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• ESTA PRESENTACIÓN SE FUNDAMENTA EN INFORMACIÓN PÚBLICAMENTE 
DISPONIBLE (INCLUYENDO INFORMACIÓN RELACIONADA CON PRODUCTOS O 
ENFOQUES NO-NOVARTIS)

• LAS OPINIONES EMITIDAS SON LAS DEL EXPOSITOR Y NO REPRESENTAN 
NECESARIAMENTE LAS OPINIONES DE NOVARTIS

• ESTAS DIAPOSITIVAS TIENEN UN PROPÓSITO EDUCACIONAL ÚNICAMENTE Y SON 
PARA EL USO PERSONAL DE LA AUDIENCIA. ESTAS DIAPOSITIVAS NO SON PARA 
DISTRIBUCIÓN FUERA DEL PROPÓSITO ANTES MENCIONADO SIN LA 
APROBACIÓN DEL EXPOSITOR

• EL CONTENIDO DE ESTAS DIAPOSITIVAS REFLEJA EL MEJOR CONOCIMIENTO DEL 
EXPOSITOR AL MOMENTO DE SU PRODUCCIÓN.

• DECLARA NO TENER NI POSEER IMPEDIMENTO O CONFLICTO DE INTERÉS 
ALGUNO AL MOMENTO DE LA PRESENTE EXPOSICIÓN POR LO QUE HACE 
CONSTAR QUE TIENE PLENO DERECHO, PODER, AUTORIDAD PARA EJECUTAR LOS 
SERVICIOS CONTRATADOS POR NOVARTIS BAJO SU CAPACIDAD INDIVIDUAL 
PROFESIONAL Y NO COMO EMPLEADO O AGENTE DE NINGUNA INSTITUCIÓN DE 
CARÁCTER PÚBLICO.”

Declaración del Expositor
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MONALEESA 2

CONTENT ID 449554 aprobado para distribución 22 Mayo2023



•Mujeres 
posmenopáusicas con 
HR+/ HER2- CMA

•Sin terapia previa para la 
enfermedad avanzada

N=668

R 1:1

Ribociclib (600 mg/día)

3 semanas on/1 semana off

+

Letrozol (2,5 mg/día)
n=334

Placebo

+

Letrozol (2,5 mg/día)

n=334

***Estratificado por la 
presencia/ausencia de
metástasis hepáticas
y/o pulmonares

Criterio de valoración

primario

•SLP (evaluada
localmente según
RECIST 1.1)

Criterio secundario clave

•SG

Seleccionar variables

secundarias

•ORR
•CBR

•Seguridad

•QOL

MONALEESA 2:
Diseño del estudio: Fase III- doble ciego, placebo controlado, multicéntrico.
Objetivo: Evaluar la eficacia y seguridad de la combinación de ribociclib + letrozole comparado a placebo + 
letrozole como terapia inicial en pacientes con cáncer de mama avanzado HR+, HER2-

[Hortobagyi2016] Hortobagyi GN, Stemmer SM, Burris HA, et al. Ribociclib as First-Line Therapy for HR-Positive, Advanced Breast Cancer. N Engl J Med. 2016;375(11):1738-1748. 
[Hortobagyi2016a] Hortobagyi GN, Stemmer SM, Burris HA, et al. Protocol for: Ribociclib as First-Line Therapy for HR-Positive, Advanced Breast Cancer. N Engl J Med. 

2016;375(Suppl):1-448. CONTENT ID 449554 aprobado para distribución 22 Mayo2023



CARACTERISTICAS DE LOS 
PACIENTES

Demografía y línea de base

las características están bien 
equilibradas

entre ribociclib y placebo

brazos

MONALEESA 2:

Hortobagyi2016] Hortobagyi GN, Stemmer SM, Burris HA, et al. Ribociclib as First-Line Therapy for HR-Positive, Advanced Breast 
Cancer. N Engl J Med. 2016;375(11):1738-1748. [
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•Mujeres 
posmenopáusicas con 
HR+/ HER2- CMA

•≤ 1 de terapia endocrina
para enfermedad
avanzada

N=726

R 2:1

Ribociclib 600 mg

+ Fulvestrant 500mg

n=484

Placebo +

Fulvestrant 500mg

n=242

Criterio de valoración

primario

•SLP (evaluada
localmente según
RECIST 1.1)

Criterio secundario clave

•SG

•ORR
•CBR

•Seguridad

•QOL

MONALEESA 3 :
Diseño del estudio: Fase III- doble ciego, placebo controlado, multicéntrico.
Objetivo: Evaluar la eficacia y seguridad de la combinación de ribociclib más fulvestrant en comparación con 
placebo más fulvestrant en pacientes con HR+, HER2– aBC

[Slamon2018] Slamon DJ, Neven P, Chia S, et al. Phase III Randomized Study of Ribociclib and Fulvestrant in Hormone 
Receptor- Positive, Human Epidermal Growth Factor Receptor 2-Negative Advanced Breast Cancer: MONALEESA-3. J 
Clin Oncol. 2018;36(24):2465-2472.

