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Background/Aims: The efficacy and safety of mepolizumab in patients with se-
vere eosinophilic asthma has been evaluated in a global clinical trial programme.
This post hoc analysis assesses the efficacy and safety of mepolizumab in Korean
patients.

Methods: Data from Korean patients in the Phase III, placebo-controlled,
randomised DREAM (MEA112997/NCTo1000506) and MENSA (MEA115588/
NCTo1691521) studies were included. Patients = 12 years old with severe eosino-
philic asthma received mepolizumab (DREAM: 75, 250 or 750 mg intravenously
[IV]; MENSA: 75 mg IV or 100 mg subcutaneously [SC]), or placebo every 4 weeks
for 52 weeks (DREAM) or 32 weeks (MENSA). The primary outcome was the rate of
clinically significant asthma exacerbations. Secondary outcomes included forced
expiratory volume in 1 second (FEV,), Asthma Control Questionnaire (ACQ) and St
George’s Respiratory Questionnaire (SGRQ) scores (MENSA only). Blood eosino-
phil counts (BEC) and safety were assessed throughout.

Results: Reductions in the rate of clinically significant asthma exacerbations
were observed with the approved (100 mg SC) and bioequivalent (75 mg IV) doses
of mepolizumab in Korean patients who participated in DREAM and MENSA. In
MENSA, trends for improvements from baseline at week 32 in pre-bronchodilator
FEV, (75 mg IV group), ACQ-5 and SGRQ scores (in both treatment groups) were
seen versus placebo in Korean patients. Incidence of on-treatment adverse events
was similar in Korean patients versus non-Korean patients as were observed re-
ductions from baseline in BEC.

Conclusions: Mepolizumab treatment provided clinical benefits for Korean pa-
tients with severe eosinophilic asthma; the safety profile is consistent with the
overall population.
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INTRODUCTION

Asthma is one of the most prevalent diseases in the
Asia-Pacific region, accounting for over 30% of respira-
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tory conditions [1]. Severe asthma accounts for approx-
imately 5% to 10% of all asthma cases and is defined as
asthma that requires treatment with high-dose inhaled
corticosteroids (ICS) plus a second controller to main-
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tain control, or asthma that remains uncontrolled de-
spite this treatment [2-4]. The burden of severe asthma
in Korea, in terms of use of healthcare facilities and
asthma medications, is substantial [5].

Severe asthma is a heterogeneous condition and sev-
eral clinical phenotypes have been identified, one of
which is severe eosinophilic asthma [2,6,7]. This phe-
notype is characterised by elevated eosinophil counts
and frequent exacerbations, and patients typically have
a poor prognosis [2,7]. Currently, several biologic ther-
apies are approved for treating patients with severe
eosinophilic asthma [§], including mepolizumab, a
humanised monoclonal antibody that targets interleu-
kin-5 to reduce eosinophil levels [9]. In a global Phase
IIT clinical trial programme, mepolizumab was shown
to reduce clinically significant exacerbations, improve
lung function, asthma control and health-related qual-
ity of life (HRQoL) in patients with severe eosinophilic
asthma when used as add-on therapy to standard of care
[10-12]. These studies have also demonstrated that
mepolizumab is well-tolerated with a safety profile sim-
ilar to placebo [10-12].

Although the majority of monoclonal antibody ther-
apies do not display therapeutic differences across
ethnic groups, there is some evidence that therapeutic
responses may be influenced by variations in patient
characteristics between different ethnic/racial groups,
and in a few cases, this may lead to population-specific
prescribing recommendations [13,14]. This post hoc anal-
ysis assessed the efficacy and safety of mepolizumab ver-
sus placebo using data from Korean patients enrolled in
the Phase IIb/III DREAM (Dose Ranging Efficacy And
safety with Mepolizumab in severe asthma) and Phase
IIT MENSA (MEpolizumab as adjunctive therapy iN pa-
tients with Severe Asthma) studies to determine whether
any therapeutic difference between Korean and non-Ko-
rean patients exists.

