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Results

Clinician-rated perception of severity:
change from baseline*

Stopped mepolizumab (N=151)

asthma duration

3% had exacerbations
requiring ER visits
and/or hospitalization

0.7 (1.3)
exacerbations
(No. in previous year)

This eposter presents an analysis of clinician and patient perceptions of response to
mepolizumab treatment in terms of asthma severity and overall response in patients who
continued versus stopped mepolizumab after ≥3 years of mepolizumab treatment.

64 (20–118)*
% predicted

Methods
COMET (GSK ID: 201810)
Study design

Increased to 270 cells/µL
by Week 12
for patients who stopped
mepolizumab

50 (0.876) cells/µL

12 (0–92)*

Blood eosinophils
Geo mean (SD log)

1.3 (1.0)

32.7 (17.6)

15%

ACQ-5 score

SGRQ total score

Former smokers‡

Maintained at
40–60 cells/µL
for patients who
continued
mepolizumab

n=87 (60%)
n=70 (47%)

n=84 (58%)
n=75 (50%)

Improved

n=32 (22%)
n=30 (20%)

n=34 (24%)
n=23 (15%)

Worsened/missing

n=46 (32%)
n=79 (53%)

n=47 (33%)
n=77 (51%)

No change

n=73 (51%)
n=51 (34%)

n=73 (51%)
n=61 (40%)

Improved

n=25 (17%)
n=18 (12%)

n=24 (17%)
n=13 (9%)

n=65 (45%)
n=98 (66%)

Worsened/missing

Randomized

Double-blind

Placebo-controlled

Multicenter

Values shown are for the intent-to-treat population (N=295); values are mean (SD) unless otherwise stated. *Age, duration of asthma and FEV1 are mean (range);
†prednisolone equivalent; daily dose derived for patients who indicated at baseline that they were on regular maintenance OCS; ‡no current smokers.
ACQ-5, Asthma Control Questionnaire 5; ER, emergency room; FEV1, forced expiratory volume in 1 second; OCS, oral corticosteroids; SD, standard deviation;
SGRQ, St George’s Respiratory Questionnaire

IIIb trial

Parallel-group

n=55 (38%)
n=38 (26%)

n=53 (37%)
n=41 (27%)

Improved

n=24 (17%)
n=12 (8%)

n=24 (17%)
n=8 (5%)

•
•
•

Continuous mepolizumab use for ≥3 years at randomization*
Completed COLUMBA† or COSMEX‡ mepolizumab studies§
Remained on controller therapy, throughout COLUMBA† or COSMEX‡,¶
Part C: Double-blind treatment period

Screening

Part A
0–132 weeks
(Variable)

Week

Part B
4–8 weeks
(Fixed)

Randomization
1:1

−4

Change in perception of asthma severity
from baseline to Weeks 12, 24, 36,†† and 52

Change in perception of response at Weeks 12,
24, 36,†† and 52

Perceptions assessed separately by:

25
50
75
Proportion of respondents (%)

Optional Part D: Patients could switch

Week 24

2.39 (1.53, 3.75)

back to open-label mepolizumab
following an exacerbation

Week 52

2.92 (1.79, 4.77)

100

Odds ratio (95% CI)

Clinician-rated perception of response
Week 12

2.00 (1.33, 3.02)

Week 24

2.49 (1.64, 3.79)

Week 52

3.34 (2.12, 5.27)

†
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28
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36
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44

48

52
(Exit)

Week 12

1.90 (1.21, 2.96)

Week 24

2.12 (1.36, 3.29)

Week 52

4-point scale

0.0625

2.75 (1.71, 4.41)

Clinician

Patient

*With no treatment gaps >12 weeks between any two mepolizumab doses (84 days, equivalent to >2 consecutive missed doses); †COLUMBA (GSK ID MEA115666;
NCT01691859); ‡COSMEX (GSK ID 201312; NCT02135692); §patients with a clinically significant health deterioration at completion of the studies were excluded;
with <80% adherence to controller medications during studies were excluded; **a single global question asked clinicians and patients to rate the patient’s
asthma severity; ††data at Week 36 are not shown; ‡‡this was an overall evaluation of response to treatment, as compared with baseline. SC, subcutaneous
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Week 12

