1.22  
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Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 
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Postmenopausal 23 months (CI 95% 20-27)
Premenopausal 27 (CI 95% 19-35)

Regresión Cox: 
n=739, number of events=271      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.4450 0.6408 0.1911 -2.328 0.0199 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.6408 1.56 0.4406 0.932  
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Postmenopausal 41 months (CI 95% 38-NR)
Premenopausal NR (CI 95% 39-NR)

CR PR SD PD
n % n % n % n  %

Premenopausal 13 (11.4) 44 (38.6) 40 (35.1) 15 (13.2)
Postmenopausal 37 (5.7) 238 (36.3) 246 (38) 92 (14.2)

Menopausal status
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 20 months (CI 95% 18-23)
Non visceral 30 months (CI 95% 25-36)

Progression-free Survival

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 38 months (CI 95% 35-43)
Non visceral 48 months (CI 95% 41-NR)

Overall Survival

Months
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Location of metastasisAge
Regresión Cox: 
n=758, number of events=446      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - <50 -0.1502 0.8605 0.1288 -1.166 0.2435 

EDAD - >=70 -0.2123 0.8087 0.1114 -1.906 0.0566 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - <50 0.8605 1.162 0.6685 1.108  

EDAD - >=70 0.8087 1.237 0.6501 1.006  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

< 50y  27m (CI 95% 21-35 )

50-70y  21 m (CI 95%  19-26)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

≥ 70y 27 m (CI 95% 22-37 )
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Months

Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - 50-70 -0.3473 0.7066 0.1322 -2.627 0.008622 
EDAD - <50 -0.6438 0.5253 0.193 -3.335 0.000853 

      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - 50-70 0.7066 1.415 0.5453 0.9156  
EDAD - <50 0.5253 1.904 0.3598 0.7669  

 

 

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

< 50y NR (CI 95% 41-NR )

50-70y  43 m (CI 95%  39-NR)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

≥ 70y 37m (CI 95% 32-NR )
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Overall Survival

HR 0.94; IC 95% 0.7-1.2, p=0.6

• A total of 762 patients from 35 centers were included in the analysis.

• Palbociclib was combined with AIs in 529 patients (69.4%) and with fulvestrant in 230
patients (30.1%)

• Median age was 61.9 years. Overall, 133 patients were < 50 years (17.5%), 395 patients
were 50-70 years (51.8%) and 234 patients were > 79 years (30.7%). 114 patients were
premenopausal (15%) and 648 postmenopausal (85%). A total of 418 patients had visceral
disease (54.9%). At baseline, 325 patients had 1 metastatic location (42.7%) , 328 patients
had 2 or 3 metastatic locations (43%) and 109 more than 3 metastatic locations (14.3%).

• Results from real-world progression free survival (rwPFS) and overall survival (OS) in the
total population and according to endocrine sensitivity have been previously reported (3).

• We provide subgroup analysis of rwRR, rwPFS and OS according to age, sites and number
of metastatic locations, menopausal status, and dose received.

CR complete response; PR partial response; SD Stable disease; PD progressive disease;  NR not reached

Real-world Response Rate

HR 0.64; IC 95% 0.4-0.9, p=0.01)

Real-world Response Rate Real-world Response Rate Dose Reductions Rate
Real-world Response Rate

HR 0.73; IC 95% 0.6-0.8, p=0.001

HR 0.62; IC 95% 0.4-0.8, p=0.0002

HR 0.71; IC 95% 0.5-0.8, p=0.0003

HR 0.58; IC 95% 0.4-0.7, p=0.00001

1 vs >3 HR 0.6; IC 95% 0.4-0.7,p=0.0002

2-3 vs >3 HR 0.8; IC 95% 0.6-1.1,p=0.3

1 vs >3 HR 0.5; IC 95% 0.4-0.8,p=0.003

2-3 vs >3 HR 0.7; IC 95% 0.5-1.1,p=0.17

<50y vs 50-70y  HR 0.8; IC 95% 0.6-1.1,p=0.2

≥70y vs 50-70y HR 0.8; IC 95% 0.6-1.0,p=0.05

50-70y vs >70y   HR 0.7; IC 95% 0.5-0.9,p=0.008

<50y vs > 70y HR 0.5; IC 95% 0.3-0.7,p=0.0008
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Real-World Treatment Patterns and Outcomes of Patients Receiving Palbociclib Plus Endocrine Therapy in Spain: Subgroup Analysis 
Based on Age, Sites and number of Metastatic locations, menopausal status and dose received from PALBOSPAIN Study
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Background

Methods
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Study Desing

• PALBOSPAIN (NCT04874025) is an observational, multicenter study to evaluate real-world 
practice patterns and outcomes of first-line treatment for MBC with Palbociclib in routine 
clinical practice in Spain. 

Study Population

• Eligible patients were women or men > 18 years old with histologically confirmed HR + HER2-
MBC who started first-line treatment with palbociclib + ET from November 2017 to 
November 2019. Patients should have received at least 1 dose of Palbociclib and had at least 
2 documented clinical visits. Patients treated in clinical trials were excluded. 

Objectives

• Primary objective was Real-world Progression-free Survival (rwPFS). 
• Secondary objectives included Overall Survival (OS),  real-world response rate (rwRR), dose 

reduction rate and safety. 

Statistical Analysis

• Descriptive analysis were performed, and no formal hypothesis was tested.
• Univariate statistics, including mean, median, and range for continuous variables and 

frequency distributions for categorical variables, were generated.
• Kaplan-Meier survival analysis was used to calculate survival time. 

• PALOMA 2 & 3 trials demonstrated that the combination of Palbociclib + ET offers a statistically
significant and clinically meaningful improvement in progression-free survival in both first and
second-line settings of patients with ER+/HER2- metastatic breast cancer (MBC)(1,2).

• Palbociclib treatment patterns in routine clinical practice may differ from clinical trial settings.

• Real-world efficacy data can provide evidence confirming that results found in clinical trials
translate into similar benefits when used in an unselected, post-approval population.

• Study funded by Pfizer Independent initiative Research Grant (ISR 61476513).
• This work has been supported by the Department of Investigation and Clinical Trials of Hospital 

Clínico San Carlos (UICEC-IdISSC)

Results (II)

• Age at start of the treatment and menopausal status were not associated with rwRR and rwPFS.  
• OS was longer in premenopausal vs postmenopausal women and in patients ≤70 years vs > 70 years. 
• Although premenopausal women were not included in PALOMA-2 trial,  the results of PALBOSPAIN study support the use of palbociclib plus ET in first line for premenopausal women with HR + HER2- ABC.
• Visceral metastasis and the presence of >3 metastatic sites were prognostic for PFS and OS in patients treated with Palbociclib + ET. 
• The incidence of dose reductions was higher compared with  PALOMA-2 & 3 trials. Median rwPFS and OS were higher in patients who needed dose reduction. However, this comparison may be biased due to the

confounding effect between dose reduction and time to PFS.
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Results (I)

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

No 19 months (CI 95% 16-23)
Yes 28 months (CI 95% 25-33)

Months

Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.5331 0.5868 0.1239 -4.303 0.0000168 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.5868 1.704 0.4603 0.748  
 

 

 

  

Months

Cu
m

ul
at

iv
e 

su
rv

iv
al

Overall Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

No 39 months (CI 95% 35-NR)
Yes NR (CI 95% 42-NR)

Dose Reduction n (%)

No 385 (50.5)

Yes 377 (49.5)

CR PR SD PD
n % n % n % n %

Visceral 21 (7.4) 17 (41.4) 141 (33.7) 63 (15.1)
Non-visceral 29 (8.4) 109 (31.7) 145 (42.2) 44 (12.8)

Regresión Cox: 
n=758, number of events=446      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5066 0.6025 0.1398 -3.623 0.000291 

Nº local. - 2 o 3 -0.139 0.8702 0.1357 -1.024 0.305791 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.6025 1.66 0.4581 0.7925  

Nº local. - 2 o 3 0.8702 1.149 0.6669 1.1355  
 

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Months

1 location 34 m (CI 95% 28-39 )

>3 locations 19 m (CI 95%  14-24)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 20 m (CI 95% 18-24 )
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Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
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Overall Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

1 location 48 m (CI 95% 43-NR)

>3 locations 40 m (CI 95%  29-NR)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 38 m (CI 95% 37-NR)

CR PR SD PD
n % n % n % n %

1 24 (7.4) 100 (30.8) 136 (41.8) 46 (14.2)

2-3 23 (7.0) 132 (40.2) 116 (35.4) 47 (14.3)

>3 3 (2.8) 50 (45.9) 34 (31.2) 14 (12.8)

Number of metastastatic sites Dose reductions

CR PR SD PD
n (%) n (%) n (%) n (%)

<50 y 15 (11.3) 50 (37.6) 46 (34.6) 19 (14.3)
50-70 y 22 (5.6) 145 (36.7) 152 (38.5) 57 (14.4)
>70 y 13 (5.6) 87 (37.2) 88 (37.6) 31 (13.2)

Regresión Cox: 
n=739, number of events=441      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.05392 0.94751 0.12892 -0.418 0.676 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.9475 1.055 0.7359 1.22  
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Progression-free Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Postmenopausal 23 months (CI 95% 20-27)
Premenopausal 27 (CI 95% 19-35)

Regresión Cox: 
n=739, number of events=271      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.4450 0.6408 0.1911 -2.328 0.0199 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.6408 1.56 0.4406 0.932  
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Overall Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Postmenopausal 41 months (CI 95% 38-NR)
Premenopausal NR (CI 95% 39-NR)

CR PR SD PD
n % n % n % n  %

Premenopausal 13 (11.4) 44 (38.6) 40 (35.1) 15 (13.2)
Postmenopausal 37 (5.7) 238 (36.3) 246 (38) 92 (14.2)

Menopausal status
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
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Location of metastasisAge
Regresión Cox: 
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EDAD - <50 -0.1502 0.8605 0.1288 -1.166 0.2435 

EDAD - >=70 -0.2123 0.8087 0.1114 -1.906 0.0566 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - <50 0.8605 1.162 0.6685 1.108  

EDAD - >=70 0.8087 1.237 0.6501 1.006  
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< 50y  27m (CI 95% 21-35 )

50-70y  21 m (CI 95%  19-26)

Regresión Cox: 
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CI 
upper 95% 
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Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
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Regresión Cox: 
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EDAD - <50 0.5253 1.904 0.3598 0.7669  
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Overall Survival

HR 0.94; IC 95% 0.7-1.2, p=0.6

• A total of 762 patients from 35 centers were included in the analysis.