METHODS

Study design and treatment

This was a post hoc subgroup analysis of all studies with
Korean patient data available and included data from the
Phase III, pivotal, placebo-controlled, randomised, dou-
ble-blind, parallel-group, multicentre studies, DREAM
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(MEA112997/NCTo01000506) and MENSA (MEA115588/
NCTo01691521) [10,11]. Both studies assessed the efficacy
and safety of mepolizumab versus placebo in patients
with severe eosinophilic asthma. Patients enrolled in
DREAM were randomised (1:1:1:1) to receive intravenous
(IV) mepolizumab 75, 250, or 750 mg, or placebo, plus
standard of care, every 4 weeks for 52 weeks. In MENSA,
patients were randomised (1:1:1) to receive IV mepoli-
zumab 75 mg, mepolizumab 100 mg subcutaneously (SC)
or placebo, plus standard of care, every 4 weeks for 32
weeks. The DREAM and MENSA studies were conducted
in accordance with the ethical principles of the Declara-
tion of Helsinki, International Conference on Harmon-
isation Good Clinical Practice Guidelines and applicable
country-specific regulatory requirements. All patients
provided written informed consent. The study protocols
for DREAM and MENSA: NCTo01691521 were approved
by local ethics committees.

Patients

Patients enrolled in DREAM and MENSA were = 12 years
old, had severe eosinophilic asthma, and a history of
= 2 exacerbations requiring systemic corticosteroids in
the year prior to enrolment despite regular treatment
with high-dose ICS in the 12 months prior to screening
and additional controller(s). For DREAM, eosinophilic
asthma was indicated as a sputum eosinophil count of =
3%, fractional exhaled nitric oxide of = 50 parts per billion,
a blood eosinophil count of = 300 cells/uL, or a prompt
deterioration in asthma control after a < 25% reduction in
regular maintenance dose of ICS or oral corticosteroids
(OCS) within the previous year. For MENSA, eosinophilic
asthma was indicated as a blood eosinophil count of = 300
cells/pL in the previous year or = 150 cells/pL at screening.

Outcomes and assessments

The primary outcome was the annual rate of clinically
significant exacerbations, which was defined as a wors-
ening of asthma, which required the use of systemic
corticosteroids for = 3 days and/or hospitalisation/emer-
gency department visits. Secondary outcomes included
blood eosinophil counts, spirometry measurements and
Asthma Control Questionnaire (ACQ)-5 (MENSA) or -6
(DREAM,) scores, which were obtained every 4 weeks. In
MENSA, St George’s Respiratory Questionnaire (SGRQ)
scores were assessed at randomisation and at the exit
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visit (week 32). SGRQ scores were not available for the
DREAM study.

Safety was evaluated by assessment of on-treatment
adverse events (AEs), on-treatment serious AEs (SAEs)
and immunogenicity. Levels of anti-mepolizumab anti-
bodies were measured at weeks o, 16, 32, and 40 in MEN-
SA, and at weeks o, 16, and 72 in DREAM.

Sample size and statistical analysis

This post hoc analysis was based on the Korean patients
in the intent-to-treat (ITT) population from DREAM
and MENSA, including all randomised Korean patients
who received = 1 dose of study medication. The analysis
of exacerbations was performed using a negative bino-
mial model with covariates of treatment group, baseline
maintenance OCS therapy (OCS vs. no OCS), number of
exacerbations in the previous year (as an ordinal vari-
able), baseline percent predicted forced expiratory vol-
ume in 1 second (FEV ), and with inclusion of time on
treatment as an offset variable.

Changes from baseline in FEV , ACQ scores and blood
eosinophil counts were analysed using mixed model
repeated measures methods. SGRQ scores were ana-
lysed by analysis of covariance. Covariates of baseline
value, baseline maintenance OCS therapy (OCS vs. no
OCS), exacerbations in the year prior to the study (as an
ordinal variable), baseline percent predicted FEV, (ex-
cept analysis of FEV ) and treatment were included in
all analysis models, and visit plus interaction terms for
visit by baseline and visit by treatment group were in-
cluded in the mixed model repeated measures analyses.
A pre-specified log transformation was applied to blood
eosinophil count before analysis.

