Children With Asthma Receiving Dupilumab Plus
Medium-Dose Inhaled Corticosteroids Had Improved

Full poster download

Exacerbations, Lung Function, and Airway Inflammation abtomad through the GR cods Asthma
Compared to Those Receiving Placebo Plus High-Dose
Inhaled Corticosteroids

are for personal reference only

Leonard B. Bacharier!, Nikolaos G. Papadopoulos*’, Rémi Gagnon*, Theresa W. Guilbert®, Conclusion

Changming Xia®, Olivier Ledanois’, Mena Soliman®, Jorge F. Maspero® In children with moderate-to-severe asthma

(¥) and type 2 inflammation, dupilumab plus
'"Monroe Carell Jr. Children’s Hospital at Vanderbilt University Medical Center, Nashville, TN, USA; *University of Athens, Athens, Greece;

. S " Loy : , v TS P : medium-dose ICS reduced exacerbations,
*University of Manchester, Manchester, UK; “Clinique Spécialisée en Allergie de la Capitale, Quebec, QC, Canada; *Cincinnati Children’s

Hospital and University of Cincinnati, Cincinnati, OH, USA; °Regeneron Pharmaceuticals Inc., Tarrytown, NY, USA; ‘Sanofi, Paris, France; improved lung function and asthma c?nh‘o"
Fundacién CIDEA, Buenos Aires, Argentina and reduced FeNO levels compared with

placebo plus continued high-dose ICS

& Objective

TO evaluq’re -|-he po’ren’riql e The use of high-dose ICS in children with asthma raises concerns for e Data from 184 children with moderate-to-severe asthma and type 2 inflammation

d : £ dupil b systemic adverse effects, such as growth suppression and adrenal (baseline blood eosinophils =150 cells/pL or FENO =20 ppb) in the phase 3 VOYAGE study
: 1
advanrtages o uptiuma axis effects, as well as local complications were analyzed: n = 134 received subcutaneous dupilumab (100/200 mg gq2w by body weight)

added on to medium-dose e For these p.q’rien.’rs, several asthma ’rreq’rrT\en’r guidelines recfommend olus medium-dose ICS, and n = 50 received placebo plus high-dose ICS, over 52 weeks
ICS d with ol b de-escalating high-dose ICS and assessing the adrenal axis®
compare wit phleldstele e Dupilumab, a fully human monoclonal antibody that blocks
plUS high-dose ICS fOI" ClihiCCll the shared receptor component for IL-4 and IL-13, key and — Adjusted annualized severe exacerbation rates
outcomes in children with central drivers of type 2 inflammation,* reduced severe asthma

exacerbations and improved lung function in children with

e Endpoints:

— Proportion of patients achieving an ACQ-7-1A score of <1.5 at Week 52 (indicating
controlled asthma)