• Palbociclib was combined with AIs in 529 patients (69.4%) and with fulvestrant in 230
patients (30.1%)

• Median age was 61.9 years. Overall, 133 patients were < 50 years (17.5%), 395 patients
were 50-70 years (51.8%) and 234 patients were > 79 years (30.7%). 114 patients were
premenopausal (15%) and 648 postmenopausal (85%). A total of 418 patients had visceral
disease (54.9%). At baseline, 325 patients had 1 metastatic location (42.7%) , 328 patients
had 2 or 3 metastatic locations (43%) and 109 more than 3 metastatic locations (14.3%).

• Results from real-world progression free survival (rwPFS) and overall survival (OS) in the
total population and according to endocrine sensitivity have been previously reported (3).

• We provide subgroup analysis of rwRR, rwPFS and OS according to age, sites and number
of metastatic locations, menopausal status, and dose received.

CR complete response; PR partial response; SD Stable disease; PD progressive disease;  NR not reached

Real-world Response Rate

HR 0.64; IC 95% 0.4-0.9, p=0.01)

Real-world Response Rate Real-world Response Rate Dose Reductions Rate
Real-world Response Rate

HR 0.73; IC 95% 0.6-0.8, p=0.001

HR 0.62; IC 95% 0.4-0.8, p=0.0002

HR 0.71; IC 95% 0.5-0.8, p=0.0003

HR 0.58; IC 95% 0.4-0.7, p=0.00001

1 vs >3 HR 0.6; IC 95% 0.4-0.7,p=0.0002

2-3 vs >3 HR 0.8; IC 95% 0.6-1.1,p=0.3

1 vs >3 HR 0.5; IC 95% 0.4-0.8,p=0.003

2-3 vs >3 HR 0.7; IC 95% 0.5-1.1,p=0.17

<50y vs 50-70y  HR 0.8; IC 95% 0.6-1.1,p=0.2

≥70y vs 50-70y HR 0.8; IC 95% 0.6-1.0,p=0.05

50-70y vs >70y   HR 0.7; IC 95% 0.5-0.9,p=0.008

<50y vs > 70y HR 0.5; IC 95% 0.3-0.7,p=0.0008
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 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.05392 0.94751 0.12892 -0.418 0.676 
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menopausia-Premenopausia 0.9475 1.055 0.7359 1.22  
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Postmenopausal 23 months (CI 95% 20-27)
Premenopausal 27 (CI 95% 19-35)
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Postmenopausal 41 months (CI 95% 38-NR)
Premenopausal NR (CI 95% 39-NR)

PDSDPRCR
n  %n %n %n %

15 (13.2)40 (35.1)44 (38.6)13 (11.4)Premenopausal
92 (14.2)246 (38)238 (36.3)37 (5.7)Postmenopausal

Menopausal status

Real-world Response Rate
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Real-World Treatment Patterns and Outcomes of Patients Receiving Palbociclib Plus Endocrine Therapy in Spain: Subgroup Analysis 
Based on Age, Sites and number of Metastatic locations, menopausal status and dose received from PALBOSPAIN Study

Fernando Moreno Anton1, M. Bellet Ezquerra2, L. M. Manso Sanchez3, F. Henao Carrasco4, A. Anton Torres5, S. Morales6, P. Tolosa Ortega7, V.L. Obadia Gil8, T. Sampedro9, R. Andrés Conejero10, L. Calvo-Martinez11, E. Galve-Calvo12, R. López13, F. Ayala de la Pena14, S. Lopez-Tarruella Cobo15, B.A. Hernando Fernandez16, L. Boronat Ruiz17, T. Martos Cardenas18, J.I. Chacon19, N. Martinez Jañez20
1Medical Oncology Dept., Hospital Clinico Universitario San Carlos, Madrid, Spain, 2Oncology Dept., Vall d'Hebron Institute of Oncology (VHIO)-Cellex Center, Barcelona, Spain, 3Medical oncology Department, Hospital Universitario 12 de Octubre, Madrid, Spain, 4Oncology, Hospital Universitario Virgen Macarena, Seville, Spain, 5Medical Oncology Department, HospItal Universitario Miguel Servet, Zaragoza, Spain, 6Medical Oncology Department, Hospital Arnau de Vilanova - Lleida, Alpicat, Spain, 7Medical Oncology 
Department, Hospital Universitario 12 de Octubre, Madrid, Spain, 8Breast Cancer Unit, ICO - Institut Català d'Oncologia l'Hospitalet (Hospital Duran i Reynals), L'Hospitalet De Llobregat, Spain, 9Medical Oncology Department, Hospital Universitario de Cabuenes, Gijón, Spain, 10Medical oncology department, Hospital Clinico Universitario Lozano Blesa, Zaragoza, Spain, 11Medical oncology department, CHUAC - Complexo Hospitalario Universitario A Coruña, A Coruña, Spain, 12Medical Oncology Dept., Hospital Universitario de 
Basurto, Bilbao, Spain, 13Medical Oncology Department, Hospital Clínico Universitario de Santiago, Santiago De Compostela, Spain, 14Hematology and Medical Oncology Department, Hospital General Universitario Morales Meseguer, Murcia, Spain, 15Dept. Medical Oncology, Hospital General Universitario Gregorio Maranon, Madrid, Spain, 16Medical oncology department, Complejo Hospitalario de Burgos -Hospital General Yagüe, Burgos, Spain, 17Oncology Department, Hospital de la Santa Creu i Sant Pau, Barcelona, 
Spain, 18Medical oncology department, Hospital del Mar - Parc de Salut Mar, Barcelona, Spain, 19Medical Oncology department, Hospital Virgen de la Salud, Toledo, Spain, 20Medical Oncology department, Hospital Ramón y Cajal, Madrid, Spain

Background

Methods
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Study Desing

• PALBOSPAIN (NCT04874025) is an observational, multicenter study to evaluate real-world 
practice patterns and outcomes of first-line treatment for MBC with Palbociclib in routine 
clinical practice in Spain. 

Study Population

• Eligible patients were women or men > 18 years old with histologically confirmed HR + HER2-
MBC who started first-line treatment with palbociclib + ET from November 2017 to 
November 2019. Patients should have received at least 1 dose of Palbociclib and had at least 
2 documented clinical visits. Patients treated in clinical trials were excluded. 

Objectives

• Primary objective was Real-world Progression-free Survival (rwPFS). 
• Secondary objectives included Overall Survival (OS),  real-world response rate (rwRR), dose 

reduction rate and safety. 

Statistical Analysis

• Descriptive analysis were performed, and no formal hypothesis was tested.
• Univariate statistics, including mean, median, and range for continuous variables and 

frequency distributions for categorical variables, were generated.
• Kaplan-Meier survival analysis was used to calculate survival time. 

• PALOMA 2 & 3 trials demonstrated that the combination of Palbociclib + ET offers a statistically
significant and clinically meaningful improvement in progression-free survival in both first and
second-line settings of patients with ER+/HER2- metastatic breast cancer (MBC)(1,2).

• Palbociclib treatment patterns in routine clinical practice may differ from clinical trial settings.

• Real-world efficacy data can provide evidence confirming that results found in clinical trials
translate into similar benefits when used in an unselected, post-approval population.

• Study funded by Pfizer Independent initiative Research Grant (ISR 61476513).
• This work has been supported by the Department of Investigation and Clinical Trials of Hospital 

Clínico San Carlos (UICEC-IdISSC)

Results (II)

• Age at start of the treatment and menopausal status were not associated with rwRR and rwPFS.  
• OS was longer in premenopausal vs postmenopausal women and in patients ≤70 years vs > 70 years. 
• Although premenopausal women were not included in PALOMA-2 trial,  the results of PALBOSPAIN study support the use of palbociclib plus ET in first line for premenopausal women with HR + HER2- ABC.
• Visceral metastasis and the presence of >3 metastatic sites were prognostic for PFS and OS in patients treated with Palbociclib + ET. 
• The incidence of dose reductions was higher compared with  PALOMA-2 & 3 trials. Median rwPFS and OS were higher in patients who needed dose reduction. However, this comparison may be biased due to the

confounding effect between dose reduction and time to PFS.
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No 19 months (CI 95% 16-23)
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upper 95% 
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Reducción de dosis 0.5868 1.704 0.4603 0.748  
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Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

No 39 months (CI 95% 35-NR)
Yes NR (CI 95% 42-NR)

Dose Reduction n (%)

No 385 (50.5)

Yes 377 (49.5)

CR PR SD PD
n % n % n % n %

Visceral 21 (7.4) 17 (41.4) 141 (33.7) 63 (15.1)
Non-visceral 29 (8.4) 109 (31.7) 145 (42.2) 44 (12.8)

Regresión Cox: 
n=758, number of events=446      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5066 0.6025 0.1398 -3.623 0.000291 

Nº local. - 2 o 3 -0.139 0.8702 0.1357 -1.024 0.305791 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.6025 1.66 0.4581 0.7925  

Nº local. - 2 o 3 0.8702 1.149 0.6669 1.1355  
 

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Months

1 location 34 m (CI 95% 28-39 )

>3 locations 19 m (CI 95%  14-24)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 20 m (CI 95% 18-24 )
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Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

Months
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Overall Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

1 location 48 m (CI 95% 43-NR)

>3 locations 40 m (CI 95%  29-NR)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 38 m (CI 95% 37-NR)

CR PR SD PD
n % n % n % n %

1 24 (7.4) 100 (30.8) 136 (41.8) 46 (14.2)

2-3 23 (7.0) 132 (40.2) 116 (35.4) 47 (14.3)

>3 3 (2.8) 50 (45.9) 34 (31.2) 14 (12.8)

Number of metastastatic sites Dose reductions

CR PR SD PD
n (%) n (%) n (%) n (%)

<50 y 15 (11.3) 50 (37.6) 46 (34.6) 19 (14.3)
50-70 y 22 (5.6) 145 (36.7) 152 (38.5) 57 (14.4)
>70 y 13 (5.6) 87 (37.2) 88 (37.6) 31 (13.2)