RESULTS

Patient population

In total, the ITT populations included 616 and 576 pa-
tients in the DREAM and MENSA studies, respectively.
Of'these, 24 (3.9%) and 45 (7.8%), respectively, were Kore-
an. Across the two studies, three Korean patients were
withdrawn, two from the DREAM study and one from
the MENSA study. Both patients from DREAM with-
drew consent, and the patient from MENSA withdrew
because of an AE (patient was receiving placebo). Patient
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demographics and clinical characteristics were broadly
similar in Korean and non-Korean patients, except there
were fewer female patients, patients had a lower mean
body mass index (BMI), a higher mean percent predict-
ed FEV , and lower mean ACQ-5 scores in the Korean
group, compared with the non-Korean group (Table 1).
Spirometry measurements at baseline, and disease char-
acteristics were also similar between the Korean and
non-Korean group across the two studies (Table 1).

Primary outcome

In DREAM, the annual rate of clinically significant
exacerbations in Korean patients was numerically re-
duced with mepolizumab versus placebo in the 75 mg
and 250 mg IV groups, but not in the 750 mg IV group
(Fig. 1). Annual rates of exacerbations were 2.00, 1.26 and
3.28 in the mepolizumab 75 mg, 250 mg and 750 mg IV
groups, respectively, compared with 3.01 in the placebo
group. For Korean patients in the MENSA study, reduc-
tions in clinically significant exacerbations were seen in
both mepolizumab (75 mg IV and 100 mg SC) treatment
groups versus placebo (Fig. 1). Annual rates of exacerba-
tions were 1.00 and 0.61 in the mepolizumab 75 mg IV
and 100 mg SC groups, respectively, compared with 3.16
in the placebo group.

It is of note that in DREAM, five out of six Korean
patients experienced = 1 exacerbation in the placebo
group, and although only three out of six patients who
were receiving the highest dose of mepolizumab (750 mg
IV) experienced = 1 exacerbation (one of these patients
had experienced a total of eight exacerbations). In MEN-
SA, for Korean patients receiving the approved dose of’
mepolizumab (100 mg SC) four out of 15 patients experi-
enced = 1 exacerbation (one of whom experienced a total
of seven exacerbations), compared with nine out of 15
patients in the placebo group (Supplementary Table 1).

Secondary outcomes

For the DREAM study, there were insufficient patient
numbers to perform analyses of changes from baseline
in FEV,, ACQ-5 scores and blood eosinophil counts. In
the MENSA study, a trend for improvements from base-
line in pre-bronchodilator FEV, was seen in Korean pa-
tients receiving mepolizumab 75 mg IV compared with
placebo, but not with mepolizumab 100 mg SC (Fig. 2).
A trend for reductions (improvements) in ACQ-5 scores
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Table 1. Baseline demographics and clinical characteristics (IT'T population)
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DREAM (n = 616)

MENSA (n = 576)

