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Bottom Line:
Fluticasone furoate plus vilanterol in
inhaled form (FF/VI) reduced both the
risk and rate of severe asthma exacer-
bations (number needed to treat, NNT =
33 for one year) compared with FF alone.
The primary potential advantage of this
drug over other steroid/long-acting beta-
2 agonist (LABA) combinations is once-
daily dosing. (LOE = 1b)
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Study Design: Randomised controlled
trial (double-blinded) Funding: Industry
Setting: Outpatient (specialty)
Allocation: Concealed

Synopsis:
These researchers enrolled 2019
patients with a history of inadequately
controlled asthma while using medium-
dose inhaled corticosteroid (ICS). The
goal was to compare inhaled fluticasone
furoate plus vilanterol (FF/VI) versus
inhaled fluticasone furoate alone (FF).
To be eligible, patients had to be at least
12 years old, have asthma for at least
one year, be using ICS or ICS/LABA for
at least 12 weeks, and have had at least
one asthma exacerbation in the previous
year requiring systemic corticosteroids,
an emergency department visit, or hos-
pitalisation. 

Patients were randomised to receive
FF/VI 100/25µg or FF 100µg once daily.
Baseline characteristics, including age,
sex, smoking status, asthma duration,
and number of exacerbations were simi-
lar between the two groups. Adolescents

12 to 17 years of age made up 14 per
cent of the study population. Patients
were observed for 24 weeks to 78 weeks.
An independent committee masked to
treatment assignment confirmed all
severe exacerbations, and analysis was
by intention to treat. 

At 52 weeks, the probability of a
severe exacerbation in the FF/VI group
was significantly lower than in the FF
group (12.8 vs 15.9 per cent; P = .036;
NNT = 33). The two medications had sim-
ilar safety profiles: 29 (3 per cent)
patients in the FF group had on-treatment
serious adverse events (7 deemed
asthma-related); 41 (4 per cent) in the
FF/VI group had serious adverse events
(10 considered asthma-related). Although
other studies have examined the addition
of LABA to ICS, this one is the first to
demonstrate improvement with once-
daily dosing.
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