Regresión Cox: 
n=739, number of events=441      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.05392 0.94751 0.12892 -0.418 0.676 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.9475 1.055 0.7359 1.22  
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Progression-free Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Postmenopausal 23 months (CI 95% 20-27)
Premenopausal 27 (CI 95% 19-35)

Regresión Cox: 
n=739, number of events=271      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.4450 0.6408 0.1911 -2.328 0.0199 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.6408 1.56 0.4406 0.932  

 

 
 

  

Months
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Overall Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Postmenopausal 41 months (CI 95% 38-NR)
Premenopausal NR (CI 95% 39-NR)

CR PR SD PD
n % n % n % n  %

Premenopausal 13 (11.4) 44 (38.6) 40 (35.1) 15 (13.2)
Postmenopausal 37 (5.7) 238 (36.3) 246 (38) 92 (14.2)

Menopausal status
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 20 months (CI 95% 18-23)
Non visceral 30 months (CI 95% 25-36)

Progression-free Survival

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 38 months (CI 95% 35-43)
Non visceral 48 months (CI 95% 41-NR)

Overall Survival

Months
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Location of metastasisAge
Regresión Cox: 
n=758, number of events=446      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - <50 -0.1502 0.8605 0.1288 -1.166 0.2435 

EDAD - >=70 -0.2123 0.8087 0.1114 -1.906 0.0566 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - <50 0.8605 1.162 0.6685 1.108  

EDAD - >=70 0.8087 1.237 0.6501 1.006  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

< 50y  27m (CI 95% 21-35 )

50-70y  21 m (CI 95%  19-26)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

≥ 70y 27 m (CI 95% 22-37 )
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Months

Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - 50-70 -0.3473 0.7066 0.1322 -2.627 0.008622 
EDAD - <50 -0.6438 0.5253 0.193 -3.335 0.000853 

      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - 50-70 0.7066 1.415 0.5453 0.9156  
EDAD - <50 0.5253 1.904 0.3598 0.7669  

 

 

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

< 50y NR (CI 95% 41-NR )

50-70y  43 m (CI 95%  39-NR)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

≥ 70y 37m (CI 95% 32-NR )
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Overall Survival

HR 0.94; IC 95% 0.7-1.2, p=0.6

• A total of 762 patients from 35 centers were included in the analysis.

• Palbociclib was combined with AIs in 529 patients (69.4%) and with fulvestrant in 230
patients (30.1%)

• Median age was 61.9 years. Overall, 133 patients were < 50 years (17.5%), 395 patients
were 50-70 years (51.8%) and 234 patients were > 79 years (30.7%). 114 patients were
premenopausal (15%) and 648 postmenopausal (85%). A total of 418 patients had visceral
disease (54.9%). At baseline, 325 patients had 1 metastatic location (42.7%) , 328 patients
had 2 or 3 metastatic locations (43%) and 109 more than 3 metastatic locations (14.3%).

• Results from real-world progression free survival (rwPFS) and overall survival (OS) in the
total population and according to endocrine sensitivity have been previously reported (3).

• We provide subgroup analysis of rwRR, rwPFS and OS according to age, sites and number
of metastatic locations, menopausal status, and dose received.

CR complete response; PR partial response; SD Stable disease; PD progressive disease;  NR not reached

Real-world Response Rate

HR 0.64; IC 95% 0.4-0.9, p=0.01)

Real-world Response Rate Real-world Response Rate Dose Reductions Rate
Real-world Response Rate

HR 0.73; IC 95% 0.6-0.8, p=0.001

HR 0.62; IC 95% 0.4-0.8, p=0.0002

HR 0.71; IC 95% 0.5-0.8, p=0.0003

HR 0.58; IC 95% 0.4-0.7, p=0.00001

1 vs >3 HR 0.6; IC 95% 0.4-0.7,p=0.0002

2-3 vs >3 HR 0.8; IC 95% 0.6-1.1,p=0.3

1 vs >3 HR 0.5; IC 95% 0.4-0.8,p=0.003

2-3 vs >3 HR 0.7; IC 95% 0.5-1.1,p=0.17

<50y vs 50-70y  HR 0.8; IC 95% 0.6-1.1,p=0.2

≥70y vs 50-70y HR 0.8; IC 95% 0.6-1.0,p=0.05

50-70y vs >70y   HR 0.7; IC 95% 0.5-0.9,p=0.008

<50y vs > 70y HR 0.5; IC 95% 0.3-0.7,p=0.0008
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Real-World Treatment Patterns and Outcomes of Patients Receiving Palbociclib Plus Endocrine Therapy in Spain: Subgroup Analysis 
Based on Age, Sites and number of Metastatic locations, menopausal status and dose received from PALBOSPAIN Study
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Background

Methods
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Study Desing

• PALBOSPAIN (NCT04874025) is an observational, multicenter study to evaluate real-world 
practice patterns and outcomes of first-line treatment for MBC with Palbociclib in routine 
clinical practice in Spain. 

Study Population

• Eligible patients were women or men > 18 years old with histologically confirmed HR + HER2-
MBC who started first-line treatment with palbociclib + ET from November 2017 to 
November 2019. Patients should have received at least 1 dose of Palbociclib and had at least 
2 documented clinical visits. Patients treated in clinical trials were excluded. 

Objectives

• Primary objective was Real-world Progression-free Survival (rwPFS). 
• Secondary objectives included Overall Survival (OS),  real-world response rate (rwRR), dose 

reduction rate and safety. 

Statistical Analysis

• Descriptive analysis were performed, and no formal hypothesis was tested.
• Univariate statistics, including mean, median, and range for continuous variables and 

frequency distributions for categorical variables, were generated.
• Kaplan-Meier survival analysis was used to calculate survival time. 

• PALOMA 2 & 3 trials demonstrated that the combination of Palbociclib + ET offers a statistically
significant and clinically meaningful improvement in progression-free survival in both first and
second-line settings of patients with ER+/HER2- metastatic breast cancer (MBC)(1,2).

• Palbociclib treatment patterns in routine clinical practice may differ from clinical trial settings.

• Real-world efficacy data can provide evidence confirming that results found in clinical trials
translate into similar benefits when used in an unselected, post-approval population.

• Study funded by Pfizer Independent initiative Research Grant (ISR 61476513).
• This work has been supported by the Department of Investigation and Clinical Trials of Hospital 

Clínico San Carlos (UICEC-IdISSC)

Results (II)

• Age at start of the treatment and menopausal status were not associated with rwRR and rwPFS.  
• OS was longer in premenopausal vs postmenopausal women and in patients ≤70 years vs > 70 years. 
• Although premenopausal women were not included in PALOMA-2 trial,  the results of PALBOSPAIN study support the use of palbociclib plus ET in first line for premenopausal women with HR + HER2- ABC.
• Visceral metastasis and the presence of >3 metastatic sites were prognostic for PFS and OS in patients treated with Palbociclib + ET. 
• The incidence of dose reductions was higher compared with  PALOMA-2 & 3 trials. Median rwPFS and OS were higher in patients who needed dose reduction. However, this comparison may be biased due to the

confounding effect between dose reduction and time to PFS.
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Results (I)

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

No 19 months (CI 95% 16-23)
Yes 28 months (CI 95% 25-33)

Months

Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.5331 0.5868 0.1239 -4.303 0.0000168 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.5868 1.704 0.4603 0.748  
 

 

 

  

Months

Cu
m

ul
at

iv
e 

su
rv

iv
al

Overall Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

No 39 months (CI 95% 35-NR)
Yes NR (CI 95% 42-NR)

Dose Reduction n (%)

No 385 (50.5)

Yes 377 (49.5)

CR PR SD PD
n % n % n % n %

Visceral 21 (7.4) 17 (41.4) 141 (33.7) 63 (15.1)
Non-visceral 29 (8.4) 109 (31.7) 145 (42.2) 44 (12.8)

Regresión Cox: 
n=758, number of events=446      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5066 0.6025 0.1398 -3.623 0.000291 

Nº local. - 2 o 3 -0.139 0.8702 0.1357 -1.024 0.305791 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.6025 1.66 0.4581 0.7925  

Nº local. - 2 o 3 0.8702 1.149 0.6669 1.1355  
 

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Months

1 location 34 m (CI 95% 28-39 )

>3 locations 19 m (CI 95%  14-24)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 20 m (CI 95% 18-24 )
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Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
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Overall Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

1 location 48 m (CI 95% 43-NR)

>3 locations 40 m (CI 95%  29-NR)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 38 m (CI 95% 37-NR)

CR PR SD PD
n % n % n % n %

1 24 (7.4) 100 (30.8) 136 (41.8) 46 (14.2)

2-3 23 (7.0) 132 (40.2) 116 (35.4) 47 (14.3)

>3 3 (2.8) 50 (45.9) 34 (31.2) 14 (12.8)

Number of metastastatic sites Dose reductions

CR PR SD PD
n (%) n (%) n (%) n (%)

<50 y 15 (11.3) 50 (37.6) 46 (34.6) 19 (14.3)
50-70 y 22 (5.6) 145 (36.7) 152 (38.5) 57 (14.4)
>70 y 13 (5.6) 87 (37.2) 88 (37.6) 31 (13.2)

Regresión Cox: 
n=739, number of events=441      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.05392 0.94751 0.12892 -0.418 0.676 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.9475 1.055 0.7359 1.22  
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Progression-free Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Postmenopausal 23 months (CI 95% 20-27)
Premenopausal 27 (CI 95% 19-35)

Regresión Cox: 
n=739, number of events=271      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.4450 0.6408 0.1911 -2.328 0.0199 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.6408 1.56 0.4406 0.932  
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Overall Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Postmenopausal 41 months (CI 95% 38-NR)
Premenopausal NR (CI 95% 39-NR)

CR PR SD PD
n % n % n % n  %

Premenopausal 13 (11.4) 44 (38.6) 40 (35.1) 15 (13.2)
Postmenopausal 37 (5.7) 238 (36.3) 246 (38) 92 (14.2)

Menopausal status
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 20 months (CI 95% 18-23)
Non visceral 30 months (CI 95% 25-36)

Progression-free Survival

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 38 months (CI 95% 35-43)
Non visceral 48 months (CI 95% 41-NR)

Overall Survival
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Location of metastasisAge
Regresión Cox: 
n=758, number of events=446      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - <50 -0.1502 0.8605 0.1288 -1.166 0.2435 

EDAD - >=70 -0.2123 0.8087 0.1114 -1.906 0.0566 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - <50 0.8605 1.162 0.6685 1.108  

EDAD - >=70 0.8087 1.237 0.6501 1.006  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

< 50y  27m (CI 95% 21-35 )

50-70y  21 m (CI 95%  19-26)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

≥ 70y 27 m (CI 95% 22-37 )
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Months

Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - 50-70 -0.3473 0.7066 0.1322 -2.627 0.008622 
EDAD - <50 -0.6438 0.5253 0.193 -3.335 0.000853 

      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - 50-70 0.7066 1.415 0.5453 0.9156  
EDAD - <50 0.5253 1.904 0.3598 0.7669  

 

 

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

< 50y NR (CI 95% 41-NR )

50-70y  43 m (CI 95%  39-NR)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

≥ 70y 37m (CI 95% 32-NR )
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Overall Survival

HR 0.94; IC 95% 0.7-1.2, p=0.6

• A total of 762 patients from 35 centers were included in the analysis.

