
Dose Reductions in monarchE Do Not Compromise Efficacy of Adjuvant Abemaciclib 
and were Commonly Used to Manage Side Effects and Retain Patients on Treatment

References: 1. Rugo HS, et al. Ann Oncol. 2022; 33: 616-627. 2. Goetz MP, et al. NPJ Breast Cancer. 2024; Published online April 26, 2024.

Abbreviations: AE, adverse event; CI, confidence interval; DRFS, distant relapse-free survival; EBC, early breast cancer; ET, endocrine therapy; HER2-, human estrogen receptor 2-negative; HR, hormone receptor; HR+, hormone-receptor positive; IDFS, invasive disease-free survival; ITT, intent-to-treat; OS, overall survival; 
R, randomized; RDI, relative dose intensity.
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Objective

All patients are off abemaciclib with 
median follow up of 42 months

Investigate the impact of dose reductions 
on the efficacy of abemaciclib in 

monarchE 

During the on-study treatment period, up to 2 abemaciclib dose reductions (100 or 50mg) were permitted prior to discontinuation.
Analyses were performed using data from a pre-planned OS interim analysis (data cut-off: July 1st, 2022).

On-Study Treatment Post-Treatment Period

Patients ≥65 Years Old or ≥4 Co-Morbidities Are More Likely to have Reductions
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Dose Reductions by Number of Pre-existing
Co-morbidities
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Dose Reductions, an Effective Measure to 
Proactively Manage AEs in monarchE

In patients treated with adjuvant abemaciclib:1

• 43% had dose reductions due to AEs, majority occuring
within the first 6 months

• ~50% who discontinued early due to an AE did not have a
prior dose reduction

• Only 8.9% discontinued abemaciclib after a dose reduction

Abemaciclib Benefit is Maintained when Dose 
Modifications are Undertaken to Manage AEs
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4-year IDFS rates were generally consistent
(87.1% vs 86.4% vs 83.7% from the lowest

RDI group to the highest)
Similar findings observed in Cohort 1

IDFS according to RDI in patients treated with abemaciclib

927 843 820 798 777 751 710 411 182 34 0

ITT
IDFS

HR (95% CI)
Staying at full dose vs

Being reduced to lower doses

0.905 (0.727, 1.125)
0.942 (0.742, 1.195)

Efficacy Endpoint

DRFS
Cohort 1

IDFS 0.899 (0.718, 1.125)
0.958 (0.750, 1.223)DRFS

When considering timing of 
dose reductions, abemaciclib 

benefit was similar when 
staying at the 150 mg dose

vs. being reduced to
100 or 50 mg.

Time-dependent Cox model in patients treated with abemaciclib

Dose Reductions were Associated with Improved
Patient Retention

Treatment Duration, months
Median (Q1 – Q3) 
> 3 months, %
> 6 months, %

Cumulative dose, mg
Median (Q1 – Q3) 

Relative Dose Intensity (RDI), %
Median (Q1 – Q3) 

No Dose Reduction
N = 1570

23.7 (14.9 – 23.8)

192450
(112900 – 210900)

86
81

94.6 (83.4 – 99.0)

1 Dose Reduction
N = 832

23.7 (20.6 – 23.8)

137475
(98825 – 151950)

95
90

66.5 (59.5 – 74.4)

2 Dose Reductions
N = 389

23.7 (13.2 – 23.8)

77200
(50100 – 96500)

94
86

40.2 (34.5 – 50.7)

Patients with dose reductions had a lower cumulative dose and RDI but were
more likely to remain on abemaciclib treatment. 

These data support the use of dose reductions as 
needed with adjuvant abemaciclib, with the goal of
maximizing adherence to maintain benefit for high-risk

HR+ HER2- EBC patients
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