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ResultsIntroduction

The Impact of Comorbidities and Clinical Characteristics on Real-World Mepolizumab Effectiveness in 
Patients With Severe Asthma: Results From the REALITI-A Study 
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● Mepolizumab is a humanized, anti-IL-5 monoclonal antibody approved for add-on maintenance

treatment in patients ≥6 years of age with severe eosinophilic asthma.1

● Several Phase 3 trials have demonstrated that mepolizumab reduces clinically significant asthma

exacerbations and patient mOCS use and improves patient quality of life versus placebo.2–5

● While randomized, controlled drug trials provide robust evidence on the efficacy and safety of

treatments, their eligibility criteria may not accurately reflect the heterogenous patient population

that will be treated in real-world clinical practice. Further studies are required to fully elucidate the

impact of mepolizumab on patients with severe eosinophilic asthma in the real world.

● REALITI-A is an ongoing, international, prospective, observational study in adult patients with

severe eosinophilic asthma that is assessing the real-life effectiveness and safety of mepolizumab

100 mg subcutaneously. Initial results of the study have been previously published.6

● The aim of this analysis was to demonstrate the impact of mepolizumab in a diverse,

heterogenous patient population, including potentially previously unstudied patient groups; here,

we evaluated mepolizumab treatment outcomes in patients from the REALITI-A study at 1 year,

stratified by baseline demographics and clinical characteristics.
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Conclusions

● Mepolizumab treatment reduced clinically

significant exacerbations, mOCS daily

dose, and ACQ-5 score in patients

irrespective of their baseline demographics

or clinical characteristics.

– Across all endpoints the smallest

benefits were observed within current

smokers, although patient numbers

were small.

– Similarly, across all endpoints the

greatest benefits were observed in

subjects with a baseline BMI <25 kg/m2.

● These data support observations reported

in clinical trials of the benefits of

mepolizumab in reducing the rate of

clinically significant exacerbations across

a range of clinical characteristics

and comorbidities.2–5

● This study further reinforces the

effectiveness of mepolizumab in a real-

world heterogeneous patient population,

including additional patient subgroups

not previously studied (e.g., patients

with co-morbid COPD).
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Baseline patient demographics and clinical characteristics

Treated population

(N=822)

Age*, mean (SD), years 54.0 (13.6)

Age at asthma onset†, n (%)

<16 years

≥16 years

151 (19)

650 (81)

Female, n (%) 521 (63)

Duration of asthma, mean (SD) years 19.7 (15.7)

BMI, mean (SD) kg/m2 29.0 (7.2)

Smoking history, n (%)

Never smoked

Current smoker

Former smoker

489 (60)

25 (3)

301 (37)

Comorbid COPD, n (%)

No

Yes

Unknown‡

727 (88)

81 (10)

14 (2)

Number of exacerbations§ in prior year, mean (SD) 4.3 (4.1)

Patients with mOCS use║, n (%) 319 (39)

ACQ-5**, score, mean (SD) 2.9 (1.3)

Blood eosinophil count††, geometric mean (SD log), cells/µL 353 (1.2)

*Age was imputed when full date of birth was not provided; †age at onset only known for n=801 patients; ‡unknown category includes 

"Unknown" responses in electronic case report form and missing responses to the categories; §historical exacerbations reported at 

enrollment; ║prednisone-equivalent dose in the 28 days prior to and including the mepolizumab initiation date; **the baseline ACQ-5 

score was the value at treatment initiation or the most recent value available within 90 days of the treatment initiation; the ACQ-5 is 

scored on a 7-point scale from 0–6, where 6 is maximum impairment; if a patient did not complete ≥2 of 5 questions at a visit, then their 

ACQ-5 score was set to missing for that visit; ††latest record in the 90 days prior to mepolizumab initiation.

After 12 months of mepolizumab treatment, clinically significant 

exacerbations were reduced versus the pre-treatment period, 

irrespective of patient demographics or clinical characteristics

Analysis of exacerbation rate performed separately for each subgroup, using generalized estimating equation model assuming a 

negative binomial distribution, with covariate of treatment period (pre-treatment vs follow-up). The logarithm of time was used as an 

offset variable.

After 12 months of mepolizumab treatment, ACQ-5 scores were reduced versus 

the pre-treatment period for patients, irrespective 

of baseline patient demographics or clinical characteristics

Least squares mean change from baseline in mean ACQ-5 score at Month 12 are shown; minimal clinically important difference is 0.5.7

Relative percentage reductions from baseline in median daily mOCS dose at Weeks 49–52 are shown. 

Patients treated with mepolizumab had lower daily mOCS doses 

at Weeks 49–52 irrespective of patient demographics or clinical characteristics 

compared with the pre-treatment period 

Abbreviations

ACQ-5, asthma control questionnaire; BMI, body mass 

index; CI, confidence interval; COPD, chronic obstructive 

pulmonary disease; CSE, clinically significant asthma 

exacerbation; ED, emergency department; IL-5, interleukin-

5; IQR, interquartile range; mOCS, maintenance oral 

corticosteroid; SC, subcutaneous; SD, standard deviation.
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REALITI-A (GSK ID: 204710)

Study design

Mepolizumab

100 mg SC

Standard of care 

therapy, plus:

Initiation of mepolizumab

was at the 

physician’s discretion

Real-world

Observational

Prospective

International

Single-arm

Clinical diagnosis of asthma:

≥18 years of age

Newly prescribed mepolizumab

≥12 months relevant medical records

prior to enrollment 

Sex:

Male Female

Age of asthma onset 

(years): ≥16<16

BMI (kg/m2):

<25 25–<30 ≥30

Smoking status:

Never smoked

Current smoker

Former smoker

Interim analysis at 1 year

Post hoc analyses stratified by subgroups:

Comorbid COPD:

No Yes

Primary endpoint

Rate of clinically significant exacerbations‡

Endpoints

Secondary endpoints

Change from baseline in mOCS daily dose

Change from baseline in ACQ-5 scores

Dec 2016 to Oct 2019

Study enrollment period 

12 months 

(of 24-month study)

Study follow-up period†Pre-treatment period* 

12 months prior 

to enrollment

822 patients treated from

84 centers across 7 countries

Dataset

Belgium Canada

Germany

Italy

Spain

UK USA

*The pre-treatment period consisted of the date of mepolizumab administration, the pre-enrollment period (365 days prior to study 

enrollment) and a variable length run-in period (time between enrollment and mepolizumab administration); †data were collected as 

part of routine asthma healthcare visits; ‡a clinically significant asthma exacerbation was defined as deterioration in asthma requiring 

use of systemic corticosteroids and/or ED visit and/or hospital admission.
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