• Palbociclib was combined with AIs in 529 patients (69.4%) and with fulvestrant in 230
patients (30.1%)

• Median age was 61.9 years. Overall, 133 patients were < 50 years (17.5%), 395 patients
were 50-70 years (51.8%) and 234 patients were > 79 years (30.7%). 114 patients were
premenopausal (15%) and 648 postmenopausal (85%). A total of 418 patients had visceral
disease (54.9%). At baseline, 325 patients had 1 metastatic location (42.7%) , 328 patients
had 2 or 3 metastatic locations (43%) and 109 more than 3 metastatic locations (14.3%).

• Results from real-world progression free survival (rwPFS) and overall survival (OS) in the
total population and according to endocrine sensitivity have been previously reported (3).

• We provide subgroup analysis of rwRR, rwPFS and OS according to age, sites and number
of metastatic locations, menopausal status, and dose received.

CR complete response; PR partial response; SD Stable disease; PD progressive disease;  NR not reached

Real-world Response Rate

HR 0.64; IC 95% 0.4-0.9, p=0.01)

Real-world Response Rate Real-world Response Rate Dose Reductions Rate
Real-world Response Rate

HR 0.73; IC 95% 0.6-0.8, p=0.001

HR 0.62; IC 95% 0.4-0.8, p=0.0002

HR 0.71; IC 95% 0.5-0.8, p=0.0003

HR 0.58; IC 95% 0.4-0.7, p=0.00001

1 vs >3 HR 0.6; IC 95% 0.4-0.7,p=0.0002

2-3 vs >3 HR 0.8; IC 95% 0.6-1.1,p=0.3

1 vs >3 HR 0.5; IC 95% 0.4-0.8,p=0.003

2-3 vs >3 HR 0.7; IC 95% 0.5-1.1,p=0.17

<50y vs 50-70y  HR 0.8; IC 95% 0.6-1.1,p=0.2

≥70y vs 50-70y HR 0.8; IC 95% 0.6-1.0,p=0.05

50-70y vs >70y   HR 0.7; IC 95% 0.5-0.9,p=0.008

<50y vs > 70y HR 0.5; IC 95% 0.3-0.7,p=0.0008

QR

234 P



PDSDPRCR
n %n %n %n %

63 (15.1)141 (33.7)17 (41.4)21 (7.4)Visceral
44 (12.8)145 (42.2)109 (31.7)29 (8.4)Non-visceral
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 20 months (CI 95% 18-23)
Non visceral 30 months (CI 95% 25-36)

Progression-free Survival

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 38 months (CI 95% 35-43)
Non visceral 48 months (CI 95% 41-NR)

Overall Survival
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Location of metastasis

Real-world Response Rate PDSDPRCR
n %n %n %n %

63 (15.1)141 (33.7)17 (41.4)21 (7.4)Visceral
44 (12.8)145 (42.2)109 (31.7)29 (8.4)Non-visceral
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 20 months (CI 95% 18-23)
Non visceral 30 months (CI 95% 25-36)

Progression-free Survival

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 38 months (CI 95% 35-43)
Non visceral 48 months (CI 95% 41-NR)

Overall Survival
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Location of metastasis

Real-world Response Rate

PDSDPRCR
n %n %n %n %

63 (15.1)141 (33.7)17 (41.4)21 (7.4)Visceral
44 (12.8)145 (42.2)109 (31.7)29 (8.4)Non-visceral
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 20 months (CI 95% 18-23)
Non visceral 30 months (CI 95% 25-36)

Progression-free Survival

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 38 months (CI 95% 35-43)
Non visceral 48 months (CI 95% 41-NR)

Overall Survival
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Location of metastasis

Real-world Response Rate

Subgroup Analysis: Location of metastasis

Moreno F, ESMO Breast 2023

Real-World Treatment Patterns and Outcomes of Patients Receiving Palbociclib Plus Endocrine Therapy in Spain: Subgroup Analysis 
Based on Age, Sites and number of Metastatic locations, menopausal status and dose received from PALBOSPAIN Study
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Methods
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Study Desing

• PALBOSPAIN (NCT04874025) is an observational, multicenter study to evaluate real-world 
practice patterns and outcomes of first-line treatment for MBC with Palbociclib in routine 
clinical practice in Spain. 

Study Population

• Eligible patients were women or men > 18 years old with histologically confirmed HR + HER2-
MBC who started first-line treatment with palbociclib + ET from November 2017 to 
November 2019. Patients should have received at least 1 dose of Palbociclib and had at least 
2 documented clinical visits. Patients treated in clinical trials were excluded. 

Objectives

• Primary objective was Real-world Progression-free Survival (rwPFS). 
• Secondary objectives included Overall Survival (OS),  real-world response rate (rwRR), dose 

reduction rate and safety. 

Statistical Analysis

• Descriptive analysis were performed, and no formal hypothesis was tested.
• Univariate statistics, including mean, median, and range for continuous variables and 

frequency distributions for categorical variables, were generated.
• Kaplan-Meier survival analysis was used to calculate survival time. 

• PALOMA 2 & 3 trials demonstrated that the combination of Palbociclib + ET offers a statistically
significant and clinically meaningful improvement in progression-free survival in both first and
second-line settings of patients with ER+/HER2- metastatic breast cancer (MBC)(1,2).

• Palbociclib treatment patterns in routine clinical practice may differ from clinical trial settings.

• Real-world efficacy data can provide evidence confirming that results found in clinical trials
translate into similar benefits when used in an unselected, post-approval population.

• Study funded by Pfizer Independent initiative Research Grant (ISR 61476513).
• This work has been supported by the Department of Investigation and Clinical Trials of Hospital 

Clínico San Carlos (UICEC-IdISSC)

Results (II)

• Age at start of the treatment and menopausal status were not associated with rwRR and rwPFS.  
• OS was longer in premenopausal vs postmenopausal women and in patients ≤70 years vs > 70 years. 
• Although premenopausal women were not included in PALOMA-2 trial,  the results of PALBOSPAIN study support the use of palbociclib plus ET in first line for premenopausal women with HR + HER2- ABC.
• Visceral metastasis and the presence of >3 metastatic sites were prognostic for PFS and OS in patients treated with Palbociclib + ET. 
• The incidence of dose reductions was higher compared with  PALOMA-2 & 3 trials. Median rwPFS and OS were higher in patients who needed dose reduction. However, this comparison may be biased due to the

confounding effect between dose reduction and time to PFS.
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Results (I)

Regresión Cox: 
n=758, number of events=446      
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upper 95% 
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Reducción de dosis 0.7102 1.408 0.5894 0.8557  
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
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upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

No 19 months (CI 95% 16-23)
Yes 28 months (CI 95% 25-33)

Months

Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.5331 0.5868 0.1239 -4.303 0.0000168 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.5868 1.704 0.4603 0.748  
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Overall Survival

Regresión Cox: 
n=758, number of events=446      
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Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
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Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

No 39 months (CI 95% 35-NR)
Yes NR (CI 95% 42-NR)

Dose Reduction n (%)

No 385 (50.5)

Yes 377 (49.5)

CR PR SD PD
n % n % n % n %

Visceral 21 (7.4) 17 (41.4) 141 (33.7) 63 (15.1)
Non-visceral 29 (8.4) 109 (31.7) 145 (42.2) 44 (12.8)

Regresión Cox: 
n=758, number of events=446      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5066 0.6025 0.1398 -3.623 0.000291 

Nº local. - 2 o 3 -0.139 0.8702 0.1357 -1.024 0.305791 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.6025 1.66 0.4581 0.7925  

Nº local. - 2 o 3 0.8702 1.149 0.6669 1.1355  
 

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Months

1 location 34 m (CI 95% 28-39 )

>3 locations 19 m (CI 95%  14-24)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 20 m (CI 95% 18-24 )

Cu
m

ul
at

iv
e 

su
rv

iv
al

Progression-free Survival

Regresión Cox: 
n=750, number of events=273      
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Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

Months

Cu
m

ul
at

iv
e 

su
rv

iv
al

Overall Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

1 location 48 m (CI 95% 43-NR)

>3 locations 40 m (CI 95%  29-NR)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 38 m (CI 95% 37-NR)

CR PR SD PD
n % n % n % n %

1 24 (7.4) 100 (30.8) 136 (41.8) 46 (14.2)

2-3 23 (7.0) 132 (40.2) 116 (35.4) 47 (14.3)

>3 3 (2.8) 50 (45.9) 34 (31.2) 14 (12.8)

Number of metastastatic sites Dose reductions

CR PR SD PD
n (%) n (%) n (%) n (%)

<50 y 15 (11.3) 50 (37.6) 46 (34.6) 19 (14.3)
50-70 y 22 (5.6) 145 (36.7) 152 (38.5) 57 (14.4)
>70 y 13 (5.6) 87 (37.2) 88 (37.6) 31 (13.2)

Regresión Cox: 
n=739, number of events=441      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.05392 0.94751 0.12892 -0.418 0.676 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.9475 1.055 0.7359 1.22  

 

 

 

Months

Cu
m

ul
at

iv
e 

su
rv

iv
al

Progression-free Survival

Regresión Cox: 
n=758, number of events=446      
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  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Postmenopausal 23 months (CI 95% 20-27)
Premenopausal 27 (CI 95% 19-35)