Characteristic Korean Non-Korean Korean Non-Korean
(n=24) (n=592) (n =45 (n =531)
Age, yr 50.2 £11.72 48.6 £11.27 51.5 +£12.94 50.0 +14.40
Female sex 13+54 374 + 63 18 + 40 311 £59°
BMI, kg/m? 23.7 277 287 £5.97° 247 +3.23 28.0 £5.93*
Duration of asthma, yr
<5 3(3) 76 (13) 10 (22) 50 (9)°
=5-<15 9(38) 205 (35) 21 (47) 171 (32)°
>15-<25 9(38) 127 (21) 11 (24) 134 (25)
=25 3(13) 184 (31) 3(7) 176 (33)°
Spirometry at baseline
Pre-bronchodilator FEV,, L 2.1+0.66 1.9 + 0.66 1.8 + 0.58 1.8 £ 0.67
Pre-bronchodilator percent predicted FEV, 77.0 £13.77 59.5 £ 16.04* 67.6 £16.67 60.5+18.00*
Pre-bronchodilator FVC, L 2.8 +0.77 3.0 £ 0.95 2.8+ 0.77 2.0 0.91
Pre-bronchodilator FEV,/FVC 0.8+ 0.13 0.6 £ 0.12* 0.7+0.14 0.6 +£0.13
Post-bronchodilator FEV,, L 2.4+0.77 2.2+ 0.75 2.2 +0.66 21+071°
Post-bronchodilator FVC, L 3.0+ 0.82 3.4+1.00 3.2+0.91 3.2+ 0.94°
Exacerbations in the past 12 mon
1 o 2 (<) o 1(<1)°
2 14 (58) 270 (46) 19 (42) 226 (43)
>2 10 (42) 320 (54) 26 (58) 304 (57)
Receiving maintenance OCS therapy at baseline 5(21) 183 (31) 9 (20) 130 (24)
ACQ-5 score n=23 n=582 n=39 n=520
1.2 £ 0.90 2.5+1.12% 1.6 £1.11 2.3+1.20°
Blood eosinophil count, cells/pL, geometric n=24 n=592 n=45 n=524
mean * SD logs
320.0+0.81 250.0 £1.04 270.0 * 1.02 300.0 +0.99
Comorbidities
Nasal polyps 4(17) 58 (10) 9 (20) 84 (16)
Atopy" 16 (67) 295 (50) 22 (49) 248 (47)

Values are presented as mean + SD or number (%).

I'TT, intent-to-treat; DREAM, Dose Ranging Efficacy And safety with Mepolizumab in severe asthma; MENSA, MEpolizumab
as adjunctive therapy iN patients with Severe Asthma; BMI, body mass index; FEV,, forced expiratory volume in 1 second; FVC,
forced vital capacity; OCS, oral corticosteroid; ACQ, Asthma Control Questionnaire.

p < 0.05 within study comparison between Korean and non-Korean patients.

bp < 0.05 for comparison between Korean and non-Korean patients across all categories of duration of asthma in the MENSA
study.

“Total number of patients in these groups were n = 528.

dOne patient in the placebo group and one patient in the mepolizumab 250 mg group had < 2 exacerbations in the 12 months
prior to screening and both were defined as protocol violators.

“One patient in the placebo group had < 2 exacerbations in the 12 months prior to screening and were defined as protocol vio-
lators.

fAtopy status of subjects indicated by a positive skin test for any of four aeroallergens: house dust mite, dog dander, cat dander,
Alternaria.
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Figure 1. Annual rate of clinically significant exacerba-
tions with mepolizumab versus placebo in Korean patients.
DREAM, Dose Ranging Efficacy And safety with Mepoli-
zumab in severe asthma; MENSA, MEpolizumab as adjunc-
tive therapy iN patients with Severe Asthma; CI, confidence
interval; IV, intravenous; SC, subcutaneous.
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Figure 2. Difference in change from baseline in pre-bron-
chodilator forced expiratory volume in 1 second (FEV,) with
mepolizumab versus placebo in Korean patients from the
MENSA (MEpolizumab as adjunctive therapy iN patients
with Severe Asthma) study. Error bars show 95% confidence
intervals. Patient numbers for each group were: mepolizum-
ab 75 mg intravenous (IV); 15 (all time points); mepolizumab
100 mg subcutaneous (SC); 15 (all time points), and placebo;
15 (baseline, weeks 8 and 16) and 14 (at weeks 24 and 32).
“Baseline mean + SD pre-bronchodilator FEV, mL were 1,859
+ 623, 1,771 + 599, and 1,902 * 550 in the 75 mg IV, 100 mg SC
and placebo groups, respectively.
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Figure 3. Difference in change from baseline in Asthma
Control Questionnaire-5 (ACQ-5) score with mepolizumab
versus placebo in Korean patients from the MENSA (ME-
polizumab as adjunctive therapy iN patients with Severe
Asthma) study. Error bars show 95% confidence intervals.
Patient numbers for each group were: mepolizumab 75 mg
intravenous (IV); 12 (baseline, weeks 8, 16 and 24), 11 (week
32); mepolizumab 100 mg subcutaneous (SC); 13 (baseline,
weeks 8, 24 and 32), 12 (week 16), and placebo; 14 (baseline,
weeks 8 and 16) and 13 (at weeks 24 and 32). “Baseline mean
+ SD ACQ-5 scores were 1.6 + 1.04, 1.1 + 0.79, and 2.2 + 1.2 for
the 75 mg IV, 100 mg SC and placebo groups, respectively.