2.30 (1.52, 3.47)

Week 24

2.39 (1.57, 3.63)

Week 52

2.99 (1.90, 4.71)
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n=49 (34%)
n=41 (27%)

n=37 (26%)
n=29 (19%)

Improved

n=71 (49%)
n=57 (38%)

n=89 (62%)
n=67 (44%)

Worsened/missing

n=38 (26%)
n=75 (50%)

n=35 (24%)
n=75 (50%)

No change

n=38 (26%)
n=33 (22%)

n=33 (23%)
n=18 (12%)

Improved

n=68 (47%)
n=43 (28%)

n=76 (53%)
n=58 (38%)

Worsened/missing

n=52 (36%)
n=95 (63%)

n=50 (35%)
n=93 (62%)

No change

n=27 (19%)
n=21 (14%)

n=9 (6%)
n=9 (6%)

Improved

n=65 (45%)
n=35 (23%)

25

50

75

Proportion of respondents (%)

100

n=85 (59%)
n=49 (32%)

0

25

50

75

*An improved response as compared with baseline includes patients who responded with ‘significantly improved’, ‘moderately improved’, and ‘mildly improved’; a
worsened response as compared with baseline includes patients who responded with ‘mildly worse’, ‘moderately worse’, ‘significantly worse’, or missing responses.
When the rating was not given/obtained, data were classed as missing for that time point. Missing data also includes patients who were switched back to open-label
mepolizumab treatment as permitted within the study design.

Conclusions

16

Odds ratio (95% CI) for a milder asthma severity rating
(continued/stopped mepolizumab)‡
*Asthma severity was rated on a 4-point scale: ‘mild’, ‘moderate’, ‘severe’, ‘very severe’; †P<0.001 for all time points except Week 12 (P=0.045 for clinician; P=0.005
for patient); ‡a milder asthma severity rating indicates a less severe response on the continuum of this rating scale at the given time point (eg, rating of ‘very severe’
in one patient compared with a rating of ‘severe’ in another patient). When a rating was not given/obtained, data were classed as missing for that time point. Missing
data also includes patients who were switched back to open-label mepolizumab treatment as permitted within the study design. For analysis purposes, very severe
and missing were combined into one category. Three patients with missing clinician-rated Global Impression of Disease Severity at baseline (prior to first dose of
double-blind treatment) were not included in the analysis of clinician-rated perception of severity. Analyzed using a proportional odds model (multinomial [ordered]
logistic generalized linear model), with terms for treatment group, region, baseline maintenance OCS therapy (OCS vs no OCS), exacerbations in the year prior to
randomization (as an ordinal variable) and clinician or patient global impression of asthma severity rating at baseline (double-blind treatment period).
CI, confidence interval
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Odds ratio (95% CI) for a more favorable perceived response to therapy
rating (continued/stopped mepolizumab)‡
*The overall evaluation of response to treatment as compared with baseline was rated on a 7-point scale. Responses included: 1 = significantly improved;
2 = moderately improved; 3 = mildly improved; 4 = no change; 5 = mildly worse; 6 = moderately worse; 7 = significantly worse; †P<0.001 for all time points; ‡a more
favorable response to therapy rating indicates a response in the direction of improvement on the continuum of this rating scale at the given time point (eg, rating of
‘significantly worse’ in one patient compared with a rating of ‘moderately worse’ in another patient). When the rating was not given/obtained, data were classed as
missing for that time point. Missing data also includes patients who were switched back to open-label mepolizumab treatment as permitted within the study design.
For analysis purposes, significantly worse and missing were combined into one category. Analyzed using a proportional odds model (multinomial [ordered] logistic
generalized linear model), with terms for treatment group, region, baseline maintenance OCS therapy (OCS vs no OCS) and exacerbations in the year prior to
randomization (as an ordinal variable).
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Proportion of respondents (%)

The clinician- and patient-perceived response to therapy also
demonstrated more favorable responses for who continued mepolizumab
versus those who stopped.

