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▶ Endocrine therapy, with aromatase inhibitor (AI) or fulvestrant, plus cyclin-dependent 
kinase 4/6 inhibitor (CDK4/6i) is the recommended first-line treatment of estrogen
receptor-positive (ER+)/HER2- mBC.1-3

▶ Subsequent disease progression is associated with endocrine resistance, including
the development of ESR1 mutations (mESR1).4

▶ Treatment guidelines recommend use of sequential endocrine therapy before
chemotherapy, in the absence of visceral crisis or until all endocrine therapy (ET)
options have been exhausted.1-3, 5

▶ Standard single-agent endocrine therapy (eg, fulvestrant) in patients who have 
received prior CDK4/6i or mTOR inhibitor is associated with poor median 
progression-free survival (~2 months),6-9 highlighting a major unmet need for patients
with ER+/HER2- mBC.

▶ Elacestrant (RAD1901) is an oral SERD that blocks ER and inhibits estradiol-dependent
gene transcription induction and cell proliferation in ER+ BC cell lines with higher 
efficacy than fulvestrant.10

▶ In a phase 3 study of elacestrant in postmenopausal women with ER+/HER2- mBC 
(EMERALD), elacestrant significantly reduced the risk of disease progression or death
by 30% in all patients and by 45% in patients with ESR1 mutation (Figure 1a & b).11

▶ In this analysis, we compared PFS between elacestrant and SOC in patients without
prior chemotherapy in the metastatic setting.

Primary Endpoints:d  
• PFS in all patients
• PFS in mESR1

Key Secondary Endpoints:
• OS in all patients
• OS in mESR1

Other Secondary Endpoints:
• PFS and OS in patients

without mESR1f

• PFS by investigator
• ORR
• DOR
• CBR
• Safety and tolerability

Follow-up

Stratification Factors:
▶ ESR1-mutation statuse

▶ Prior treatment with fulvestrant
▶ Presence of visceral metastases

SOC guidance recommended use of a different ET than previously received
(ie, fulvestrant recommended for patients who had not previously received

fulvestrant, and selection of AI was based on prior AI therapy)

PD or
withdrawal

criterionR
1:1

N=477b

Elacestrant 
400 mg dailyc

Investigator’s
choice (SOC):
Fulvestrant 
Anastrozole
Letrozole
Exemestane

aDocumentation of ER+ tumor with ≥ 1% staining by immunohistochemistry (local laboratory); bRecruitment from February 2019 to October 2020;  cProtocol-defined dose reductions 
permitted; dBlinded Independent Central Review; eESR1-mutation status was determined by cell-free circulating DNA analysis using the Guardant360® CDx (Guardant Health, Redwood City, 
CA); f Restaging CT scans every 8 weeks.
CDK4/6i, cyclin-dependent kinase 4/6 inhibitor; ECOG PS, Eastern Cooperative Oncology Group performance status; ER, estrogen receptor; HER2, human epidermal growth factor receptor 2; 
mESR1, ESR1-mutant breast cancer population; PFS, progression-free survival; R, randomized; SOC, standard of care.

CONCLUSIONS
▶ Among patients with ER+/HER2− mBC without prior chemotherapy, elacestrant

significantly prolonged PFS compared to SOC endocrine therapy and showed 
favorable outcomes in this subgroup.
• 31% reduction in the risk of progression or death with elacestrant vs SOC in all

patients (HR=0.681 [95% CI: 0.520 – 0.891]; P=0.00388)  and prolonged median PFS
(3.68 vs 1.97 months).

• 46% reduction in the risk of progression or death with elacestrant vs SOC in patients
with mESR1 (HR=0.535 [95% CI: 0.356 – 0.799]; P=0.00235) and prolonged median
PFS (5.32 vs 1.91 months).

▶ In exploratory subgroup analyses, elacestrant significantly reduced the risk of 
progression or death and prolonged median PFS vs fulvestrant in all patients
(HR=0.636 [95% CI: 0.465-0.868]; mPFS 3.68 vs 1.97 months), and in patients with
mESR1 (HR=0.487 (95% CI: 0.310-0.761; mPFS 5.32 vs 1.91 months).

▶ Elacestrant had a manageable safety profile consistent with other endocrine therapies.
▶ Final overall survival analysis of elacestrant vs SOC endocrine therapy expected late

2022/early 2023.
▶ Further elacestrant combinations in earlier lines and with other targeted therapies,

including CDK4/6 and mTOR inhibitors, are ongoing/planned for patients with
ER+/HER2- breast cancer.