in Korean patients was also seen with mepolizumab 100
mg SCversus placebo at week 4 and with both doses (100
mg SC and 75 mg IV) at week 8, and was maintained until
week 32 (except for week 12 in the 75 mg IV group) (Fig. 3).
In addition, there were numerical reductions (improve-
ments) from baseline in SGRQ scores seen at week 32 in
both treatment groups versus placebo (adjusted change
from baseline [95% confidence interval, CI] in 75 mg IV
[n = 15]: 3.0 [95% CI, —13.8 to 7.8]; 100 mg SC [n = 15]: —0.2
[95% CI, —11.8 to 11.4]) (data not shown). Reductions from
baseline in blood eosinophil counts for Korean patients
were seen with both mepolizumab doses (75 mg IV and
100 mg SC), versus placebo at week 4, and these reduc-
tions were maintained until week 32 (Fig. 4).

Safety

The most frequently reported on-treatment AEs in Ko-
rean patients across all treatment groups were upper
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www.kjim.org

Kim MK, et al. Mepolizumab efficacy in Korean patients

~o— Mepolizumab 75 mg IV
2.000 —#- Mepolizumab 100 mg SC

o

wn

o

o
1

o

N

(%

=3
1

/._(

=
.
N
1%l
1

(ratio mepolizumab:placebo)

Change from baseline in blood eosinophil count

0.063

0.031 T T T T T T T T
Baseline® 4 8 12 16 20 24 28 32

Time (wk)

Figure 4. Ratio of change from baseline in blood eosinophil
count with mepolizumab versus placebo in Korean patients
from the MENSA (MEpolizumab as adjunctive therapy iN
patients with Severe Asthma) study. Error bars show 95%
confidence intervals. Patient numbers for each group were:
mepolizumab 75 mg intravenous (IV); 15 (baseline, weeks 16,
24 and 32) and 13 (week 8); mepolizumab 100 mg subcutane-
ous (SC); 15 (all time points), and placebo; 15 (baseline) and 14
(weeks 8, 16, 24 and 32). “Baseline geometric mean + SD logs
blood eosinophil counts, in cells/pL, were 300 + 0.82, 290 *+
1.05, and 240 * 1.23 in the y5 mg IV, 100 mg SC and placebo
groups, respectively.

respiratory tract infection (DREAM and MENSA), naso-
pharyngitis (MENSA) and sinusitis (DREAM [excluding
the 75 mg IV group], and MENSA) (Table 2). The inci-
dence of reported on-treatment SAEs in Korean patients
was low across both studies, with four patients reporting
an SAE in MENSA placebo, two in MENSA 75 mg, and
one each in DREAM 250 mg, 750 mg and MENSA 100 mg
groups (Table 2). One fatality across the two studies was
reported, which was a Korean patient receiving placebo
in the MENSA study. Overall, no anti-drug antibodies
were detected in Korean patients at week o or at any
time post-baseline. For both the DREAM and MENSA
studies, no neutralising antibodies were detected in Ko-
rean patients during the treatment period.
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DISCUSSION

This post hoc analysis of the pivotal Phase III DREAM
and MENSA studies assessed, for the first time, the safe-
ty and efficacy of mepolizumab in Korean patients with
severe eosinophilic asthma. We found that in Korean
patients mepolizumab (100 mg SC and 75 mg IV) was as-
sociated with a reduction in the rate of clinically signif-
icant exacerbations compared with placebo; improve-
ments in lung function, asthma control, and HRQoL
were also seen, as well as reductions in blood eosinophil
counts. These findings demonstrate that mepolizumab
is a beneficial treatment for Korean patients with severe
eosinophilic asthma.