• Ribociclib o placebo 1v/día 3 semanas con 1 semana

de descanso por 28 días.

• Fulvestrant se administra el día 1 de cada ciclo de 28 
días, con una dosis adicional el día 15 del ciclo.
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[Slamon2018] Slamon DJ, Neven P, Chia S, et al. Phase III Randomized Study of Ribociclib and Fulvestrant in Hormone Receptor- Positive, Human Epidermal Growth Factor 
Receptor 2-Negative Advanced Breast Cancer: MONALEESA-3. J Clin Oncol. 2018;36(24):2465-2472.
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•Mujeres pre-peri
menopáusicas con 
HR+/ HER2- CMA

•Sin terapia endocrina
previa para el setting 
avanzado

N=672

R 1:1

Ribociclib 600 mg

+ Tamoxifeno 20mg o NSAI QD + 

goserelina (,3,6 mg)

n=335

Placebo + Tamoxifeno 20mg 

o NSAI QD + goserelina (,3,6 mg)

n=337

Criterio de valoración

primario

• SLP (evaluada
localmente según
RECIST 1.1)

Criterio secundario clave

• ORR

• CBR
• Tiempo de respuesta
• DOR
• Tiempo de deterioro ECOG
• Tiempo al 10% de deterioro del 

estado de salud global.
• Cambios en la linea de base de 

estado global de salud

• Seguridad- Tolerabilidad

• QOL

MONALEESA 7 :
Diseño del estudio: Fase III- doble ciego, placebo controlado, multicéntrico.
Objetivo: Evaluar la eficacia y seguridad de la combinación de ribociclib más terapia endocrina más supresión ovárica en
mujeres premenopáusicas con HR+, HER2– aBC

• Ribociclib o placebo 1v/día 3 semanas con 1 semana

de descanso por 28 días.

• tamoxifeno (20 mg) o un AINE (letrozol 2,5 mg o 

anastrozol 1 mg) una vez al día continuamente
• Goserelina (3,6 mg) se administra el día 1 de cada ciclo

[Tripathy2018] Tripathy D, Im SA, Colleoni M, et al. Ribociclib plus endocrine therapy for premenopausal women with hormonereceptor- positive, advanced breast cancer 
(MONALEESA-7): a randomised phase 3 trial. Lancet Oncol. 2018;19(7):904-915.
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Personalizar 
esta 

plantilla

Comentarios e instrucciones de edición de plantilla

Comentarios e 

instrucciones de 

edición de 

plantilla
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Treatment patterns and outcomes in first-line (1L) therapy in 
Peruvian patients (pts) with hormone receptor (HR)-positive 

HER2-negative advanced breast cancer (ABC)

Background

Advanced breast cancer (ABC) is an incurable neoplasm with a median overall survival (OS) of 3 years.
Although endocrine therapy (ET) is recommended for HR (+)/HER2 (-) ABC, chemotherapy (CT) is
reserved in some cases and is often used as first-line (1L)treatment in many countries. In this work,
we evaluated the 1L treatment and the factors influencing this selection and patients’ outcomes in a
public institution.

Guillermo Valencia, Patricia Rioja, Miguel Chirito, Olenka Peralta, Jorge Sánchez, Connie Rabanal, 
Zaida Morante, Hugo Fuentes, Carlos Castaneda, Tatiana Vidaurre, Silvia Neciosup, Cristian 
Pacheco, Henry L Gómez

Medical Oncology Department. Instituto Nacional de Enfermedades Neoplásicas (INEN). Lima, Peru

Abstract submitted to ESMO Congress 2024 (September 13-17, Barcelona, Spain)



Methods

Retrospective review of HR (+)/HER2 (-) ABC patients (including de novo, recurrent/progressive disease)
diagnosed at the Instituto Nacional de Enfermedades Neoplásicas (INEN) during the 2021-2023 period.
The type of first-line (1L) regimens and clinicopathological factors that influence this selection were
evaluated. Overall survival (OS) was evaluated with the Kaplan-Meier method.

Results

145 patients were included with a median follow-up of 41 months. Regarding to characteristic of
patients, the median age was 53.9 years (range: 24-85); 63.4% were post-menopausal, 29.2% with de
novo diagnosis, 93.1% had ECOG 0-1 and 69.0% where luminal B. CT was selected as 1L treatment in
43.4% of cases.

