
Background
• There are sex-specific differences in risk 

factors, prognosis, and treatment 
responses in the heart failure population. 

• Women with heart failure with reduced 
ejection fraction (HFrEF) are undertreated 
with guideline recommended therapy and 
experience worse quality of life compared 
with men.

• Low enrollment of women in HFrEF 
outcomes trials has limited inferences 
about drug efficacy and safety in women.  
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Methods
• The GALACTIC-HF trial evaluated treatment 

effects of omecamtiv mecarbil versus placebo 
in HFrEF with LVEF ≤ 35%. 

• The primary study outcome was a composite 
of time to CV death or first heart failure event. 

• Outcomes for male and female patients were 
compared using Cox proportional hazards 
models adjusted for 14 relevant covariates. 

• Treatment  effect of omecamtiv mecarbil 
compared to placebo was evaluated by the 
interaction term between sex and treatment 
group in Cox proportional hazards regression,  
with baseline hazards stratified according to 
the randomization setting (inpatient or 
outpatient) and geographic region and with 
the treatment group, sex and the baseline 
estimated GFR as covariates. 

In this secondary analysis of the GALACTIC-HF trial, women had lower rates of the primary outcome of heart failure event or 
CV death despite being undertreated with guideline directed interventions and having lower quality of life at baseline. There
was no difference in the treatment effect of omecamtiv mecarbil between sexes and this medication appears safe in women. 

Study Aim
To characterize  baseline characteristics, 
clinical outcomes, efficiency and safety of 
omecamtiv mecarbil in men and women 
enrolled in GALACTIC-HF. 

Key Findings

Baseline characteristics, primary and secondary 
outcomes in women  

KCCQ-TSS at baseline predicts adverse outcomes 
in men and women participants

• Female participants with HFrEF had lower 
KCCQ scores at baseline and were 
undertreated with GDMT and devices as 
compared to men. 

• KCCQ total symptom score at baseline highly 
predicted incidence rates of the primary 
outcome for both men and women. Despite 
this, women had 20% lower adjusted risk of 
the combined primary outcome of CV death or 
heart failure event as well as secondary 
outcomes. 

• Women had lower rates of serious adverse 
events as compared to men including 
ventricular arrhythmias and adjudicated major 
cardiac ischemic events. 

Adverse events and plasma levels of 
OM in women vs men

Primary endpoint and treatment effect by sex 

Kaplan-Meier curves compared 
by log-rank testing.

Sex*treatment p interaction= 
0.68