Our results are broadly consistent with those seen in
the overall ITT population in DREAM and MENSA as
well as another Phase III clinical trial, where reductions
in clinically significant exacerbations, trends for im-
provements in lung function and HRQoL were observed
along with reductions in blood eosinophil counts [10-
12]. It is important to note that in our analysis, Korean
patients treated with the highest dose of mepolizumab
(750 mg IV) did not show a significant reduction in ex-
acerbations compared with placebo, which is in contrast
to results seen in the overall ITT population in DREAM
[11]. One patient in this treatment group may have un-
duly influenced these results having experienced a to-
tal of eight exacerbations during the study; however,
the sample size was low and thus this result should be
viewed with caution.

In Korean patients from the DREAM and MENSA
studies, the majority of patients reported = 1 on-treat-
ment AE across the different treatment groups (with fre-
quencies of any AEs ranging from 80% to 100%). This
is consistent with those reporting such events in the
overall ITT population of MENSA (78% to 84% in the
mepolizumab groups; 83% in the placebo group) and
DREAM (78% to 82% in the mepolizumab groups; 77%
in the placebo group) [10,15]. The most commonly-re-
ported AEs in the overall ITT population were broadly
similar to those in Korean patients, although the in-
cidence of headaches appeared to be less common in
Korean patients. In addition, the incidence of SAEs was
broadly similar to that reported in the overall ITT pop-
ulation in the DREAM and MENSA studies [10,11] and
there were no fatalities considered related to treatment.
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Table 2. Summary of AEs and SAEs (ITT population)
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DREAM (n = 24)

MENSA (n = 45)

Characteristic

Placebo 75mgIV  250mgIV  750mgIV  Placebo 75mgIV  100mg SC
(n=06) (n=5) (n=7) (n=6) (n.=15) (n=15) (n=15)
On-treatment AEs*
Any 6 (100) 4(80) 7 (100) 6 (100) 15(100)  14(93) 14(93)
URTI 3(50) 4(80) 4(57) 6 (100) 5(33) 3(20) 4(27)
Sinusitis 2(33) 0 2(29) 2(3) 2 (13) 2 (13) 2 (1)
Nasopharyngitis o o o o 6 (40) 5(33) 4(27)
Tinea pedis 2.(33) o o o o o o
Face oedema o o o 2.(33) o o o
Fatigue o o 2(29) o o o o
Asthma o) o 2(29) o 2(13) 1(7) o
Rhinorrhoea o o o 2(33) o o 0
Influenza-like illness o o o o o 3(20) o
Hypertension o o o o o 2 (13) 1(7)
On-treatment SAEs®

Any o 0 1(14) 1(17) 4(27) 2(13) 1(7)
Tonsillitis o o o 1(17) o o o
Urinary retention o o 1(14) o o o o
Contusion o o 0 o 1(7) 0 o
Road traffic accident o o o o 1(7) o o
Asthma o o o o 1(7) 1(7) o
Herpes zoster o o o o o o 1(7)
Sciatica o o o 0 o 1(7) 0
Calculus ureteric 0 o 0 o 1(7) o o
Calculus urethral o o o o 1(7) o o
Nephrolithiasis o o o) o 1(7) o o

Values are presented as number (%).

AE, adverse event; SAE, serious adverse event; I'TT, intent-to-treat; DREAM, Dose Ranging Efficacy And safety with Mepoli-
zumab in severe asthma; MENSA, MEpolizumab as adjunctive therapy iN patients with Severe Asthma; IV, intravenous; SC,

subcutaneous; URTT, upper respiratory tract infection.
*AEs occurring in = 2 patients in a treatment group.
PSAEs occurring in = 1 patient in a treatment group.

During the treatment period, no anti-drug antibodies
were detected in Korean patients, which is in line with
the low immunogenic response observed in the mepo-
lizumab clinical trial programme. Taken together, these
results demonstrate that mepolizumab is well-tolerated
in Korean patients, with no additional safety concerns
identified.