In univariate analysis, the presence of visceral metastases (most frequent lung metastases) (OR 2.31,
1.07-5.09, p=0.034) and de novo ABC (OR 2.15, 1.04-4-52, p=0.039) were associated with a higher use of
CT, while lymph node metastases were associated with ET choice (OR 0.36, 0.12-0.92, p=0.044). The 1L
progression-free survival (PFS) with ET was 18 months.

Multivariate analysis showed that patients with de novo diagnosis were more likely to receive CT as 1L
therapy (OR=2.26, CI95%:1.02-5.07). In patients treated with ET, 71.1% and 28.9% received in second
line (2L) ET and CT, respectively.

Overall survival (OS) rates at 1, 3 and, 5 years were 98.5%, 82.0% and 64.5%, respectively.



Peruvian patients (pts) who received chemoterapy (CT) as first-line (1L) vs. MONALEESA trials vs. RIGHT Choice trial

Patients (pts) received 1L CT52.1% Peruvian pts MONALEESA trials RIGHT Choice trial

Median age 52 (24-80) year 55 year Premenopausal

Postmenopausal 54% 80% 0%

Premenopausal 46%
20% ML-2
20% ML-3

100% ML-7
100%

De novo (diagnosis) 44% 35% ND

ECOG 0-1 95% 99% 99%

Luminal B subtype 55% ND ND

Visceral metastases 37% 60% 50%

Visceral crisis 5.7% 0% 50%

Aggressive disease (RIGHT Choice definition) 44.2% ND 100%

“Aggresive disease” 
definition

Symptomatic visceral 
metastases

30.4% ND 67.6%

Rapid disease 
progression

78% ND 18.5%

Markedly symptomatic 
non-visceral metastases

52% ND 14%

ML: MONALEESA, ND: no data



Patients (pts) who received 1L chemotherapy (CT) (n=52)

• Pts met the criteria for:

• Approximately half of the pts had 
“aggressive disease” as defined  by RIGHT 
Choice trial

• Half of the pts were not no receive CT (no 
access to CDK 4/6 inhibitors)

0

5

10

15

20

25

30

35

RIGHT Choice Visceral crisis CDKi 4/6 use (MONALEESA
trials)

RIGHT Choice Visceral crisis CDKi 4/6 use (MONALEESA trials)

44.2%

5.7%

50.1%



Patients (pts) who met RIGHT Choice criteria (n=23) “aggresive disease”

• Of the total of pts who met criteria for RIGHT Choice, they met any of the 
following definitions for “aggressive disease”:

0

2

4

6

8

10

12

14

16

18

20

Symptomatic visceral metastases Rapid disease progression Markedly symptomatic non-
visceral disease

30.4%

78%

52.1%

• Most pts presented “rapid disease 
progression” for decisión to use CT

• Half of the pts had markedly 
symptomatic non-visceral 
metastases (most frequent: multiple 
bone with spinal cord compression 
requiring palliative radiotherapy)



Peruvian pts received 1L CT who met RIGHT Choice criteria (n=23) vs. who met MONALEESA criteria (n=26)

Patients (pts) received 1L CT52.1%
Peruvian pts who met 
RIGHT Choice criteria

Peruvian pts who met 
MONALEESA criteria

Median age 51 (29-71) year 53 (24-80) year

Postmenopausal 66% 62%

Premenopausal 34% 38%

De novo (diagnosis) 60% 38%

ECOG 0-1 83% 100%

Luminal B subtype 56% 65%

Visceral metastases 50% 38%

Visceral crisis 5.7% 0%

Aggressive disease (RIGHT Choice definition) 44.2% 0%

“Aggresive disease” 
definition

Symptomatic visceral 
metastases

30.4% ND

Rapid disease 
progression

78% ND

Markedly symptomatic 
non-visceral metastases

52% ND

ML: MONALEESA, ND: no data



Pts who met criteria for CDK 4/6 inhibitors use (n=26)

• Of the total number of pts who met criteria for CDKi 4/6 use (MONALEESA-2, 3 or 
7) met the study definitions for:

0

2

4

6

8

10

12

MONALEESA-2 MONALEESA-7 MONALEESA-3 (2L)

38%

26.8% • 40% were 1L postmenopausal 
(met criteria for ML-2)

• About 40% were 1L 
premenopausal  (met criteria for 
ML-7)

• Approximately 30% of pts relapsed 
during adjuvant treatment (met 
criteria for 2L ML-3)

40%

Valencia G, et al. Treatment patterns and outcomes in first-line (1L) therapy in Peruvian patients (pts) with hormone receptor (HR)-positive HER2-negative advanced breast cancer (ABC). 2024 
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