Regresión Cox: 
n=739, number of events=271      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.4450 0.6408 0.1911 -2.328 0.0199 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.6408 1.56 0.4406 0.932  
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Overall Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
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  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  
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Regresión Cox: 
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  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Postmenopausal 41 months (CI 95% 38-NR)
Premenopausal NR (CI 95% 39-NR)

CR PR SD PD
n % n % n % n  %

Premenopausal 13 (11.4) 44 (38.6) 40 (35.1) 15 (13.2)
Postmenopausal 37 (5.7) 238 (36.3) 246 (38) 92 (14.2)

Menopausal status
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 20 months (CI 95% 18-23)
Non visceral 30 months (CI 95% 25-36)

Progression-free Survival

 

 

  

Regresión Cox: 
n=758, number of events=446      
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Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 38 months (CI 95% 35-43)
Non visceral 48 months (CI 95% 41-NR)

Overall Survival
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Location of metastasisAge
Regresión Cox: 
n=758, number of events=446      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - <50 -0.1502 0.8605 0.1288 -1.166 0.2435 

EDAD - >=70 -0.2123 0.8087 0.1114 -1.906 0.0566 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - <50 0.8605 1.162 0.6685 1.108  

EDAD - >=70 0.8087 1.237 0.6501 1.006  
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  coef exp(coef) se(coef) z Pr(>|z|) 
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  exp(coef) exp(-coef) lower 95% 
CI 
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Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

< 50y  27m (CI 95% 21-35 )

50-70y  21 m (CI 95%  19-26)

Regresión Cox: 
n=750, number of events=273      
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Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

≥ 70y 27 m (CI 95% 22-37 )
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Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - 50-70 -0.3473 0.7066 0.1322 -2.627 0.008622 
EDAD - <50 -0.6438 0.5253 0.193 -3.335 0.000853 

      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - 50-70 0.7066 1.415 0.5453 0.9156  
EDAD - <50 0.5253 1.904 0.3598 0.7669  
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Regresión Cox: 
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  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

< 50y NR (CI 95% 41-NR )

50-70y  43 m (CI 95%  39-NR)

Regresión Cox: 
n=750, number of events=273      
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≥ 70y 37m (CI 95% 32-NR )
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Overall Survival

HR 0.94; IC 95% 0.7-1.2, p=0.6

• A total of 762 patients from 35 centers were included in the analysis.

• Palbociclib was combined with AIs in 529 patients (69.4%) and with fulvestrant in 230
patients (30.1%)

• Median age was 61.9 years. Overall, 133 patients were < 50 years (17.5%), 395 patients
were 50-70 years (51.8%) and 234 patients were > 79 years (30.7%). 114 patients were
premenopausal (15%) and 648 postmenopausal (85%). A total of 418 patients had visceral
disease (54.9%). At baseline, 325 patients had 1 metastatic location (42.7%) , 328 patients
had 2 or 3 metastatic locations (43%) and 109 more than 3 metastatic locations (14.3%).

• Results from real-world progression free survival (rwPFS) and overall survival (OS) in the
total population and according to endocrine sensitivity have been previously reported (3).

• We provide subgroup analysis of rwRR, rwPFS and OS according to age, sites and number
of metastatic locations, menopausal status, and dose received.

CR complete response; PR partial response; SD Stable disease; PD progressive disease;  NR not reached

Real-world Response Rate

HR 0.64; IC 95% 0.4-0.9, p=0.01)

Real-world Response Rate Real-world Response Rate Dose Reductions Rate
Real-world Response Rate

HR 0.73; IC 95% 0.6-0.8, p=0.001

HR 0.62; IC 95% 0.4-0.8, p=0.0002

HR 0.71; IC 95% 0.5-0.8, p=0.0003

HR 0.58; IC 95% 0.4-0.7, p=0.00001

1 vs >3 HR 0.6; IC 95% 0.4-0.7,p=0.0002

2-3 vs >3 HR 0.8; IC 95% 0.6-1.1,p=0.3

1 vs >3 HR 0.5; IC 95% 0.4-0.8,p=0.003

2-3 vs >3 HR 0.7; IC 95% 0.5-1.1,p=0.17

<50y vs 50-70y  HR 0.8; IC 95% 0.6-1.1,p=0.2

≥70y vs 50-70y HR 0.8; IC 95% 0.6-1.0,p=0.05

50-70y vs >70y   HR 0.7; IC 95% 0.5-0.9,p=0.008

<50y vs > 70y HR 0.5; IC 95% 0.3-0.7,p=0.0008
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Background

Methods

ESMO BREAST 2023 234-P

Study Desing

• PALBOSPAIN (NCT04874025) is an observational, multicenter study to evaluate real-world 
practice patterns and outcomes of first-line treatment for MBC with Palbociclib in routine 
clinical practice in Spain. 

Study Population

• Eligible patients were women or men > 18 years old with histologically confirmed HR + HER2-
MBC who started first-line treatment with palbociclib + ET from November 2017 to 
November 2019. Patients should have received at least 1 dose of Palbociclib and had at least 
2 documented clinical visits. Patients treated in clinical trials were excluded. 

Objectives

• Primary objective was Real-world Progression-free Survival (rwPFS). 
• Secondary objectives included Overall Survival (OS),  real-world response rate (rwRR), dose 

reduction rate and safety. 

Statistical Analysis

• Descriptive analysis were performed, and no formal hypothesis was tested.
• Univariate statistics, including mean, median, and range for continuous variables and 

frequency distributions for categorical variables, were generated.
• Kaplan-Meier survival analysis was used to calculate survival time. 

• PALOMA 2 & 3 trials demonstrated that the combination of Palbociclib + ET offers a statistically
significant and clinically meaningful improvement in progression-free survival in both first and
second-line settings of patients with ER+/HER2- metastatic breast cancer (MBC)(1,2).

• Palbociclib treatment patterns in routine clinical practice may differ from clinical trial settings.

• Real-world efficacy data can provide evidence confirming that results found in clinical trials
translate into similar benefits when used in an unselected, post-approval population.

• Study funded by Pfizer Independent initiative Research Grant (ISR 61476513).
• This work has been supported by the Department of Investigation and Clinical Trials of Hospital 

Clínico San Carlos (UICEC-IdISSC)

Results (II)

• Age at start of the treatment and menopausal status were not associated with rwRR and rwPFS.  
• OS was longer in premenopausal vs postmenopausal women and in patients ≤70 years vs > 70 years. 
• Although premenopausal women were not included in PALOMA-2 trial,  the results of PALBOSPAIN study support the use of palbociclib plus ET in first line for premenopausal women with HR + HER2- ABC.
• Visceral metastasis and the presence of >3 metastatic sites were prognostic for PFS and OS in patients treated with Palbociclib + ET. 
• The incidence of dose reductions was higher compared with  PALOMA-2 & 3 trials. Median rwPFS and OS were higher in patients who needed dose reduction. However, this comparison may be biased due to the

confounding effect between dose reduction and time to PFS.
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No 19 months (CI 95% 16-23)
Yes 28 months (CI 95% 25-33)

Months

Progression-free Survival

Regresión Cox: 
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  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.5331 0.5868 0.1239 -4.303 0.0000168 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.5868 1.704 0.4603 0.748  
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  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

No 39 months (CI 95% 35-NR)
Yes NR (CI 95% 42-NR)

Dose Reduction n (%)

No 385 (50.5)

Yes 377 (49.5)

CR PR SD PD
n % n % n % n %

Visceral 21 (7.4) 17 (41.4) 141 (33.7) 63 (15.1)
Non-visceral 29 (8.4) 109 (31.7) 145 (42.2) 44 (12.8)

Regresión Cox: 
n=758, number of events=446      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5066 0.6025 0.1398 -3.623 0.000291 

Nº local. - 2 o 3 -0.139 0.8702 0.1357 -1.024 0.305791 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.6025 1.66 0.4581 0.7925  

Nº local. - 2 o 3 0.8702 1.149 0.6669 1.1355  
 

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Months

1 location 34 m (CI 95% 28-39 )

>3 locations 19 m (CI 95%  14-24)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 20 m (CI 95% 18-24 )
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  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

1 location 48 m (CI 95% 43-NR)

>3 locations 40 m (CI 95%  29-NR)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 38 m (CI 95% 37-NR)

CR PR SD PD
n % n % n % n %

1 24 (7.4) 100 (30.8) 136 (41.8) 46 (14.2)

2-3 23 (7.0) 132 (40.2) 116 (35.4) 47 (14.3)

>3 3 (2.8) 50 (45.9) 34 (31.2) 14 (12.8)

Number of metastastatic sites Dose reductions

CR PR SD PD
n (%) n (%) n (%) n (%)

<50 y 15 (11.3) 50 (37.6) 46 (34.6) 19 (14.3)
50-70 y 22 (5.6) 145 (36.7) 152 (38.5) 57 (14.4)
>70 y 13 (5.6) 87 (37.2) 88 (37.6) 31 (13.2)

Regresión Cox: 
n=739, number of events=441      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.05392 0.94751 0.12892 -0.418 0.676 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.9475 1.055 0.7359 1.22  

 

 

 

Months

Cu
m

ul
at

iv
e 

su
rv

iv
al

Progression-free Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
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Postmenopausal 23 months (CI 95% 20-27)
Premenopausal 27 (CI 95% 19-35)

Regresión Cox: 
n=739, number of events=271      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.4450 0.6408 0.1911 -2.328 0.0199 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.6408 1.56 0.4406 0.932  
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Regresión Cox: 
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Postmenopausal 41 months (CI 95% 38-NR)
Premenopausal NR (CI 95% 39-NR)

CR PR SD PD
n % n % n % n  %

Premenopausal 13 (11.4) 44 (38.6) 40 (35.1) 15 (13.2)
Postmenopausal 37 (5.7) 238 (36.3) 246 (38) 92 (14.2)

Menopausal status
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Visceral 20 months (CI 95% 18-23)
Non visceral 30 months (CI 95% 25-36)

Progression-free Survival
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Visceral 38 months (CI 95% 35-43)
Non visceral 48 months (CI 95% 41-NR)
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Regresión Cox: 
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 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - <50 -0.1502 0.8605 0.1288 -1.166 0.2435 

EDAD - >=70 -0.2123 0.8087 0.1114 -1.906 0.0566 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - <50 0.8605 1.162 0.6685 1.108  

EDAD - >=70 0.8087 1.237 0.6501 1.006  
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< 50y  27m (CI 95% 21-35 )

50-70y  21 m (CI 95%  19-26)
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Regresión Cox: 
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 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - 50-70 -0.3473 0.7066 0.1322 -2.627 0.008622 
EDAD - <50 -0.6438 0.5253 0.193 -3.335 0.000853 

      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - 50-70 0.7066 1.415 0.5453 0.9156  
EDAD - <50 0.5253 1.904 0.3598 0.7669  
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< 50y NR (CI 95% 41-NR )

50-70y  43 m (CI 95%  39-NR)
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HR 0.94; IC 95% 0.7-1.2, p=0.6

• A total of 762 patients from 35 centers were included in the analysis.

