
 

 

Survival results in patients with HR+/HER2– 
advanced breast cancer with visceral metastases                                                                 

in the phase III MONALEESA trials 

Executive Summary

• The three phase 3 MONALEESA trials (-2, -3, and -7) found 
that ribociclib plus endocrine therapy provided significant 
survival benefits over endocrine therapy alone for patients with      
HR+/HER2– advanced breast cancer, regardless of menopausal 
status or endocrine therapy used

• In patients with HR+/HER2– advanced breast cancer, having 
visceral metastases (in places like organs and the central nervous 
system) may mean that the cancer is hard to treat, especially 
when the cancer moves to the liver or is in several locations                                                       

• This document describes combined overall and progression-free 
survival results from all three MONALEESA trials in patients who 
had visceral metastases and/or metastases in several locations 
and who were treated with ribociclib plus endocrine therapy 
or endocrine therapy alone

• The results of this analysis show that ribociclib plus endocrine 
therapy slows disease progression and prolongs survival 
compared with endocrine therapy alone in patients with 
visceral metastases

The MONALEESA trials1-6

About the medications 
Ribociclib is a targeted therapy used to treat breast cancer that is HR+ and 
HER2–. Cyclin dependent kinases 4 and 6 (CDK4/6) are proteins that help 
breast cancer cells make more copies of themselves. Ribociclib targets 
CDK4/6 to stop cancer cells from growing. Ribociclib is given together with 
endocrine therapy.

Endocrine therapy is a type of treatment that blocks the effects of estrogen 
on breast cancer cells. Since estrogen can help breast cancer cells grow, 
blocking the effects of estrogen in the body can slow the growth of cancer 
cells and prevent the disease from getting worse.

The types of endocrine therapy used in these trials were:  
letrozole (MONALEESA-2), fulvestrant (MONALEESA-3), a nonsteroidal 
aromatase inhibitor, either letrozole or anastrozole (MONALEESA-7), and 
tamoxifen (MONALEESA-7). 

To help you better understand these results
Median is a statistical term that describes the middle point, which 
separates the lower and higher parts of the data.

Median overall survival is an estimate of the time at which 50% of the 
patients were still alive.

Median progression-free survival is an estimate of the time at which 
50% of the patients did not have the disease get worse.

First-line treatment refers to patients with advanced breast cancer 
who had not previously received endocrine therapy or patients whose 
disease had relapsed more than 12 months from completion of endocrine 
therapy, before the disease became advanced.

Metastases is the spread of cancer cells from one body                                  
area to another. 

Visceral metastasis is cancer that spreads from one location in the body 
and grows a tumor in the body’s soft tissue (also known as the viscera). 
Examples of visceral metastasis sites include lung, liver, and central 
nervous system.

Previous published results

All three MONALEESA trials showed that patients with HR+/HER2– 
advanced breast cancer who were treated with ribociclib plus 
endocrine therapy had longer progression-free survival and overall 
survival than those treated with endocrine therapy alone.1-6

MONALEESA-3 and -7 both showed a survival benefit of  
ribociclib plus endocrine therapy vs endocrine therapy alone in 
patients with visceral metastases.7

What was the purpose of this analysis of the MONALEESA trials? 
The presence of metastases can affect outcomes in patients with             
HR+/HER2– advanced breast cancer. This study looked at the effect of 
visceral metastases on overall survival and progression-free survival in 
patients treated with ribociclib plus endocrine therapy compared with 
patients treated with endocrine therapy alone.

Combining the results of the MONALEESA studies allowed researchers to 
look at information on more patients than could be studied in a single trial.

What are the key results of this analysis?
Patients with visceral metastases who were treated with ribociclib 
plus endocrine therapy lived longer and had a longer time until the 
disease got worse, including those being treated for the first time for                
advanced breast cancer 

The median overall survival and progression-free survival of patients with 
visceral metastases who received ribociclib plus endocrine therapy were longer 
than those of patients who received endocrine therapy alone. 
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Ribociclib plus endocrine therapy was associated with:

Conclusions 
• Ribociclib plus endocrine therapy was more effective than 

endocrine therapy alone in patients with visceral metastases, 
including patients receiving treatment for the first time for advanced 
breast cancer

• Side effects were similar in patients with or without visceral metastases 
who were treated with ribociclib plus endocrine therapy or                                                    
endocrine therapy alone

• Patients with visceral metastases can have poor outcomes. These 
results help to support treatment decisions by showing that ribociclib 
plus endocrine therapy vs endocrine therapy alone is an effective 
treatment for patients with HR+/HER2– advanced breast cancer 
regardless of where the cancer is located
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Study Information
Study number: NCT01958021 (MONALEESA-2), NCT02422615 (MONALEESA-3),  
NCT02278120 (MONALEESA-7)

Study sponsor: Novartis Pharmaceuticals Corporation

The full title of the publication: Pooled exploratory analysis of survival in patients 
with HR+/HER2− advanced breast cancer and visceral metastases treated with 
ribociclib + endocrine therapy in the MONALEESA trials  

There have been three MONALEESA trials (MONALEESA-2, -3, and -7) 

All MONALEESA trials were phase 3 clinical trials 

In these trials, all of the patients had advanced breast cancer

MONALEESA-2 and -3 included patients who had already gone                 
through menopause

MONALEESA-7 included patients who had not gone through menopause

The main goals of these trials were to look at how long patients lived 
without the disease getting worse and how long patients lived overall

Patients with liver metastases who were treated with ribociclib plus 
endocrine therapy lived longer and had a longer time until the disease 
got worse, including those being treated for the first time for advanced 
breast cancer  

The median overall survival and progression-free survival of patients 
with liver metastases who received ribociclib plus endocrine therapy 
were longer than those of patients who received endocrine therapy alone.
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Patients with three or more metastatic disease sites who were treated 
with ribociclib plus endocrine therapy lived longer and had a longer 
time until the disease got worse, including those being treated for the 
first time for advanced breast cancer 

The median overall and progression-free survival of patients with at least 
three metastatic disease sites who received ribociclib plus endocrine 
therapy were longer than patients who received endocrine therapy alone.
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Side effects were similar in these patients and all the other patients in 
the published trials of ribociclib plus endocrine therapy1-6

• Low white blood cell count was the most common side effect in patients 
treated with ribociclib plus endocrine therapy

• Side effects of ribociclib plus endocrine therapy were similar whether or 
not a patient had visceral metastases

• In patients with liver metastases, the levels of liver enzymes were not 
different than what was seen in patients without liver metastases who 
were treated with ribociclib plus endocrine therapy

To view or download the oral presentation associated with this plain language summary

Mobile Friendly e-Prints 2 ways to instantly download an electronic copy of this poster to 
your mobile device or e-mail a copy to your computer or tablet

Scan this QR code

Visit the web at:
https://bit.ly/Yardley205P


