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Overview of Study
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monarchE: Adjuvant Abemaciclib In Early Stage 
Breast Cancer
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§ Adjuvant abemaciclib combined with ET previously demonstrated clinically 
meaningful improvement in invasive disease-free survival (IDFS) and distant 
relapse-free survival (DRFS) in HR+, HER2–, node-positive, high risk early 
breast cancer (EBC)1

§ When statistical significance was met, follow-up was limited with median 15.5 
months1. Here, we present data from an additional follow-up efficacy and 
safety analysis at a median follow-up of 27 months, performed at the request 
of health authorities

§ The role of Ki-67 index, a marker of cellular proliferation as a prognostic and 
predictive biomarker, is further explored

1Johnston SRD, et al. J Clin Oncol. 2020;38(34):3987-3998 Joyce O’Shaughnessy



monarchE Study Design (NCT03155997)
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aRecruitment from July 2017 to August 2019; bEndocrine therapy of physician’s choice [e.g. aromatase inhibitors, tamoxifen, LHRH agonist]; cKi-67 expression centrally assessed in all patients from both cohorts with 
suitable untreated breast tissue using Ki-67 immunohistochemistry Assay by Dako/Agilent
Abbreviations: ALN = positive axillary lymph nodes; CPF = clinicopathological features; HER2 = human epidermal receptor 2; HR = hormone receptor; ITT = intent-to-treat population; N = number of patients in the ITT 
population; R = randomized; SOC = standard of care
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Baseline Characteristics of ITT
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Note: data generated at Primary Outcome analysis (July 2020); where values do not add up to 100%, remaining data are missing, unavailable, or could not 
be assessed
1Per Interactive Web Response System (IWRS)
Abbreviations: ECOG PS = Eastern Cooperative Oncology Group Performance Status; ET = Endocrine Therapy
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Description of Analysis Timepoints
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astatistically significant improvement in IDFS in ITT population declared at this timepoint
1Johnston SRD, et al. J Clin Oncol. 2020;38(34):3987-3998; 2Johnston SD et al  ESMO 2020; 3Rastogi P et al SABCS 2020

§ Methods, statistical considerations previously disclosed
§ Key AFU1 analyses: IDFS and DRFS in both ITT and prespecified Ki-67 populations; piecewise 

HR estimates within each year for IDFS and DRFS in the ITT population (exploratory)
§ The study will continue to final OS analysis
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Efficacy Results in the ITT Population
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IDFS Benefit Maintained with Additional
Follow-up in ITT population
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30.4% reduction in the risk of developing an IDFS event.
The absolute difference in IDFS rates between arms was 5.4% at 3 years.
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Consistent IDFS Treatment Benefit Observed in 
Prespecified Subgroups
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Benefit of DRFS Maintained with Additional
Follow-up in ITT population

31.3% reduction in the risk of developing a DRFS event.
The absolute difference in DRFS rates between arms was 4.2% at 3 years.
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Abemaciclib Treatment Effect Over Time

* Piecewise hazard ratio was estimated using piecewise exponential model to assess the yearly treatment effect size
** 95% credible intervals were calculated by equal tails in the posterior samples of Bayesian exponential models

Increasing magnitude of IDFS and DRFS effect size from the first year to the second year,
with maintained treatment benefit beyond the 2-year study treatment period. 
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Efficacy Results in Ki-67 Subpopulation
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IDFS in ITT Ki-67 High (≥ 20%) Population 

33.7% reduction in the risk of developing an IDFS event.
The absolute difference in IDFS rates between arms was 6.0% at 3 years.

Copyright (C) 2021 Eli Lilly and Company. All rights reservedJoyce O’Shaughnessy



IDFS in Cohort 1 Ki-67 High (≥ 20%) Population

37.4% reduction in the risk of developing an IDFS event.
The absolute difference in IDFS rates between arms was 7.1% at 3 years.
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Ki-67 as a prognostic marker in Cohort 1

As expected, high Ki-67 index was prognostic of worse outcome. 
However, abemaciclib benefit was consistent regardless of Ki-67 index.

Ki-67 is not 
predictive of 
abemaciclib 

benefit

Ki-67 is 
prognostic
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Safety Results
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Mature Safety Findings Consistent with Previous 
Analyses 

Abbreviations: VTE = venous thromboembolic event; PE = pulmonary 
embolism; ILD = Interstitial lung disease

Median duration of abemaciclib: 23.7 months
Other events of 
interest, any grade

Abemaciclib + ET
N = 2791, %

ET Alone
N = 2800, %

VTE 2.5 0.6
PE 1.0 0.1

ILD 3.2 1.3

All patients who received at least one dose of study treatment were included in the safety population
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Conclusions

§ With additional follow-up, adjuvant abemaciclib combined with ET continued to demonstrate 
clinically meaningful benefit for patients with HR+, HER2-, node-positive, high risk EBC
§ Robust IDFS and DRFS benefit was maintained beyond the 2-year treatment period of 

abemaciclib

§ Safety data set is mature with 90% of patients off study treatment period
§ Data are consistent with known safety profile of abemaciclib and considered acceptable 

in high risk EBC

§ Ki-67 index was prognostic, but abemaciclib benefit was consistent regardless of Ki-67 index

§ Continued follow-up for efficacy and safety is ongoing until the final assessment of OS 
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