
Verzenio is the FIRST and ONLY CDK 4 & 6 
inhibitor for people with HR+ HER2- node
positive EBC at high-risk of recurrence.1-3

EARLY BREAST CANCER1

Verzenio in combination with ET is indicated for the adjuvant treatment of adult patients with HR+, 
HER2-, node-positive EBC at high risk of recurrence. In pre- or perimenopausal women, aromatase 
inhibitor ET should be combined with a LHRH agonist. 

Verzenio is indicated for the treatment of women with HR+, HER2- locally advanced or metastatic breast cancer 
in combination with an aromatase inhibitor or fulvestrant as initial endocrine-based therapy, or in women who 
have received prior ET. In pre- or perimenopausal women, the ET should be combined with a LHRH agonist.

ADVANCED OR METASTATIC BREAST CANCER1

4-year data
in the EBC setting



The benefit of Verzenio + ET is sustained beyond the 2-year treatment period.4

4-YEAR EFFICACY DATA FOR COHORT 1 

The curves continue to separate with greater reduction in risk of recurrence 
beyond the 2-year Verzenio treatment period1,4

The curves continue to separate with greater reduction in risk of metastatic 
disease beyond the 2-year Verzenio treatment period1,4

COHORT 1 (91% OF THE ITT POPULATION) WAS USED TO DEFINE THE EMA LABEL1,6

monarchE enrolled 5,637 node-positive patients 
with a range of familiar high risk disease characteristics1,5
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•    Efficacy analysis in Cohort 1 was not alpha controlled for statistical significance testing. 
Absolute difference was calculated by subtraction of the DRFS rates between the two arms each year. Results depicted in the KM curve should not be interpreted beyond 48 months. 

The absolute difference has 
more than doubled in just 

2 years.4 

The absolute difference has 
more than doubled in just 

2 years.4 

•    Efficacy analysis in Cohort 1 was not alpha controlled for statistical significance testing. 
•    Statistical significance was met in the ITT population at the pre-planned interim analysis with 15.5 months median follow-up.1,5

Absolute difference was calculated by subtraction of the IDFS rates between the two arms at each year. Results depicted in the KM curve should not be interpreted beyond 48 months. 



Incidence of the most frequently reported AEs

4-YEAR SAFETY DATA

Dose modification is recommended based on individual safety and tolerability¹

The majority of patients stayed on 
treatment‡ 
AEs were mainly low grade and 
manageable with comedication, 
dose adjustments, and/or 
dose hold.7

Most cases of diarrhea were low grade, early and transient1,5,7

Discontinuation rate due to 
diarrhea was low (5.3%) - most 
cases could be managed with 
established protocols.1,7 

5.3% ≤7
days

Grade 2/3 events primarily occurred 
in the first 3 months, and most were 
short-lived (median duration ≤7 days) 
and did not recur.7

AE; Adverse Event, BID; Twice Daily, CDK4 & 6; Cyclin-Dependent Kinase 4 and 6, CI; Confidence Interval, CTCAE; Common Terminology Criteria for Adverse Events, DRFS; Distant 
Relapse-Free Survival, EBC; Early Breast Cancer, EMA; European Medicines Agency, ET; Endocrine Therapy, HER2; Human Epidermal Growth Factor Receptor 2, HR; Hazard Ratio, HR+; 
Hormone Receptor Positive, IDFS; Invasive Disease-Free Survival, ITT; Intention-to-Treat, KM; Kaplan Meier, LHRH; Luteinizing Hormone-Releasing Hormone, PO; By mouth.
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https://clinicaltrials.gov/ct2/show/NCT03701334. [Accessed November 28th 2022]. 4. Johnston SRD et al. Lancet Oncol. 2022. Epub ahead of print. 5. Johnston SRD et al. J Clin Oncol. 
2020;38(34):3987-98. 6. Toi M et al. The Oncologist. 2022. Epub ahead of print. 7. Rugo HS et al. Ann Oncol. 2022;33(6):616-27. 8. Johnston SRD et al. Poster presented at SABCS, 
San Antonio, USA, 6-10th Dec, 2022.

‡Discontinuation of Verzenio due to AEs occurred in 18.5% of the patients, mainly due to Grade 1/2 AEs7,8 

Safety remains consistent with prior analysis and known safety profile of Verzenio4



For healthcare professionals only

Before prescribing Verzenio (abemaciclib), please consult the full 
local prescribing information by scanning the following QR code. 
SAFETY REPORTING FOR POTENTIAL UNDESIRABLE EFFECTS:
Please report adverse events to the DKSH Singapore Pte Ltd at 
HEC-RA.Sin@dksh.com 
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