
Presented at the American Thoracic Society Meeting, San Francisco, CA, May 13–18, 2022

ResultsAims

Real-world Safety and Effectiveness of Fluticasone Furoate/Vilanterol in Patients with Asthma or   
Chronic Obstructive Pulmonary Disease: A Post-Marketing Study in Korea

Methods

Key inclusion criteria Key exclusion criteria

● ≥12 years of age with a 

diagnosis of asthma, COPD 

or asthma-COPD overlap 

(ACO), received FF/VI 

according to the licensed 

usage capacity (fixed dose 

100 μg or 200 μg/25 μg

once-daily)

● Acute exacerbations of asthma or 

COPD

● Hypersensitivity to FF/VI or its 

components (severe milk protein 

allergy, galactose intolerance, 

Lapp lactase deficiency or 

glucose-galactose malabsorption)
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Korean patients with asthma or COPD over a 6-year period
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⚫ An open-label, multicentre (45 hospital/study site), observational, post-marketing

surveillance study in patients newly-treated with FF/VI (100μg or 200μg /25μg once-daily)

was conducted from July 2014 to July 2020.

⚫ Safety endpoints were the incidence of adverse events (AEs), including unexpected AEs

(UAEs), adverse drug reactions (ADRs) serious adverse events (SAEs) and serious

ADRs. Effectiveness was assessed by Global Physician Assessment 24 weeks after

administration (logistic regression analysis) and forced expiratory volume in 1 second

(FEV1; paired t-tests).

⚫ 210 patients were excluded due to protocol violations. 1678 were classified as

“un-assessable” in the evaluation by the investigator, with the remaining 1543 patients

included in the Effectiveness Analysis population (Figure 1).

Abbreviations

COPD, chronic obstructive pulmonary disease; ACO, asthma-COPD overlap; eCRF, electronic case report forms; 

BMI, body mass index; SD, standard deviation; ICS, inhaled corticosteroid; LABA, long-acting beta-2-agonist; 

LABD, long-acting bronchodilator; LAMA, long-acting muscarinic antagonist; SD, standard deviation; UMEC/VI, 

umeclidinium trifenatate/vilanterol bromide; SE,standard error; OR, odds ratio

Figure 1. Patient disposition

Table 1. Characteristics of the patient population 

● Overall incidence of AEs was 30.85% (n=992) of which 4.10% (n=132) were ADRs.

SAEs were reported in 4.10% (n=132) of patients, of which 0.12% (n=4) were serious

ADRs. Of 1543 patients analyzed for symptomatic improvement, 89.24% (n=1377)

improved, 9.40% (n=145) were unchanged and 1.36% (n=21) worsened (Table 2).

Table 3. Adverse event related factors

Dependent variable: Adverse event (Yes/No) (Reference category: No). Independent variable: Factors with the 

p-value <0.05 as a result of the adverse event proportion for each factor. However, factors collected for each 

indication were excluded from the independent variables. Although the analysis result of AE proportion by 

elderly population showed a statistically significant difference, the variable of elderliness was excluded from 

the independent variables since it was highly correlated with age.

Conclusion

FF/VI administered to Korean patients as prescribed in this study was

well tolerated and effective for the treatment of asthma and COPD

Table 2. Adverse events, adverse drug reactions and serious adverse events 

(N=3216)

Abbreviations: AE, adverse event; ADR, adverse drug reaction; SAE, serious adverse event; UAE, 

unexpected adverse event.

● In the effectiveness evaluation of 1543 patients, 89.2% of patients (n=1377) were classified

as improved, 9.4% (n=145) as unchanged and 1.4% (n=21) as aggravated (Figure 2A). Lung

function was also significantly improved after FF/VI administration.Mean FEV1 significantly

increased in patients with asthma, COPD or both (2.24 ± 0.82 L [p<0.001]; 0.11 ± 0.24 L

[p=0.011]; and p=0.0399, respectively). (Figure 2).

Number of patients with eCRF retrieved 

(n=3426)

210 patients excluded 

from the Safety Analysis Set 

Safety Analysis population 

(n=3216)

1678 patients noted as “un-assessable” 

in the evaluation results by the                        

investigator

Effectiveness Analysis population 

(n=1543)

● Of the 3216 patients included the safety analysis, 50.5% (n=1625) were female and the

mean ± SD age was 58.6 ± 16.3 years (1337 [41.6%] patients were aged ≥65 years, and

25 [0.8%] were aged 12–18 years). According to diagnostic classification, 85.0% of

patients (n = 2730) had asthma, 7.6% (n=245) had ACO and 7.5% (n=241) had COPD.

The mean ± SD disease period was 4.2 ± 6.0 years for asthma and 4.1 ± 4.5 years for

COPD (Table 1).