• Palbociclib was combined with AIs in 529 patients (69.4%) and with fulvestrant in 230
patients (30.1%)

• Median age was 61.9 years. Overall, 133 patients were < 50 years (17.5%), 395 patients
were 50-70 years (51.8%) and 234 patients were > 79 years (30.7%). 114 patients were
premenopausal (15%) and 648 postmenopausal (85%). A total of 418 patients had visceral
disease (54.9%). At baseline, 325 patients had 1 metastatic location (42.7%) , 328 patients
had 2 or 3 metastatic locations (43%) and 109 more than 3 metastatic locations (14.3%).

• Results from real-world progression free survival (rwPFS) and overall survival (OS) in the
total population and according to endocrine sensitivity have been previously reported (3).

• We provide subgroup analysis of rwRR, rwPFS and OS according to age, sites and number
of metastatic locations, menopausal status, and dose received.

CR complete response; PR partial response; SD Stable disease; PD progressive disease;  NR not reached

Real-world Response Rate

HR 0.64; IC 95% 0.4-0.9, p=0.01)

Real-world Response Rate Real-world Response Rate Dose Reductions Rate
Real-world Response Rate

HR 0.73; IC 95% 0.6-0.8, p=0.001

HR 0.62; IC 95% 0.4-0.8, p=0.0002

HR 0.71; IC 95% 0.5-0.8, p=0.0003

HR 0.58; IC 95% 0.4-0.7, p=0.00001

1 vs >3 HR 0.6; IC 95% 0.4-0.7,p=0.0002

2-3 vs >3 HR 0.8; IC 95% 0.6-1.1,p=0.3

1 vs >3 HR 0.5; IC 95% 0.4-0.8,p=0.003

2-3 vs >3 HR 0.7; IC 95% 0.5-1.1,p=0.17

<50y vs 50-70y  HR 0.8; IC 95% 0.6-1.1,p=0.2

≥70y vs 50-70y HR 0.8; IC 95% 0.6-1.0,p=0.05

50-70y vs >70y   HR 0.7; IC 95% 0.5-0.9,p=0.008

<50y vs > 70y HR 0.5; IC 95% 0.3-0.7,p=0.0008

QR

234 P
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Background

Methods

ESMO BREAST 2023 234-P

Study Desing

• PALBOSPAIN (NCT04874025) is an observational, multicenter study to evaluate real-world 
practice patterns and outcomes of first-line treatment for MBC with Palbociclib in routine 
clinical practice in Spain. 

Study Population

• Eligible patients were women or men > 18 years old with histologically confirmed HR + HER2-
MBC who started first-line treatment with palbociclib + ET from November 2017 to 
November 2019. Patients should have received at least 1 dose of Palbociclib and had at least 
2 documented clinical visits. Patients treated in clinical trials were excluded. 

Objectives

• Primary objective was Real-world Progression-free Survival (rwPFS). 
• Secondary objectives included Overall Survival (OS),  real-world response rate (rwRR), dose 

reduction rate and safety. 

Statistical Analysis

• Descriptive analysis were performed, and no formal hypothesis was tested.
• Univariate statistics, including mean, median, and range for continuous variables and 

frequency distributions for categorical variables, were generated.
• Kaplan-Meier survival analysis was used to calculate survival time. 

• PALOMA 2 & 3 trials demonstrated that the combination of Palbociclib + ET offers a statistically
significant and clinically meaningful improvement in progression-free survival in both first and
second-line settings of patients with ER+/HER2- metastatic breast cancer (MBC)(1,2).

• Palbociclib treatment patterns in routine clinical practice may differ from clinical trial settings.

• Real-world efficacy data can provide evidence confirming that results found in clinical trials
translate into similar benefits when used in an unselected, post-approval population.

• Study funded by Pfizer Independent initiative Research Grant (ISR 61476513).
• This work has been supported by the Department of Investigation and Clinical Trials of Hospital 

Clínico San Carlos (UICEC-IdISSC)

Results (II)

• Age at start of the treatment and menopausal status were not associated with rwRR and rwPFS.  
• OS was longer in premenopausal vs postmenopausal women and in patients ≤70 years vs > 70 years. 
• Although premenopausal women were not included in PALOMA-2 trial,  the results of PALBOSPAIN study support the use of palbociclib plus ET in first line for premenopausal women with HR + HER2- ABC.
• Visceral metastasis and the presence of >3 metastatic sites were prognostic for PFS and OS in patients treated with Palbociclib + ET. 
• The incidence of dose reductions was higher compared with  PALOMA-2 & 3 trials. Median rwPFS and OS were higher in patients who needed dose reduction. However, this comparison may be biased due to the

confounding effect between dose reduction and time to PFS.
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>3 locations 40 m (CI 95%  29-NR)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 38 m (CI 95% 37-NR)

CR PR SD PD
n % n % n % n %

1 24 (7.4) 100 (30.8) 136 (41.8) 46 (14.2)

2-3 23 (7.0) 132 (40.2) 116 (35.4) 47 (14.3)

>3 3 (2.8) 50 (45.9) 34 (31.2) 14 (12.8)

Number of metastastatic sites Dose reductions

CR PR SD PD
n (%) n (%) n (%) n (%)

<50 y 15 (11.3) 50 (37.6) 46 (34.6) 19 (14.3)
50-70 y 22 (5.6) 145 (36.7) 152 (38.5) 57 (14.4)
>70 y 13 (5.6) 87 (37.2) 88 (37.6) 31 (13.2)

Regresión Cox: 
n=739, number of events=441      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.05392 0.94751 0.12892 -0.418 0.676 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.9475 1.055 0.7359 1.22  
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Progression-free Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Postmenopausal 23 months (CI 95% 20-27)
Premenopausal 27 (CI 95% 19-35)

Regresión Cox: 
n=739, number of events=271      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.4450 0.6408 0.1911 -2.328 0.0199 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.6408 1.56 0.4406 0.932  
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Overall Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Postmenopausal 41 months (CI 95% 38-NR)
Premenopausal NR (CI 95% 39-NR)

CR PR SD PD
n % n % n % n  %

Premenopausal 13 (11.4) 44 (38.6) 40 (35.1) 15 (13.2)
Postmenopausal 37 (5.7) 238 (36.3) 246 (38) 92 (14.2)

Menopausal status
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 20 months (CI 95% 18-23)
Non visceral 30 months (CI 95% 25-36)

Progression-free Survival

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 38 months (CI 95% 35-43)
Non visceral 48 months (CI 95% 41-NR)

Overall Survival

Months

Cu
m

ul
at

iv
e 

su
rv

iv
al

Location of metastasisAge
Regresión Cox: 
n=758, number of events=446      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - <50 -0.1502 0.8605 0.1288 -1.166 0.2435 

EDAD - >=70 -0.2123 0.8087 0.1114 -1.906 0.0566 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - <50 0.8605 1.162 0.6685 1.108  

EDAD - >=70 0.8087 1.237 0.6501 1.006  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

< 50y  27m (CI 95% 21-35 )

50-70y  21 m (CI 95%  19-26)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

≥ 70y 27 m (CI 95% 22-37 )
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Months

Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - 50-70 -0.3473 0.7066 0.1322 -2.627 0.008622 
EDAD - <50 -0.6438 0.5253 0.193 -3.335 0.000853 

      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - 50-70 0.7066 1.415 0.5453 0.9156  
EDAD - <50 0.5253 1.904 0.3598 0.7669  

 

 

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

< 50y NR (CI 95% 41-NR )

50-70y  43 m (CI 95%  39-NR)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

≥ 70y 37m (CI 95% 32-NR )
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Overall Survival

HR 0.94; IC 95% 0.7-1.2, p=0.6

• A total of 762 patients from 35 centers were included in the analysis.

• Palbociclib was combined with AIs in 529 patients (69.4%) and with fulvestrant in 230
patients (30.1%)

• Median age was 61.9 years. Overall, 133 patients were < 50 years (17.5%), 395 patients
were 50-70 years (51.8%) and 234 patients were > 79 years (30.7%). 114 patients were
premenopausal (15%) and 648 postmenopausal (85%). A total of 418 patients had visceral
disease (54.9%). At baseline, 325 patients had 1 metastatic location (42.7%) , 328 patients
had 2 or 3 metastatic locations (43%) and 109 more than 3 metastatic locations (14.3%).

• Results from real-world progression free survival (rwPFS) and overall survival (OS) in the
total population and according to endocrine sensitivity have been previously reported (3).

• We provide subgroup analysis of rwRR, rwPFS and OS according to age, sites and number
of metastatic locations, menopausal status, and dose received.

