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Elacestrant, an oral selective estrogen receptor degrader (SERD), 
vs investigator’s choice of endocrine monotherapy for ER+/HER2-
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Background

1. Moy B, et al. J Clin Oncol. 2021:JCO2101374; 2. Brett JO, et al. Breast Cancer Res. 2021;23:85; 3. Lindeman GJ, et al. J Clin Oncol. 2021;39:1004. 4. Turner NC, et al. Lancet Oncol. 2020;21:1296-1308. 
5. Andre F, et al. New Engl J Med. 2019; 380(20):1929-1940.
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Background (cont.)

1. Bihani T, et al. Clin Cancer Res. 2017;23:4793-4804; 2. Bardia A, et al. J Clin Oncol. 2021;39:1360-1370.
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EMERALD Phase 3 Study Design

aDocumentation of ER+ tumor with ≥ 1% staining by immunohistochemistry; bRecruitment from February 2019 to October 2020; cProtocol-defined dose reductions permitted;
dBlinded Independent Central Review. eESR1-mutation status was determined by ctDNA analysis using the Guardant360 assay (Guardant health, Redwood City, CA). fRestaging CT 
scans every 8 weeks.

CBR, clinical benefit rate; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status; ORR, objective response rate; OS, overall survival, PD, progressive disease; 
PFS: progression-free survival; Pts, patients; R, randomized. SOC, standard of care.
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Statistical Considerations

mailto:%22Bardia,%20Aditya,M.D.%22%20%3cBardia.Aditya@mgh.harvard.edu%3e


San Antonio Breast Cancer Symposium®, December 7-10, 2021

This presentation is the intellectual property of the author/presenter. Contact Bardia.Aditya@mgh.harvard.edu for permission to reprint and/or distribute.

Patient Disposition
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Baseline Demographic and Disease Characteristics

*Includes lung, liver, brain, pleural, and peritoneal involvement
**In the advanced/metastatic setting
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Primary Endpoint: PFS by IRC
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Primary Endpoint: PFS by IRC
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PFS Rate at 6 and 12 Months: All Patients and mESR1 Group
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PFS: Elacestrant vs Fulvestrant (All Patients and mESR1 Group)
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PFS in Clinically Relevant Subgroups (All Patients)
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Overall Survival (Interim Analysis)
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Safety Summary 
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Treatment-Emergent Adverse Events (≥10% in Either Arm)
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Conclusions 
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