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Results

● Single-inhaler triple therapy with the ICS/LAMA/LABA combination of fluticasone furoate/umeclidinium/vilanterol
(FF/UMEC/VI) is approved as a once-daily treatment for chronic obstructive pulmonary disease (COPD), but previously no
studies had investigated its use in patients with asthma.
● The Phase IIIA CAPTAIN (Clinical study in Asthma Patients receiving Triple therapy in A single INhaler) study was
designed to evaluate the efficacy and safety of once-daily FF/UMEC/VI in comparison with FF/VI (both administered via a
single inhaler) in patients with asthma inadequately controlled on ICS/LABA.
–

Results showed improved lung function and numerical reductions in the annualized rate of moderate/severe
exacerbation with FF/UMEC/VI versus FF/VI, with no new or unexpected safety findings.9

Aims
● To report data from the CAPTAIN study on the effects of simultaneously doubling ICS dose and adding LAMA on lung
function, moderate/severe exacerbations, and symptom control in patients with asthma inadequately controlled on
ICS/LABA.

Methods
● CAPTAIN was a Phase IIIA, randomized, 24–52-week, parallel-group study (GSK study 205715, NCT02924688).
The study design is shown in Figure 1.
● To assess the impact of simultaneously doubling ICS dose and adding LAMA, we report treatment differences for
FF/VI 200/25 mcg, FF/UMEC/VI 200/31.25/25 mcg, and FF/UMEC/VI 200/62.5/25 mcg versus FF/VI 100/25 mcg for the
following endpoints:
–

Change from baseline in trough forced expiratory volume in 1 second (FEV1) at Week 24 (primary endpoint), analyzed
using a mixed model repeated measures model

–

Annualized rate of moderate/severe asthma exacerbations (key secondary endpoint), analyzed using a negative
binomial model

–

Proportion of Asthma Control Questionnaire (ACQ)-7 responders (response defined as a decrease [improvement] from
baseline of ≥0.5 units) at Week 24

–

Proportion of St George’s Respiratory Questionnaire (SGRQ) responders (response defined as a decrease
[improvement] from baseline of ≥4 units) at Week 24.

● For all analyses reported, P-values were not adjusted for multiplicity.
Figure 1. CAPTAIN study design
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–

There was a 143 mL (95% confidence interval [CI]: 100, 187) greater change from
baseline in trough FEV1 with FF/UMEC/VI 200/62.5/25 mcg versus FF/VI
100/25 mcg at Week 24.

● Doubling FF dose led to numerical reductions in the annualized rate of
moderate/severe exacerbations versus FF/VI 100/25 mcg, while the effect of
simultaneously adding UMEC was minimal (Figure 3).
● Doubling FF dose and adding UMEC led to increases in the proportion of ACQ-7
responders compared with FF/VI 100/25 mcg and the treatment changes were
additive; simultaneous step-up to FF 200 mcg and addition of UMEC 62.5 mcg led to
the greatest overall improvement (Figure 4).
–

The adjusted odds ratio for ACQ-7 response was 1.71 (95% CI: 1.27, 2.30) for
FF/UMEC/VI 200/62.5/25 mcg versus FF/VI 100/25 mcg.

● The SGRQ responder analysis demonstrated high levels of response across all
groups; however, there was no clear indication of differences between treatments
(Figure 5).
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Figure 3. Mean annualized rate of moderate/severe exacerbations

Figure 4. ACQ-7 responder rate at Week 24
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● A separate presentation analyzing data from the CAPTAIN study
provides further insights into how treatment outcomes from
increasing FF dose or adding UMEC differ according to
biomarkers of type 2 airway inflammation.10
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● Effects of simultaneously doubling FF dose and adding UMEC were additive for
change from baseline in trough FEV1 and led to the greatest improvement overall
(Figure 2).

0
Week 52

FP/SAL provided BID as a fixed dose via the Diskus DPI; FF/VI and FF/UMEC/VI provided QD as a fixed dose via the Ellipta DPI.
*All patients in the study had a safety follow-up contact approximately 7 days after the End of Study Visit or Early Withdrawal Visit.
ACQ, Asthma Control Questionnaire; BID; twice daily; DPI, dry powder inhaler; FP/SAL, fluticasone propionate/salmeterol; FSC, FP/SAL combination; ITT, intent-to-treat; QD, once daily;
R, randomization
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● Patient demographics and clinical characteristics at screening and baseline were
generally similar across treatment arms (Table 1). Notably, the population was not
enriched for frequent exacerbators.
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SGRQ responder rate* at Week 24 (%)

● Addition of a long-acting muscarinic antagonist (LAMA) to ICS/LABA therapy improves lung function and reduces
exacerbation rates in patients with asthma.7,8

● 2436 participants were included in the intent-to-treat (ITT) population.

ACQ-7 responder rate* at Week 24 (%)

● Approximately 10%–25% of Global Initiative for Asthma Step 3 or higher patients experience an exacerbation within a
1-year period.5,6

Mean (95% CI) annualized rate
of moderate/severe exacerbations

● Despite adherence to inhaled corticosteroid (ICS)/long-acting β2-agonist (LABA) therapy, ≥30% of patients with asthma
remain symptomatic and poorly controlled.1–4

LS mean (95% CI) change from baseline
in trough FEV1 at Week 24 (mL)
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