▶ Key treatment-related adverse events (AEs) in the no prior chemotherapy elacestrant group were
nausea (25.9%), fatigue (12.7%), and hot flush (11.1%). There were no treatment-related deaths in
either group.

Baseline demographic and disease characteristics 

PFS: elacestrant vs SOC in all patients without prior chemotherapy (N=371)

*Includes lung, liver, brain, pleural, and peritoneal involvement
**In the advanced/metastatic setting

Elacestrant

Among the 477 patients enrolled in the trial, 77.8% (n=371) had not received prior chemo for mBC

SOC

Parameter All
(N=191)

mESR1
(N=89)

All
(N=180)

mESR1
(N=81)

Median age, years (range)
Gender, n %
      Female
      Male
ECOG PS, n (%)
      0
      1
Visceral metastasis*, n (%)
Bone-only disease, n (%)
Prior adjuvant therapy, n (%)
Prior CDK4/6 inhibitor, n (%)
Number of prior lines of endocrine therapy,** n (%)
      1
      2
Number of prior lines of chemotherapy,** n (%)
      0

64 (28-89)

185 (96.9)
6 (3.1)

111 (58.1)
80 (41.9)

127 (66.5)
32 (16.8)

129 (67.5)
191 (100)

103 (53.9)
  88 (46.1)

191 (100)

64 (28-89)

89 (100)
0

48 (53.9)
41 (46.1)
62 (69.7) 
10 (11.2)
50 (56.2)
89 (100)

56 (62.9)
33 (37.1)

89 (100)

64 (35-83)

180 (100)
0

100 (55.6)
180 (44.4)
 125 (69.4)
25 (13.9)

114 (63.3)
180 (100)

115 (63.9)
65 (36.1)

180 (100)

63 (35-83)

81 (100)
0

44 (54.3)
37 (45.7)
61 (75.3)
10 (12.3)
51 (63.0)
81 (100)

56 (69.1)
25 (30.9)

81 (100)

Among patients with ER+/HER2− mBC without prior chemotherapy, elacestrant significantly
prolonged PFS compared to SOC

RESULTS

Inclusion Criteria
• Men and postmenopausal women

with advanced/
metastatic breast cancer

• ER-positive,a HER2-negative
• Progressed or relapsed on or after

1 or 2 lines of endocrine therapy for
advanced disease, one of which was
given in combination with a CDK4/6i

• ≤1 line of chemotherapy for
advanced disease

• ECOG PS 0 or 1
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Elacestrant
(N=239)

SOC
(N=238)

Event, n (%)
Median PFS (months)
Hazard ratio (95% CI)
    P value
6-month PFS, %
(95% CI)
12-month PFS, %
(95% CI)

144 (60.3)
2.8

34.3
(27.2 – 41.5)

22.3
(15.2 – 29.4)

20.4
(14.1 – 26.7)

  9.4
(4.0 – 14.8)

156 (65.5)
1.9

0.0018
0.70 (0.55 – 0.88)

Elacestrant
Standard of Care
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Elacestrant
(N=191)

SOC
(N=180)

Event, n (%)
Median PFS, months (range)
Hazard ratio (95% CI)*
    P value
6-month PFS, %
(95% CI)
12-month PFS, %
(95% CI)

109 (57)
3.68 (2.33 – 5.49)

 38.18
(30.00 –  46.36)

 27.12
(18.87 –  35.36)

 23.47
(15.87 –  31.07)

 12.19
( 5.25 –  19.13)

114 (63)
1.97 (1.87 – 3.55)

0.00388
0.681 (0.520 – 0.891)

Elacestrant
SOC
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PFS: elacestrant vs SOC in patients with mESR1 without prior
chemotherapy (N=170)

Treatment-emergent adverse events (≥10% in either arm)

Figure 1a: PFS in all patients (ITT) (N=477)

Figure 1b: PFS in all patients with detectable mESR1 (N=228)
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Elacestrant
(N=115)

SOC
(N=113)

Event,  n (%)
Median PFS (months)
Hazard ratio (95% CI)
    P value
6-month PFS, %
(95% CI)
12-month PFS, %
(95% CI)

62 (53.9)
3.8

40.8 
(30.1 – 51.4)  

26.8 
(16.2 – 37.4) 

19.1 
(10.5 – 27.8)

8.2 
(1.3 – 15.1)

78 (69.0)
1.9

0.0005
0.55 (0.39 – 0.77)

