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ER+ HER2- MBC: a story of success?





ALL HR+ HER2-

HER2+ HR- HER2-



MBC: what about age?



MBC: US epidemiology



MBC: Italy epidemiology



EBC: prognosis by age groups (1) 



EBC: prognosis by age groups (2) 



EBC: prognosis by age groups (3) 
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MBC: prognosis by age groups (1) 
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MBC: prognosis by age groups (2) 



Bighin C, Oncotarget 2017

Younger age is associated with a preferential use of chemo



What Do the Guidelines Say for MBC in premenopausal pz?







CDK 4/6 INHIBITORS: NEW STANDARD IN ER+ HER2-
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Defining endocrine sensitivity



Endocrine Sensitive: Premenopausal pts



Endocrine Sensitive: MONALEESA-7



Statistical Methods

Presented By Sara Hurvitz at 2019 ASCO Annual Meeting

Endocrine Sensitive: MONALEESA-7



Key Patient Baseline Characteristics
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Endocrine Sensitive: MONALEESA-7
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Ribociclib + tamoxifen/NSAI

Placebo + tamoxifen/NSAI

• The CBR in patients with measurable disease was 79.9% for ribociclib + tamoxifen/NSAI vs 67.3% for 

placebo + tamoxifen/NSAI (p=0.000340)

• Overall survival data were immature at the cut-off date
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MONALEESA-7: Secondary Endpoints

Triphaty D, SABCS 2017

Endocrine Sensitive: MONALEESA-7



Overall Survival
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Endocrine Sensitive: MONALEESA-7



Endocrine Sensitive: MONALEESA-7



Endocrine Sensitive: MONALEESA-7



Overall Survival Subgroup Analysis
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Endocrine Sensitive: MONALEESA-7
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Endocrine Sensitive Disease in Premenopausal pts:
Palbociclib and Abemaciclib



Endocrine Resistant Disease



• ER+, HER2- ABC

• Pre/peri & 

Postmenopausal* 

• Progressed on prior 
endocrine therapy:

–On or within 12 mo
adjuvant

–On therapy for ABC
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Abemaciclib

plus

Fulvestrant

R
a

n
d

o
m

iz
a

ti
o
n

2 :1

placebo

plus

Fulvestrant

N = 669

Palbociclib

plus

Fulvestrant

R
a

n
d

o
m

iz
a

ti
o
n

2 :1

placebo

plus

Fulvestrant

N = 521

abemaciclib: 150 mg BID 

Ribociclib

plus

Fulvestrant

R
a

n
d

o
m

iz
a

ti
o
n

1 :1

placebo

plus

Fulvestrant

PALOMA-31

MONALEESA-32

MONARCH-23
Primary endpoint:

Investigator-assessed PFS

*Only postmenopausal

1Turner NC, et al. N Engl J Med 2015; 2Slamon D et al, J Clin Oncol 2018; 3Sledge G, et al. J Clin Oncol 2017

Progression after endocrine therapy



Palbociclib + Fulvestrant in premenopausal women:
a subset analysis of PALOMA-3 trial

20% pts in premenopausal



PALOMA-3 trial: OS



Abemaciclib + Fulvestrant in premenopausal women:
a subset analysis of MONARCH-2 trial

17% pts in premenopausal



Monarch-2 trial: OS

OS: 46.7 mo vs 37.3 mo

Sledge, Jama Oncol 2019



ER+ HER2- Premenopausal MBC pts : Conclusions

• Premenopausal patients (age<49) account for nearly 12% of

all incident cases of MBC.

• MBC patients 15-49 old alive:

-at 3.5 y: 48%

-at 5 y: 36%

-at 10 y: 14%

• In these patients endocrine therapy+ CDK 4/6 inhibitors is

the new standard of treatment.

• Ribociclib (+AI+LH-RH) is the preferred option as first line in

endocrine sensitive disease (↑OS).

• Abemaciclib or Palbociclib + Fulvestrant (+LH-RH) is the

new standard of treatment in CDK 4/6 inhibitors naive

patients and endocrine resistant disease.


