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RESULTS

BACKGROUND

METHODS

This prespecified analysis 
pooled data from two 
methodologically 
harmonized, individually 
randomized trials in which 
participants were assigned to 
receive HD-IIV or SD-IIV.

Primary endpoint:

Hospitalizations for influenza 
or pneumonia  
Secondary endpoints: 
Cardiorespiratory 
hospitalization, laboratory-
confirmed influenza 
hospitalizations, all-cause 
hospitalizations, pneumonia 
hospitalization and mortality

Figure 1: Risk Ratio (HD-IIV vs SD-IIV ) of 
Endpoints by Sex

Figure 3: Outcomes in age groups  
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Among more than 466,000 individually randomized older adults:

HD-IIV demonstrated consistently improved protection against 
hospitalizations for various causes across age and sex groups, 
underscoring the potential benefit of HD-IIV over SD-IIV against 
severe hospitalization outcomes in the spectrum of age within the 
older adult population in both sexes.

OBJECTIVE CONCLUSIONS

The relative vaccine effectiveness (rVE) of HD-IIV versus SD-IIV 
according to age and sex had not been explored in depth. 

A total of 466,320 individually randomized 
participants were included in the analysis 
(233,311 HD-IIV; 233,009 SD-IIV). 

Mean age was 73.3 years (SD 5.4); 223,681 
(48.0%) were female.

HD-IIV provided superior protection (overall rVE 
8.8%, 95% CI (1.7 to 15.5), P-value 0.0082) compared 
with SD-IIV against the primary endpoint of 
hospitalization for influenza or pneumonia with no effect 
modification in age and sex. 

Number Needed to Vaccinate (NNV) 
was lower in male and ≥85 years 
population, as low as 465 and 241 to avert 
one all-cause hospitalization, respectively. 

Figure 2: Restricted cubic splines with age- 
primary endpoint 

Take Home message 

Our age and sex interaction 
results did not suggest clinically 
meaningful heterogeneity across 
sex and prespecified 5-year age 
strata in comparing HD-IIV vs. 
SD-IIV. 

Figure 4: Outcomes in male and female 
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The FLUNITY-HD study, a prespecified pooled analysis of 466,320 individually 
randomized older adults, previously demonstrated superior protection of high-dose 
inactivated influenza vaccine (HD-IIV) compared with standard-dose inactivated 
influenza vaccine (SD-IIV) against hospitalization outcomes among adults aged 
≥65 years (1). 
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