CR complete response; PR partial response; SD Stable disease; PD progressive disease;  NR not reached

Real-world Response Rate

HR 0.64; IC 95% 0.4-0.9, p=0.01)

Real-world Response Rate Real-world Response Rate Dose Reductions Rate
Real-world Response Rate

HR 0.73; IC 95% 0.6-0.8, p=0.001

HR 0.62; IC 95% 0.4-0.8, p=0.0002

HR 0.71; IC 95% 0.5-0.8, p=0.0003

HR 0.58; IC 95% 0.4-0.7, p=0.00001

1 vs >3 HR 0.6; IC 95% 0.4-0.7,p=0.0002

2-3 vs >3 HR 0.8; IC 95% 0.6-1.1,p=0.3

1 vs >3 HR 0.5; IC 95% 0.4-0.8,p=0.003

2-3 vs >3 HR 0.7; IC 95% 0.5-1.1,p=0.17

<50y vs 50-70y  HR 0.8; IC 95% 0.6-1.1,p=0.2

≥70y vs 50-70y HR 0.8; IC 95% 0.6-1.0,p=0.05

50-70y vs >70y   HR 0.7; IC 95% 0.5-0.9,p=0.008

<50y vs > 70y HR 0.5; IC 95% 0.3-0.7,p=0.0008
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Real-World Treatment Patterns and Outcomes of Patients Receiving Palbociclib Plus Endocrine Therapy in Spain: Subgroup Analysis 
Based on Age, Sites and number of Metastatic locations, menopausal status and dose received from PALBOSPAIN Study

Fernando Moreno Anton1, M. Bellet Ezquerra2, L. M. Manso Sanchez3, F. Henao Carrasco4, A. Anton Torres5, S. Morales6, P. Tolosa Ortega7, V.L. Obadia Gil8, T. Sampedro9, R. Andrés Conejero10, L. Calvo-Martinez11, E. Galve-Calvo12, R. López13, F. Ayala de la Pena14, S. Lopez-Tarruella Cobo15, B.A. Hernando Fernandez16, L. Boronat Ruiz17, T. Martos Cardenas18, J.I. Chacon19, N. Martinez Jañez20
1Medical Oncology Dept., Hospital Clinico Universitario San Carlos, Madrid, Spain, 2Oncology Dept., Vall d'Hebron Institute of Oncology (VHIO)-Cellex Center, Barcelona, Spain, 3Medical oncology Department, Hospital Universitario 12 de Octubre, Madrid, Spain, 4Oncology, Hospital Universitario Virgen Macarena, Seville, Spain, 5Medical Oncology Department, HospItal Universitario Miguel Servet, Zaragoza, Spain, 6Medical Oncology Department, Hospital Arnau de Vilanova - Lleida, Alpicat, Spain, 7Medical Oncology 
Department, Hospital Universitario 12 de Octubre, Madrid, Spain, 8Breast Cancer Unit, ICO - Institut Català d'Oncologia l'Hospitalet (Hospital Duran i Reynals), L'Hospitalet De Llobregat, Spain, 9Medical Oncology Department, Hospital Universitario de Cabuenes, Gijón, Spain, 10Medical oncology department, Hospital Clinico Universitario Lozano Blesa, Zaragoza, Spain, 11Medical oncology department, CHUAC - Complexo Hospitalario Universitario A Coruña, A Coruña, Spain, 12Medical Oncology Dept., Hospital Universitario de 
Basurto, Bilbao, Spain, 13Medical Oncology Department, Hospital Clínico Universitario de Santiago, Santiago De Compostela, Spain, 14Hematology and Medical Oncology Department, Hospital General Universitario Morales Meseguer, Murcia, Spain, 15Dept. Medical Oncology, Hospital General Universitario Gregorio Maranon, Madrid, Spain, 16Medical oncology department, Complejo Hospitalario de Burgos -Hospital General Yagüe, Burgos, Spain, 17Oncology Department, Hospital de la Santa Creu i Sant Pau, Barcelona, 
Spain, 18Medical oncology department, Hospital del Mar - Parc de Salut Mar, Barcelona, Spain, 19Medical Oncology department, Hospital Virgen de la Salud, Toledo, Spain, 20Medical Oncology department, Hospital Ramón y Cajal, Madrid, Spain

Background

Methods
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Study Desing

• PALBOSPAIN (NCT04874025) is an observational, multicenter study to evaluate real-world 
practice patterns and outcomes of first-line treatment for MBC with Palbociclib in routine 
clinical practice in Spain. 

Study Population

• Eligible patients were women or men > 18 years old with histologically confirmed HR + HER2-
MBC who started first-line treatment with palbociclib + ET from November 2017 to 
November 2019. Patients should have received at least 1 dose of Palbociclib and had at least 
2 documented clinical visits. Patients treated in clinical trials were excluded. 

Objectives

• Primary objective was Real-world Progression-free Survival (rwPFS). 
• Secondary objectives included Overall Survival (OS),  real-world response rate (rwRR), dose 

reduction rate and safety. 

Statistical Analysis

• Descriptive analysis were performed, and no formal hypothesis was tested.
• Univariate statistics, including mean, median, and range for continuous variables and 

frequency distributions for categorical variables, were generated.
• Kaplan-Meier survival analysis was used to calculate survival time. 

• PALOMA 2 & 3 trials demonstrated that the combination of Palbociclib + ET offers a statistically
significant and clinically meaningful improvement in progression-free survival in both first and
second-line settings of patients with ER+/HER2- metastatic breast cancer (MBC)(1,2).

• Palbociclib treatment patterns in routine clinical practice may differ from clinical trial settings.

• Real-world efficacy data can provide evidence confirming that results found in clinical trials
translate into similar benefits when used in an unselected, post-approval population.

• Study funded by Pfizer Independent initiative Research Grant (ISR 61476513).
• This work has been supported by the Department of Investigation and Clinical Trials of Hospital 

Clínico San Carlos (UICEC-IdISSC)

Results (II)

• Age at start of the treatment and menopausal status were not associated with rwRR and rwPFS.  
• OS was longer in premenopausal vs postmenopausal women and in patients ≤70 years vs > 70 years. 
• Although premenopausal women were not included in PALOMA-2 trial,  the results of PALBOSPAIN study support the use of palbociclib plus ET in first line for premenopausal women with HR + HER2- ABC.
• Visceral metastasis and the presence of >3 metastatic sites were prognostic for PFS and OS in patients treated with Palbociclib + ET. 
• The incidence of dose reductions was higher compared with  PALOMA-2 & 3 trials. Median rwPFS and OS were higher in patients who needed dose reduction. However, this comparison may be biased due to the

confounding effect between dose reduction and time to PFS.

Conclusions Acknowledgments

Copies of this poster obtained through Quick Response (QR) 
Code are for personal use only and may not be reproduced
without permission from the author of this poster 
fmorenoa@salud.madrid.org

References
1- Finn RS, et al. Palbociclib and Letrozole in Advanced Breast Cancer. N Engl J Med 2016;375:1925-36.
2- Turner NC, et al. Palbociclib in hormone-receptor positive advanced breast cancer. N Engl J Med, 
2015; 373(3):209-219. 
3- Martínez Jañez N, et al. PALBOSPAIN: Observational Analysis of  First-Line Therapy With Palbociclib in 
Patients With HR+/HER2- Metastatic Breast Cancer (MBC) in Real-Life Conditions. SABCS 2022. P4-01-28

Results (I)

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

No 19 months (CI 95% 16-23)
Yes 28 months (CI 95% 25-33)

Months

Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.5331 0.5868 0.1239 -4.303 0.0000168 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.5868 1.704 0.4603 0.748  
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Overall Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

No 39 months (CI 95% 35-NR)
Yes NR (CI 95% 42-NR)

Dose Reduction n (%)

No 385 (50.5)

Yes 377 (49.5)

CR PR SD PD
n % n % n % n %

Visceral 21 (7.4) 17 (41.4) 141 (33.7) 63 (15.1)
Non-visceral 29 (8.4) 109 (31.7) 145 (42.2) 44 (12.8)

Regresión Cox: 
n=758, number of events=446      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5066 0.6025 0.1398 -3.623 0.000291 

Nº local. - 2 o 3 -0.139 0.8702 0.1357 -1.024 0.305791 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.6025 1.66 0.4581 0.7925  

Nº local. - 2 o 3 0.8702 1.149 0.6669 1.1355  
 

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Months

1 location 34 m (CI 95% 28-39 )

>3 locations 19 m (CI 95%  14-24)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 20 m (CI 95% 18-24 )
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Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
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Overall Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

1 location 48 m (CI 95% 43-NR)

>3 locations 40 m (CI 95%  29-NR)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

2-3 locations 38 m (CI 95% 37-NR)

CR PR SD PD
n % n % n % n %

1 24 (7.4) 100 (30.8) 136 (41.8) 46 (14.2)

2-3 23 (7.0) 132 (40.2) 116 (35.4) 47 (14.3)

>3 3 (2.8) 50 (45.9) 34 (31.2) 14 (12.8)

Number of metastastatic sites Dose reductions

CR PR SD PD
n (%) n (%) n (%) n (%)

<50 y 15 (11.3) 50 (37.6) 46 (34.6) 19 (14.3)
50-70 y 22 (5.6) 145 (36.7) 152 (38.5) 57 (14.4)
>70 y 13 (5.6) 87 (37.2) 88 (37.6) 31 (13.2)

Regresión Cox: 
n=739, number of events=441      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.05392 0.94751 0.12892 -0.418 0.676 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.9475 1.055 0.7359 1.22  
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Progression-free Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Postmenopausal 23 months (CI 95% 20-27)
Premenopausal 27 (CI 95% 19-35)

Regresión Cox: 
n=739, number of events=271      
      
 coef exp(coef) se(coef) z Pr(>|z|) 
menopausia-Premenopausia -0.4450 0.6408 0.1911 -2.328 0.0199 

      
 exp(coef) exp(-coef) lower 95% CI upper 95% CI  
menopausia-Premenopausia 0.6408 1.56 0.4406 0.932  
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Overall Survival

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Postmenopausal 41 months (CI 95% 38-NR)
Premenopausal NR (CI 95% 39-NR)

CR PR SD PD
n % n % n % n  %

Premenopausal 13 (11.4) 44 (38.6) 40 (35.1) 15 (13.2)
Postmenopausal 37 (5.7) 238 (36.3) 246 (38) 92 (14.2)

Menopausal status
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Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 20 months (CI 95% 18-23)
Non visceral 30 months (CI 95% 25-36)

Progression-free Survival

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Visceral 38 months (CI 95% 35-43)
Non visceral 48 months (CI 95% 41-NR)

Overall Survival
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Location of metastasisAge
Regresión Cox: 
n=758, number of events=446      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - <50 -0.1502 0.8605 0.1288 -1.166 0.2435 

EDAD - >=70 -0.2123 0.8087 0.1114 -1.906 0.0566 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - <50 0.8605 1.162 0.6685 1.108  

EDAD - >=70 0.8087 1.237 0.6501 1.006  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

< 50y  27m (CI 95% 21-35 )

50-70y  21 m (CI 95%  19-26)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

≥ 70y 27 m (CI 95% 22-37 )
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Months

Progression-free Survival

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
EDAD - 50-70 -0.3473 0.7066 0.1322 -2.627 0.008622 
EDAD - <50 -0.6438 0.5253 0.193 -3.335 0.000853 

      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
EDAD - 50-70 0.7066 1.415 0.5453 0.9156  
EDAD - <50 0.5253 1.904 0.3598 0.7669  

 

 

 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

Regresión Cox: 
n=758, number of events=446      

 

  coef exp(coef) se(coef) z Pr(>|z|) 
Reducción de dosis -0.34224 0.71017 0.09509 -3.599 0.000319 
       

  exp(coef) exp(-coef) lower 95% 
CI 

upper 95% 
CI  

Reducción de dosis 0.7102 1.408 0.5894 0.8557  
 

 

  

< 50y NR (CI 95% 41-NR )

50-70y  43 m (CI 95%  39-NR)

Regresión Cox: 
n=750, number of events=273      

 

 coef exp(coef) se(coef) z Pr(>|z|) 
Nº local. - 1 -0.5129 0.5988 0.1768 -2.902 0.00371 

Nº local. - 2 o 3 -0.2325 0.7925 0.1712 -1.358 0.17445 
      

 
exp(coef) exp(-coef) lower 95% 

CI 
upper 95% 

CI  
Nº local. - 1 0.5988 1.67 0.4234 0.8467  

Nº local. - 2 o 3 0.7925 1.262 0.5666 1.1086  
 

 

  

≥ 70y 37m (CI 95% 32-NR )
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Overall Survival

HR 0.94; IC 95% 0.7-1.2, p=0.6

• A total of 762 patients from 35 centers were included in the analysis.

