INTRODUCTION

Elinzanetant (EZN) is a non-hormonal compound in development for the treatment of vasomotor symptom (VMS; also known

as hot flashes) associated with menopause that specifically targets both neurokinin-1 and -3 receptors. In both the OASIS-1 and

OASIS-2 pivotal randomized Phase 3 trials, EZN significantly reduced menopausal VMS frequency and severity compared with

placebo (PBO), improved sleep disturbances and menopause-related quality of life, and had a favorable safety profile.! This

exploratory pooled analysis provides combined data from both OASIS-1 and OASIS-2 studies.

METHODS

Participants and interventions

Naturally /surgically postmenopausal

women aged 40-65 years with

N=796

>50 moderate-to-severe VMS episodes

per week were randomized 1:1
to receive EZN 120 mg for 26 weeks
or PBO for 12 weeks followed by EZN

for 14 weeks.

Endpoints summary

Mean change in frequency of moderate-to-severe
VMS from baseline to weeks 1, 4, and 12

Mean change in severity of moderate-to-severe VMS
from baseline to weeks 4 and 12

Mean change in Patient-Reported Outcomes
Measurement Information System Sleep Disturbance

Short Form 8b (PROMIS SD SF 8b) total T-score from
baseline to week 12 (sleep disturbance)
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DISCLOSURES

ELINZANETANT

120 mg once daily

@ Randomized

PLACEBO ELINZANETAN:r
120 mg once daily
12 weeks 14 weeks 4 weeks

Mean change in Menopause-Specific Quality of Life
(MENQOL) questionnaire total score from baseline to
week 12 (menopause-related quality of life)

Data were pooled from OASIS 1 and 2 trials. Endpoints
were analyzed by a mixed model with repeated
measures; p values were indicative, not confirmatory.
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Table 1. Participant demographics

EZN 120 mg
(n=399)

Age (years), mean (SD) 54.7 (4.9) 54.5 (4.7)

Race, n (%)

White 314 (78.7%)
73 (18.3%)
30 (7.5%)
75.7 (14.2)
27.8 (4.8)

326 (82.1%)
63 (15.9%)
38 (9.6%)
74.9 (13.5)
27.8 (4.6)

Black or African American
Hispanic or Latino, n (%)
Weight (kg), mean (SD)
BMI (kg/m?), mean (SD)
Smoking history, n (%)

Never 267 (66.9%)
67 (16.8%)
65 (16.3%)
153 (38.3%)
75 (18.8%)

250 (63.0%)
66 (16.6%)
81 (20.4%)
156 (39.3%)
89 (22.4%)

Former

Current
Hysterectomy, n (%)
Oophorectomy, n (%)

Duration of amenorrhea®
(years), median (Q1, Q3)

“In participants without hysterectomy or oophorectomy; P n=241 (239 available for calculation); <n=230.
BMI, body mass index; EZN, elinzanetant; PBO, placebo; SD, standard deviation.

3.9 (2.0, 7.0)° 3.0 (2.0, 6.0)c

Mean (SD) reductions from baseline to weeks 1, 4, and
12 in daily frequency (Figure 1) and weeks 4 and 12 in
severity (Figure 2) of moderate-to-severe VMS were
nominally significantly greater with EZN vs placebo

Mean (SD) reductions from baseline to week 12 in PROMIS
SD SF 8b total T-score (Figure 3) and week 12 in MENQOL
(Figure 4) were nominally significantly greater with

EZN vs placebo

In those who switched from PBO to EZN after week 12,
further numerical improvements were observed across

VMS, sleep disturbances, and quality of life up to
week 26 (Figures 1-4)

CONCLUSIONS

ELINZANETANT 120 MG §m

Figure 1. Mean change from baseline in average daily frequency of
moderate-to-severe VMS over time

Figure 2. Mean change from baseline in average daily severity of VMS over time
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Figure 3. Mean change from baseline in PROMIS SD SF 8b total T-score overtime  Figure 4. Mean change from baseline in MENQOL total score over time
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Elinzanetant is an efficacious, novel non-hormonal treatment for postmenopausal women with moderate-to-severe VMS

Elinzanetant demonstrated reductions in VMS frequency
as early as week 1, and reductions in VMS frequency and
severity were maintained throughout treatment

Elinzanetant also improved sleep disturbances and
menopause-related quality of life in postmenopausal
women with moderate-to-severe VMS

The pooled safety analysis, which includes the recently
completed OASIS 3 study, will be reported separately

Previously published and presented at The International Menopause Society (IMS) 19th World Congress on Menopause, October 19-22, 2024, Melbourne, Australia.
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