*Calculated with covariates

PFS: elacestrant vs fulvestrant in all patients without prior 
chemotherapy (N=323)

PFS: elacestrant vs fulvestrant in patients with mESR1 without prior
chemotherapy (N=153)

SOC
Elacestrant

N=189, n (%)
Total

N=175, n (%)
Fulvestrant

N=129, n (%)
Aromatase inhibitor

N=46, n (%)
Preferred term All Grades Grade 3/4 All Grades Grade 3/4 All Grades Grade 3/4 All Grades Grade 3/4
Nausea
Fatigue
Vomiting
Arthralgia
Decreased appetite
Back pain
Diarrhea
Headache
Hot flush
AST increased
Constipation
Dyspepsia

64 (33.9%)
36 (19.0%)
33 (17.5%)
28 (14.8%)
25 (13.2%)
25 (13.2%)
24 (12.7%)
24 (12.7%)
24 (12.7%)
23 (12.2%)
22 (11.6%)
19 (10.1%)

2 (1.1)
−

1 (0.5)
−

1 (0.5)
1 (0.5)

−
1 (0.5)

−
−
−
−

34 (19.4%)
28 (16%)
12 (6.9%)

30 (17.1%)
13 (7.4%)
14 (8.0%)

19 (10.9%)
21 (12%)
15 (8.6%)
21 (12%)
11 (6.3%)
5 (2.9%)

−
−
−
−
−
−
−
−
−
−
−
−

−
−
−
−
−
−
−
−
−
−
−
−

−
−
−
−
−
−
−
−
−
−
−
−

21 (16.3%)
21 (16.3%)

9 (7.0%)
23 (17.8%)

9 (7.0%)
10 (7.8%)

13 (10.1%)
15 (11.6%)
11 (8.5%)

16 (12.4%)
7 (5.4%)
4 (3.1%)

13 (28.3%)
7 (15.2%)
3 (6.5%)

7 (15.2%)
4 (8.7%)
4 (8.7%)
6 (13.0%)
6 (13.0%)
4 (8.7%)

5 (10.9%)
4 (8.7%)
1 (2.2%)

Copies of this poster obtained through Quick Response (QR) Code are for personal use only 
and may not be reproduced without permission from ASCO® or the author of this poster.  
Contact Kaklamani@uthscsa.edu with questions.

Elacestrant
(N=89)

SOC
(N=81)

Event, n (%)
Median PFS, months (range)
Hazard ratio (95% CI)*
    P value
6-month PFS, %
(95% CI)
12-month PFS, %
(95% CI)

46 (52)
5.32 (3.65 – 9.03)

43.79
(31.65 – 55.94)

31.48
(19.34 – 43.61)

23.83
(12.95 – 34.71)

12.36
(2.39 – 22.32)

53 (65)
1.91 (1.87 – 3.71)

0.00235
 0.535 (0.356 – 0.799)
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Elacestrant
(N=191)

Fulvestrant*
(N=132)

Event, n (%)
Median PFS, months (range)
Hazard ratio (95% CI)
    P value
6-month PFS, %
(95% CI)
12-month PFS, %
(95% CI)

109 (57)
3.68 (2.33 – 5.49)

38.18
(30.00 – 46.36)

27.12
(18.87 – 35.36)

25.19
(16.27 – 34.11)

12.13
(4.06 – 20.19)

85 (64)
1.97 (1.87 – 3.68)

0.0032
0.636 (0.465 – 0.868)

Elacestrant
Fulvestrant

The PFS was significantly improved
with elacestrant when compared
with fulvestrant in all patients with

no prior chemotherapy
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*Only 5 pts with prior fulvestrant were randomized to fulvestrant
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*Only 5 pts with prior fulvestrant were randomized to fulvestrant

Elacestrant
(N=89)

Fulvestrant*
(N=64)

Event, n (%)
Median PFS, months (range)
Hazard ratio (95% CI)
    P value
6-month PFS, %
(95% CI)
12-month PFS, %
(95% CI)

46 (52)
5.32 (3.65 – 9.03)

43.79
(31.65 – 55.94)

31.48
(19.34 – 43.61)

25.96
(13.69 – 38.23)

11.68 
0.63 – 22.74)

43 (67)
1.91 (1.87 – 3.68)

0.0015
0.487 (0.310 – 0.761)
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The PFS was significantly improved
with elacestrant when compared with

fulvestrant in patients with ESR1m
with no prior chemotherapy
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