fype 2 inflammation-driven uncontrolled asthma and type 2 inflammation in the phase 3
LIBERTY ASTHMA VOYAGE study (NCT02948959)° - LS mean difference from baseline in pre-bronchodilator FEV, z score and FeNO
asthma
o
v -
Y= Results
Key baseline characteristics Dupilumab plus medium-dose ICS improved pre-bronchodilator FEV. z score compared
with placebo plus high-dose ICS
Placebo plus Dupilumab plus
high-dose ICS medium-dose ICS o , , , ke
® Placebo with high-dose ICS & Dupilumab with medium-dose ICS
n=50 n=134 * % %
— ** * %
Demographics 15 _ ol *x *x T
Age, mean (SD), years 8.9 (1.66) 8.8 (1.66)
*
Female, n (%) 17 (34.0) 46 (34.3) - i e -
BMI, mean (SD), kg/m? 18.53 (3.16) 18.39 (3.53) " ok o ok fal T 1 - 1 1
* %
Disease characteristics cﬁ *kxxk T s - o
Number of severe exacerbations in the o - 1
2.6 (1.86) 2.3 (1.85) o * il
past year, mean (SD), n N 1 1
. > 1.0 -
Pre-bronchodilator ppFEV , mean (SD), % 75.8 (12.76) 77.5 (15.40) = 1 - 1
FEV_ reversibility, mean (SD), % 15.6 (12.27) 23.2 (22.49) GE) B - T . T -
. . c
Morning PEF, mean (SD), L/min 174.24 (54.97) 197.55 (65.53) 5
Q _
PAQLQ-IA global score, mean (SD) 4.87 (1.18) 5.11 (0.96) 8 - T - T
.
ACQ-7-IA score, mean (SD) 2.08 (0.67) 2.13 (0.65) 5 | !
Biomarkers 5 ‘ 1 -
. . . - 1 1
Blood eosinophil count, median (Q1-Q3), cells/uL  475.0 (350.0-680.0) 520.0 (300.0-780.0) o 0.5+ B 1 1 1 1
¥
Total IgE, median (Q1-Q3), IU/mL 398.0 (75.0-859.0) 546.0(202.0-1,455.0) = 1
: 4] - € 1
FeNO, median (Q1-Q3), ppb 22.0 (11.0-37.0) 24.0 (12.0-38.5) S - .
Z 1
Dupilumab plus medium-dose ICS reduced the annualized rate of severe exacerbations l
compared with placebo plus high-dose ICS 0 T T T | | | | | | | | | |
O 2 4 6 8 10 12 16 20 24 28 32 36 40 44 48 52
Week
M Placebo plus high-dose ICS B Dupilumab plus medium-dose ICS *P < 0.05; **P < 0.01; ***P < 0.001; ****P < 0.0001 vs placebo.
3.0 4 1.2 4
T ~
QA
% \Ul 25 N ° ) °
5 © o 0.982 Dupilumab plus medium-dose ICS reduced FeNO levels compared with placebo plus
Q 0 .
55 5ol 5 5 St high-dose ICS
2 QO 52
O < (O]
= > g
$92 15 g2
S0 c < ® Placebo plus high-dose ICS & Dupilumab plus medium-dose ICS
% .é -g E * K kK
0o & 1.0 -% o 16.4 — T
o § = § ' KEIE * kKK
g > <o 13.5 T
52 0.5- 0.253 e x| KEEE
= * % K % -
S c (0.16, 0.41) 10.6 - < -
e ' Krx*x * kK Kk
0- & * % kK T —_
Year prior VOYAGE = 7.7 - il T e g e
50 134 50 134 8 * Kk Kk T * KKk
***P < 0.001 vs placebo. z 4.8 + Tokrk gpunq | FF 1
g 19 1
-
.9
° ° ° ° ° ° ° O
A higher proportion of patients who received dupilumab plus medium-dose ICS achieved :
controlled asthma at Weeks 2, 12, and 52 compared with those who received placebo plus S
o =Z
high-dose ICS 0
£
B Placebo plus high-dose ICS B Dupilumab plus medium-dose ICS ;g
OR (95% CI) 2.2 (1.0, 4.6) 3.5(1.6,7.8) 1.8 (0.8, 4.2) %
[ | [ | [ |
100 . . 2-155 -
o
o2 E -18.4
3 .0 804 o)
i §-21.3
o5 5
T o 60- -24.2 L 1
Q5 1L 1
= O 1 1 €
82 ~27.1 - 1 1
5T 40- + + - -+
c L
2o -30.0 T T T T | | | | | | | | | |
8< 5o O 2 4 6 8 10 12 16 20 24 28 32 36 40 44 48 52
08_ Week
0 0 ****P < 0.0001 vs placebo.
Week
/N 7/50 16/134 26/50 89/134 27/50 106/134 36/50 114/134 ACQ-7-IA, Interviewer-Administered 7-item Asthma Control Questionnaire; BMI, body mass index; FeNO, fractional exhaled nitric oxide;
. . ICS, inhaled corticosteroid(s); IL, interleukin; LS, least squares; OR, odds ratio; PAQLQ-IA, Pediatric Asthma Quality of Life Questionnaire-Interviewer
P < 0.05; **P < 0.01 vs placebo. Administered; PEF, peak expiratory flow; ppb, parts per billion; ppFEV,, percent predicted forced expiratory volume in 1 second;
Q, quartile; q2w, every 2 weeks; SD, standard deviation; SE, standard error.
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