N=3216

Female, n (%) 1625 (50.5)

Age, mean ± SD, years 58.6 ± 16.3

BMI, mean ± SD, kg/m2 (n=3170) 24.5 ± 3.8

Diagnosis, n (%)

Asthma 2730 (84.5)

COPD 241 (7.5)

ACO 245 (7.6)

Disease duration, mean ± SD, years

Asthma 4.2 ± 6.0

COPD 4.1 ± 4.5

Smoking status, n (%) (COPD and ACO only, n=486)

Ex-smoker 246 (50.6)

Never smoker 123 (25.3)

Current smoker 117 (24.1)

Pack-years, mean ± SD 39.0 ± 26.9

History of moderate-to-severe COPD exacerbations

within the last year, n (%)  (COPD and ACO, n=486) 112 (23.1)

FEV1, mean ± SD (%), L (n=239)

Asthma 2.15 ± 0.81 (83.54)

COPD 1.28 ± 0.46 (48.15)

ACO 1.59 ± 0.51 (58.50)

No. of patients with AEs, n (%) No. of AEs

Total AEs 992 (30.9) 1513

Most frequent AEs*

Upper respiratory tract infection 156 (4.9) 161 

Dyspnoea 82 (2.6) 84

Cough 79 (2.5) 81

Dysphonia 66 (2.1) 66

No. of patients with AEs, n (%) No. of AEs

ADRs 132 (4.1) 146

Most frequent ADRs*

Dysphonia 49 (1.5) 49

Oral pain 15 (0.5) 15

Cough 7 (0.2) 7

SAEs 132 (4.1) 162

UAEs 518 (16.1) 702

*Listed by preferred term (MedDRA-K 22.1) are the events occurring in ≥1% of patients or, for 

categories with fewer than three event frequencies ≥1%, the three most frequent events.

No. of patients with AEs No. of 

AEsn/N (5) 95% CI (%)*

AE categorized by concomitant medication status related to asthma/COPD (n=3216)

Yes 853/2637 (32.4)* 30.6, 34.2 1320

No 139/579 (24.0) 20.6, 27.7 193

AEs categorised by smoking status (N=486)

Current smoker 43/117 (36.8)† 28.0, 46.2 72

Ex-smoker 102/246 (41.5)† 35.2, 47.9 166

Never smoked 44/123 (35.8)† 27.3, 44.9 69

● Significant differences were seen in AE incidence for factors including gender

(p=0.0080), age (p=0.0009), indication (p=0.0001), disease period (asthma) (p=0.0013),

medical history (p=0.0008), information on administration of the study drug by indication

(p<0.0001), total administration period (asthma) (p<0.0001), prior medication related to

asthma/COPD (asthma) (p=0.0159), concomitant medication related to asthma/COPD

(p<0.0001), concomitant medication not related to asthma/COPD (p<0.0001) and elderly

population (65 years or more) (p=0.0022) among the special populations.

● Ex-smokers had the highest incidence of AEs (41.5%), whereas similar rates of AEs

were reported for current smokers and never smokers. No statistically significant

differences (p=0.50) were observed between these subgroups, indicating there were no

abnormalities limited to a specific smoking experience (Table 3).

● Logistic regression was performed using 6 factors (age, gender, indication, medication

history, concomitant medication related to asthma/COPD and concomitant medication

not related to asthma/COPD). The result showed in the table below (Table 4).

Figure 2. Effectiveness as assessed after 24 weeks

(A)                                                                                       (B)

(A) Physician assessment of effectiveness was performed 24 weeks after FF/VI prescription initiation (N=1542).

(B) Data are presented as mean ± SD and p-values were calculated using paired t-tests (N=364). 

Variable
Parameter

estimate
SE p-value OR 95% CI

Intercept -1.9255 0.2106 <0.0001

Age (years) 0.0061 0.0026 0.0172 1.0061 (1.0011, 1.0112)

Gender Male -0.2871 0.0827 0.0005 0.7504 (0.6382, 0.8824)

Indication

(vs. Asthma)

COPD 0.5306 0.1497 0.0004 1.6999 (1.2677, 2.2795)

0.0108Asthma + COPD 0.3742 0.1468 1.4539 (1.0905, 1.9385)

Medical history -0.0353 0.1393 0.7999 0.9653 (0.7347, 1.2683)

Concomitant medication 

related to COPD/Asthma
0.2516 0.1087 0.0206 1.2861 (1.0393, 1.5913)

Concomitant medication not 

related to COPD/Asthma
0.8071 0.1152 <0.0001 2.2413 (1.7882, 2.8093)

*p <0.0001 comparing the percentage of patients experiencing an AE between those with versus 

without concomitant medication. †p=0.4932 comparing the percentage of patients experiencing an 

AE by smoking status (Chi-Square test).

Table 4. Logistic regression for AEs: safety analysis set

Aggravated              Unchanged               Improved
Before       After                           Before   After                    Before     After

Asthma (n=239)             COPD (n=61)             ACO (n=64)
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● Information on GlaxoSmithKline’s data sharing commitments and requesting access to anonymized

individual participant data and associated documents can be found at www.clinicalstudydatarequest.com

● Trademarks are owned by or licensed to their respective owners (GlaxoSmithKline [RELVAR ELLIPTA]).

http://www.clinicalstudydatarequest.com/