Racial differences have been reported to influence
treatment responses in patients with asthma. For exam-
ple, in an analysis of 1,200 patients with asthma from

368  www.kjim.org

10 trials, African Americans were shown to have an in-
creased rate of treatment failures (defined as asthma
exacerbations, worsening of lung function, increased
use of asthma medication or physician-determined)
compared with Caucasians when treated with long-act-
ing b-agonists [16]. However, it is not known whether
these differences are a result of genetic, environmental
or socioeconomic factors or inherent pathophysiologic
or pharmacogenomic differences [16]. Obesity has also
been found to be associated with increased asthma se-
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verity and poor asthma control [17]. However, weight
and body mass index may play less of a role in Asian
populations as they tend to be lower than in other pop-
ulations [18]. To date, there is limited information on
the efficacy and safety of mepolizumab in specific popu-
lation cohorts. However, a prospective, open-label study
of Japanese patients (n = 32), and a post hoc analysis of
Japanese patients from the MENSA study (n = 50) have
demonstrated that mepolizumab treatment (100 mg SC
and 75 mg IV) is associated with reductions in the rate of
clinically significant exacerbations and improvements
in lung function in patients with severe eosinophilic
asthma [19,20], similar findings to those reported here
for Korean patients. Together, these studies do not sug-
gest the presence of clinically relevant inter-ethnic dif-
ferences in response to mepolizumab treatment.

In this post hoc analysis, the main limitation was the
small number of Korean patients in each treatment
group, and for the DREAM study this meant that there
were insufficient patient numbers to perform formal
analyses relating to change from baseline in pre-bron-
chodilator FEV,, ACQ-5 and blood eosinophil counts
with mepolizumab versus placebo. These small sam-
ple sizes may reduce the generalisability of the results
observed to the wider Korean population. Nonetheless,
our findings provide valuable insights into the use of
mepolizumab in Korean patients.

In conclusion, this post hoc subgroup analysis of the
DREAM and MENSA studies demonstrates a clinically
relevant reduction in the rate of asthma exacerbations
with mepolizumab compared with placebo in Korean
patients with severe eosinophilic asthma. Trends for
improvements in lung function, asthma control and
HRQoL were also observed, and the safety profile in Ko-
rean patients was consistent with that seen in the overall
study population. Taken together, these results indicate
that treatment with mepolizumab is of clinical benefit
in Korean patients with severe eosinophilic asthma.

KEY MESSAGE

1. Post hoc analysis of data from the Phase III
studies, DREAM (Dose Ranging Efficacy And
safety with Mepolizumab in severe asthma)
and MENSA (MEpolizumab as adjunctive ther-
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apy iN patients with Severe Asthma), evaluated
the efficacy and safety of mepolizumab in Ko-
rean patients with severe eosinophilic asthma.
2. Here, we demonstrate that mepolizumab re-
duces the rate of clinically significant asthma
exacerbations, improves lung function, and is
well-tolerated in this patient population.
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Supplementary Table 1. Summary of frequency of clinically significant exacerbations in Korean patients from the DREAM

and MENSSA studies
DREAM MENSA

=9 (n=5) (n=7) (n=6) (0 =15) (n=1s) (n=15)
o 1(17) 2(40) 3(@) 3(50) 6 (40) 8(s3) 11(73)
1 1(17) 1(20) 1(14) 1(17) 3(20) 5(33) 3(20)
2 2(33) 1(20) 2(29) 0 1(7) 1(7) 0
3 1 (1) o 1 14) o 1() o o
4 o o o 1(1y) 2.(13) o o
5 o o o o o o o
6 1(1y) 1(20) o o 2(13) 1(7) o)
7 o o o) 0 o o 1(7)
8 o o 0 1(17) o o o)
9 o o o o o o o
=10 o o o 0 o o o

Values are presented as number (%).

DREAM, Dose Ranging Efficacy And safety with Mepolizumab in severe asthma; MENSA, MEpolizumab as adjunctive therapy

iN patients with Severe Asthma; IV, intravenous; SC, subcutaneous.
*Total treatment period was 52 weeks (DREAM) and 32 weeks (MENSA).
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