¶patients
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Maintained at
40–60 cells/µL
for patients who
continued
mepolizumab

n=18 (13%)
n=55 (36%)

No change

Patient-rated perception of response

mild, moderate, severe, very severe

1 = significantly improved; 2 = moderately improved;
3 = mildly improved; 4 = no change; 5 = mildly worse;
6 = moderately worse; 7 = significantly worse

Increased to 270 cells/µL
by Week 12
for patients who stopped
mepolizumab

Worsened/missing

The clinician- and patient-perceived asthma severity rating was milder in
patients who continued versus stopped mepolizumab.

Patient-rated perception of severity
0

Blood eosinophil count
(least squares mean)

Patient-rated perception
of response

n=24 (17%)
n=53 (35%)

0

Favors stopped mepolizumab Favors continued mepolizumab

†

1.57 (1.01, 2.43)

7-point scale
Overall evaluation of response to therapy‡‡

0

Odds ratio (95% CI)

Clinician-rated perception of severity
Week 12

Endpoints (Part C)
Global Impressions of Disease Severity**

100

Clinician-rated perception
of response

Stopped mepolizumab (N=151)

Positive perceived responses to therapy* were more likely with continuing versus stopping
mepolizumab for both clinicians and patients

Favors stopped mepolizumab Favors continued mepolizumab

(standard of care therapy + continued mepolizumab 100 mg SC or switched to placebo)

Screening and run-in
open-label phases

25
50
75
Proportion of respondents (%)

*Baseline (Week 0) denotes the latest available measurement prior to the first dose of double-blind treatment (mepolizumab 100 mg SC or placebo). Perceived
asthma severity was rated on a 4-point scale: ‘mild’, ‘moderate’, ‘severe’, ‘very severe’; comparisons were made versus the rating at baseline. ‘Worsened/missing’
indicates any category shift at the given time point towards worsening, and ‘Improved’ indicates any category shift at the given time point towards improvement.
Three patients with missing clinician-rated Global Impression of Disease Severity at baseline (prior to first dose of double-blind treatment) were not included. When
the rating was not given/obtained, data were classed as missing for that time point. Missing data also includes patients who were switched back to open-label
mepolizumab treatment as permitted within the study design. N, number of patients

Patients who continued versus stopped mepolizumab were more likely to have a milder Global
Impression of Disease Severity rating* for asthma at assessed time points, whether clinician-rated
or self-rated

Severe eosinophilic asthma:

n=67 (47%)
n=102 (68%)

No change

0

Phase

Continued mepolizumab (N=144)

n=26 (18%)
n=53 (35%)

No change

(median: 5 mg/day†)

FEV1 % reversibility

pre-bronchodilator FEV1

Blood eosinophil count
(least squares mean)

13% on
maintenance OCS

Week 12

The perception of disease severity and response to therapy may be regarded as
important health outcomes for patients.

Patient-rated perception of severity:
change from baseline*

n=25 (17%)
n=48 (32%)

Worsened/missing

Week 12

Continued mepolizumab (N=144)

24 (5–70) years*

Regarding the perception of response to therapy, fewer patients continuing versus stopping
mepolizumab had a perceived worsening (or missing response) compared with baseline when
assessed by both clinicians and patients, with greater proportions with no change or improvement

Week 24

56 (17–80)*
years old

59%
female

Fewer patients continuing versus stopping mepolizumab had a perceived worsening (or missing
response) in the Global Impression of Disease Severity rating for asthma versus baseline when
assessed by both clinicians and patients, with greater proportions with no change or improvements

Week 52

Demographics and clinical characteristics at start of double-blind treatment period:
all patients had previously been receiving mepolizumab for ≥3 years

Clinical outcomes in patients with severe eosinophilic asthma who continued or stopped
long-term mepolizumab treatment (treated for ≥3 years) have been evaluated in the
COMET study (NCT02555371).2

Week 24

Mepolizumab is approved for patients with severe eosinophilic asthma, eosinophilic
granulomatosis with polyangiitis, and hypereosinophilic syndrome.1

Week 52

Background

These data suggest that continued mepolizumab treatment sustains the
clinical benefits perceived by both clinicians and patients in severe
eosinophilic asthma.