• Palbociclib was combined with AIs in 529 patients (69.4%) and with fulvestrant in 230
patients (30.1%)

• Median age was 61.9 years. Overall, 133 patients were < 50 years (17.5%), 395 patients
were 50-70 years (51.8%) and 234 patients were > 79 years (30.7%). 114 patients were
premenopausal (15%) and 648 postmenopausal (85%). A total of 418 patients had visceral
disease (54.9%). At baseline, 325 patients had 1 metastatic location (42.7%) , 328 patients
had 2 or 3 metastatic locations (43%) and 109 more than 3 metastatic locations (14.3%).

• Results from real-world progression free survival (rwPFS) and overall survival (OS) in the
total population and according to endocrine sensitivity have been previously reported (3).

• We provide subgroup analysis of rwRR, rwPFS and OS according to age, sites and number
of metastatic locations, menopausal status, and dose received.

CR complete response; PR partial response; SD Stable disease; PD progressive disease;  NR not reached

Real-world Response Rate

HR 0.64; IC 95% 0.4-0.9, p=0.01)

Real-world Response Rate Real-world Response Rate Dose Reductions Rate
Real-world Response Rate

HR 0.73; IC 95% 0.6-0.8, p=0.001

HR 0.62; IC 95% 0.4-0.8, p=0.0002

HR 0.71; IC 95% 0.5-0.8, p=0.0003

HR 0.58; IC 95% 0.4-0.7, p=0.00001

1 vs >3 HR 0.6; IC 95% 0.4-0.7,p=0.0002

2-3 vs >3 HR 0.8; IC 95% 0.6-1.1,p=0.3

1 vs >3 HR 0.5; IC 95% 0.4-0.8,p=0.003

2-3 vs >3 HR 0.7; IC 95% 0.5-1.1,p=0.17

<50y vs 50-70y  HR 0.8; IC 95% 0.6-1.1,p=0.2

≥70y vs 50-70y HR 0.8; IC 95% 0.6-1.0,p=0.05

50-70y vs >70y   HR 0.7; IC 95% 0.5-0.9,p=0.008

<50y vs > 70y HR 0.5; IC 95% 0.3-0.7,p=0.0008

QR

234 P
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PALOMA-2 PalboSPAIN

N 666 (444 in Palbociclib arm) 762

Treatment 1L PAL + LET vs LET 1L PAL + AI/Fulvestrant

Patients Post-menop.women Pre and post-menop. women & 
men

Primary Objective PFS rwPFS

Inclusion period Feb 2013 - Jul 2014 Nov 2017 - Nov 2019

ORR / CBR

Results

Global

De 
novo

TFI

<12m

TFI>12
m

Finn, NEJM 2016 (CBR); Finn, SABCS 2022 (updated PFS); Rugo H, Clinical Breast Cancer, 2020 (ORR). 
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PALOMA-2 PalboSPAIN

N 666 (444 in Palbociclib arm) 762

Treatment 1L PAL + LET vs LET 1L PAL + AI/Fulvestrant

Patients Post-menop.women Pre and post-menop. women & 
men

Primary Objective PFS rwPFS

Inclusion period Feb 2013 - Jul 2014 Nov 2017 - Nov 2019

ORR / CBR 43.7%/  84.9% 43.6% / 81%

Results

Global
mPFS:27.6m (95% CI 22.4-30.3) vs 14.5m; 

HR 0.56 (95% CI: 0.46–0.69)
rwPFS: 24m (95% CI: 21–27)

De 
novo

mPFS:27.9m (95% CI 22.2-33.4) vs 22.0m; 
HR 0.61 (95% CI: 0.44–0.85) rwPFS: 28m (95% CI: 23-39)

TFI

<12m

mPFS: 16.6m (95% CI 13.9-24.2) vs 11.0m; 
HR 0.48 (95% CI: 0.32-0.72) rwPFS: 13m (95% CI: 11–16)

TFI>12
m

mPFS: 30.3m(7 95% CI 24.8-NR) vs 13.8m; 
HR 0.55 (95% CI: 0.40-0.76) rwPFS: 31m (95% CI: 26–37)

Finn, NEJM 2016 (CBR)Finn, SABCS 2022 (updated PFS); Rugo H, Clinical Breast Cancer, 2020 (ORR). 
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PALOMA-2 PalboSPAIN P-REALITY X

N 666 (444 in Palbociclib arm) 762 2.888

Treatment 1L PAL + LET vs LET 1L PAL + AI/Fulvestrant 1L PAL + AI vs AI

Patients Post-menop.women Pre and post-menop. women & 
men Post-menop. women & men

Primary Objective PFS rwPFS
OS

(rwPFS as secondary)

Inclusion period Feb 2013 - Jul 2014 Nov 2017 - Nov 2019 Feb 2015 - Mar 2020

ORR / CBR 43.7%/  84.9% 43.6% / 81% NR

Results

Global
mPFS:27.6m (95% CI 22.4-30.3) vs 14.5m; 

HR 0.56 (95% CI: 0.46–0.69)
rwPFS: 24m (95% CI: 21–27)

rwPFS (sIPTW): 19.3m vs 
13.9m;

HR 0.70 (0.62–0.78)

De 
novo

mPFS:27.9m (95% CI 22.2-33.4) vs 22.0m; 
HR 0.61 (95% CI: 0.44–0.85) rwPFS: 28m (95% CI: 23-39) NR

TFI

<12m

mPFS: 16.6m (95% CI 13.9-24.2) vs 11.0m; 
HR 0.48 (95% CI: 0.32-0.72) rwPFS: 13m (95% CI: 11–16) NR

TFI>12
m

mPFS: 30.3m(7 95% CI 24.8-NR) vs 13.8m; 
HR 0.55 (95% CI: 0.40-0.76) rwPFS: 31m (95% CI: 26–37) NR

Finn, NEJM 2016 (CBR)Finn, SABCS 2022 (updated PFS); Rugo H, Clinical Breast Cancer, 2020 (ORR).  Rugo H, npj Breast Cancer October 2022



PALBOSPAIN1 PALOMA 22

All grades Grade ≥3 All grades Grade ≥3

n % n % n % n %
Leukopenia 228 29.9 39 5.1 173 39 110 24.8
Neutropenia 549 72 400 52.5 353 79.5 295 66.5

Lymphopenia 102 13.4 27 3.5
Anemia 223 29.3 23 3 107 24.1 24 5.4
Thrombocytopenia 129 29.9 17 2.2 69 15.5 7 1.6

Safety (Hemathologic)

Dose Reduction 36%Dose Reduction 49.5 %

1. Martínez Jañez N, SEOM 2022; 2. Finn, NEJM 2016 



PALBOSPAIN1 PALOMA 22

All grades Grade ≥3 All grades Grade ≥3
n % n % n % n %

Nausea 61 8 0 0 156 35.1 1 0.2

Vomiting 27 3.5 2 0.3 69 15.5 2 0.5
Asthenia 296 38.8 16 2.1 166 37.4 8 1.8

Rash 31 4.2 1 0.1 79 17.8 4 0.9
Arthralgias 145 19 1 0.1 148 33.2 3 0.7
Alopecia 60 7.9 2 0.1 69 15.5 2 0.5

Safety (Non Hemathologic)

Less GI Toxicity, Rash, 
Artrhalgias 

Similar Asthenia

1. Martínez Jañez N, SEOM 2022; 2. Finn, NEJM 2016 



• PalboSPAIN is the most extensive European RWD study of Palbociclib in 1rst line therapy

• The median rwPFS times, either overall or in pre-specified populations, are consistent
with the Palbociclib efficacy shown in PALOMA-2 & 3 Trials
• 28m (CI 95%: 23-39) in de novo cohort.
• 31m (CI 95%: 26-37) in patients with >12months Treatment Free Interval (TFI) 
• 13m (CI 95%: 11-17) in population with ≤12monthsTFI 

• Although premenopausal women were not included in PALOMA-2 trial,  the results of 
PALBOSPAIN study support the use of palbociclib + ET in first line for premenopausal 
women with HR + HER2- ABC.

• Visceral metastasis and the presence of >3 metastatic sites were prognostic for rwPFS 
and OS in patients treated with palbociclib + ET. 

Conclusions



• The incidence of dose reductions was higher compared with  PALOMA-2 & 3 trials. 

• Safety profile agrees with previous data and supports the good tolerability of Palbociclib
in daily practice.

• These efficacy and safety data offer complementary information to that obtained
from pivotal clinical trials.

Abstract #1577966 “Real-World Outcomes of Patients Receiving First-line Palbociclib Plus Endocrine 
Therapy in Spain: Subgroup Analysis Based on Tumor Grade, Progesterone Receptor, Ki-67 and Histological 
Subtype from PALBOSPAIN Study”



• Centros e investigadores participantes

• Pacientes y sus familias

• Pfizer


