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| 'INTRODUCTION |

e In the pivotal randomized Phase 3 trials, OASIS 1 and 2, elinzanetant (EZN), a dual neurokinin-1 and -3 receptor antagonist, significantly reduced the frequency and severity

of menopausal vasomotor symptoms (VMS; also known as hot flashes) compared with placebo (PBO).! It is important to understand the efficacy of EZN across race and ethnicity.
Therefore, this analysis aimed to evaluate the efficacy of EZN in pre-specified race and ethnicity subgroups using pooled data from the OASIS 1 and 2 trials.

| 'METHODS |

Main outcome measures

e Participants and interventions

Naturally /surgically postmenopausal women aged 40—-65 years with =50 Farticipantsiwere evaluatediby:

moderate-to-severe VMS episodes/week were randomized 1:1 to receive EZN ~ Race: Ethnicity:
120 mg for 26 weeks or PBO for 12 weeks followed by EZN for 14 weeks. »» Black/African American »» Hispanic/Latino
ELINZANETANT »> White »» Not Hispanic/Latino
120 mg once daily Data were pooled from OASIS 1 and 2 trials. Other subgroups were not included in the

analysis due to small sample size. Mean changes in daily moderate-to-severe VMS
frequency from baseline to week 12 as well as the interaction between subgroup and

ELINZANETANT

120 mg once daily treatment were analyzed by a mixed model with repeated measures. All p-values were

nominal and one-sided (a level of 0.025).

12 weeks 14 weeks 4 weeks

| RESULTS |

Figure 1. LS mean change from baseline to week 12 in average daily moderate-to-severe VMS

»»> At baseline, there was some variation in mean daily VMS frequency

frequency across Black /African American, White, Black or African American White Hispanic or Latino Not Hispanic or Latino

Hispanic/Latino and Not Hispanic/Latino subgroups (Table 2). c _? n=53 n=298 n=37 n=317
»» Mean (SD) reductions from baseline to week 12 in daily VMS £ :§ |

frequency were numerically greater with EZN than with PBO “g” :‘5'

across Black/African American, White, and non- -=3 o -6 I ]

Hispanic/Latino subgroups (Figure 1); differences were 8% :;

nominally significant for White and non-Hispanic/Latino § _§ _]'g

subgroups. % : ; p<0.0001 p<0.0001
%> In the Hispanic/Latino subgroup, larger mean reductions in VMS é ::2

frequency from baseline to week 12 were seen in the PBO 2 s : "~ M Elinzanetant 120 mg

group, which were numerically greater than with EZN, but ::g ! PZOST5¢ W Placebo

differences did not reach statistical significance (Figure 1). -18 p=0.0414

n = number of subjects with observed value for this timepoint.

Table 2. Average daily moderate-to-severe VMS frequency by race and ethnicity

Black or African Hispanic or Latino Not Hispanic or
American Latino
EZN 4:10 EZN 4:10 EZN 4:10 EZN 4:10

»» The differences in least square (LS) means between EZN and
PBO were not nominally significantly different between White
and Black /African American subgroups or between
Hispanic/Latino and non-Hispanic/Latino subgroups.

Table 1. Participant race and ethnicity?

EZN 120 mg PBO
(n=399) (n=397)

Baseline, mean 16.6 19.1 13.4 14.6 15.5 22.6 13.9 14.4
Race, n (%) (SD) (16.1) (23.0) (6.5) (9.4) (8.5) (17.7) (9.2) (11.7)
White 314 (78.7%) 326 (82.1%) krsoze;;:::;‘?: 115 77 9.1 -5.9 -8.9 -9.0 9.2 -5.9
Black or African
U 73 (18.3%) 63 (15.9%) week 12 (SE) (2.8) (2.9) (0.3) (0.3) (3.1) (2.9) (0.4) (0.4)
Ethnicity, n (%) Difference in LS
Not Hispanic or means (SE) -3.9 (2.2) -3.2 (0.5) 0.1 (2.4) -3.3 (0.6)
Latino 366 (921.7%) 354 (89.2%) [95% ClI] [-8.2, 0.5] [-4.1, -2.2] [-4.5, 4.7] [-4.4, -2.2]
Hiqunic or Latino 30 (75%) 38 (96%) p-value (one- p:O-O‘” 4 p<0.0001 p:O.5] 56 p<0.000]
sided)

“Some subgroups not included in this analysis due to small sample size.

EZN was consistently efficacious in reducing moderate-to-severe VMS frequency across
Black/African American, White, and non-Hispanic/Latino postmenopausal women
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