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BACKGROUND METHODS (con (conT.)
e Dupilumab, a fully human monoclonal antibody, blocks the | Study assessments Table 2. Baseline values of patient-reported outcomes. Figure 1. Patients with ongoing comorbidities.
shared receptor component for interleukin (IL)-4 and IL-13, key | e This interim analysis pool includes the first 108 patients who enrolled . Population (N = 99) = 100
and central drivers of type 2-mediated inflammation in multiple in ProVENT since February 2020 Mean = SD Median (01-03) z o
diseases'? — N =99 patients who had received > 1 dose of dupilumab were | ACQ-5score (n = 79) 249 = 1.40 2.60 (1.20-3.40) 3 636 .
. . Q
e In the EU, dupilumab is indicated as an add-on maintenance analyzed in the final data set ACQ-7 score (n = 56) 251 +1.16 2.57 (1.57-3.43) 5 o
. . . . c
treatment in patients aged > 12 years with severe asthma with type 2 — The following characteristics were assessed: baseline | acTscore (n=81) 1548533 1600 (11.00-20.00) 2
inflammation characterized by raised blood eosinophils and/or characteristics (including socio-demographic and disease-related | agLqs) overal score (1 = 79) 4985146 5.00(4.00-625) § % ®
raised fractional exhaled nitric oxide (FeNO) who are inadequately Chal'aCterlS'tICS) of patlents who receive qu_p_llumab ina r_eal AQLQ(S) emotional function score (n = 79) 459 +1.27 4.90 (3.64-5.50) 0 With > 1 With type 2 0 Atopic  Allergic  CRSsNP  CRSWNP  Food AERD cv Diabetes  GERD COPD  Depression  Other
controlled with high-dose inhaled corticosteroid plus another world setting, type 2 and other comorbidities, exacerbations SNOT-22¢ score (n = 27) 46.48=21.72 4500 (30.00-63.00) ” . e mintie ere R ey
medicinal pro duct for maintenance treatment3 and treatments in the 24 months prior to dupilumab treatment; ) o B ’ ’ ’ “Type 2 comorbidites incnéuea:,\u allergic hinitis, CRSW/SNP, AERD, EoE, food allergy. AERD, aspirin-exacerbated respiratory disease; COPD, chronic obstructive pulmonary disease; GRSSNP chronic rhinosinusitis without nasal polyps; CRSWNP, chronic rhinosinusitis with nasal polyps; CV, cardiovascular; EOE,
. . eosinophilic esophagitis; GERD, gastroesophageal reflux disease.
i ittle is k bout the characteristics of asth asthma phenotype, baseline values of relevant biomarkers Isrﬁgs:fgﬁts(ﬁ“)_ng)"’e of the items identified 8 10 4L 584 2000 (16.00-22.00) SR T
— However, little is known about the characteristics of asthma ‘naphi p ; = rm—— - -
tients who have b ing dupilumab i tine clinical (blood eos!nophll levels, total IgE, _FeN_O), concomlta_lnt thera_ples, P = PP PEEL o 2 AcTime Fhans e e Sereiidy in paioms Table 4. Healthcare resource utilization and effects of disease in the
pa Ien S W 0 ave een rece“”ng upl uma In rou Ine C Inlca and basellne Values Of the SUbJecnve PROS us'ng pertlnent SNOT-22 scores were only obtained for patients with comorbid CRSw/sNP. "POEM scores were only obtained for patients with comorbid AD. enrolled ||"| PI’OVENT. paSt LRI by patlents enroued n PrOVENT‘
practice questionnares (e.g. 7-item Asthma Control Questionnaire [ACQ-7] | 1o i sers e Gme et s s Ol e st v et R ey TS Popuiaton (=59
. . . . . N . . . . " b e " " S Sl " ma ienof e multiple answers possible) y
 ProVENT is a non-interventional, real-world study enrolling patients and Standardized Asthma Quality of Life Questionnaire [AQLQ(S)]) | 51022 2tem no-iasalotcome Test: 5, stacar vt . 475 ’ s ’ " s Fu"'_'ﬁ,:e ] 36 (36.36)
in Germany, Switzerland, and Austria to assess the effectiveness, the RES S Table 3. Proportion of patients enrolled in ProVENT based on z 0 Part-time employed 12 (12.12)
pattern of use, and the subjective patient-reported outcomes (PROs) biomarker levels. £ ggfirn;sloved 13 gm )
of dupilumab treatment under routine conditions in patients aged . o - Characteristics Population (N = 99) 5 z8 &= Missing 29 (29.29)
> 12 years with severe uncontrolled asthma Z?::ali:f ::,I:;: demographics, disease characteristics, and FeNO category g Student status (multiple answers possible), n (%)
Characteristics Population (N = 99) HatientsltiEeN0Rb0[ppbatbaseine 26(2653) E._ 12 ® g;:'ltttlﬁee Ssttlllsj::ltt ‘1‘ ggﬂ
o B J E c T I v E Age, years 50.03 + 16.14 Patients with FeNO > 25 ppb at baseline 52 (52.5) pasiyatersillion ok bn s oo Dustmites Foodallergy ~ Molds Pollen Other y ion (high school g ) 1(1.01)
o " . " Other education, 4 (4.04)
Female sex, n (%) 58 (58.59) Patients with FeNO < 25 ppb at baseline 22(22.2) P T e B T D T e e e T e . . 7 o i
] - : e el allergc, non-allrlc o i) e pfysicnreportad b form of asthma wer defied accordi Medical consultations b of asthma in the past ol ble), n (%
o We assess the baseline characteristics for a Height, cm (n = 96) 171.33 £ 10.32 Patients with missing baseline measurement 25(25.3) oo f D ol I omany st 1t o o emators Fa?nill‘;adocc‘t’:rs ultionsbecause ol astma i he pas year (nltple answers ggs(SSIS.:()i)n( )
pre-specified interim analysis of patients with ISR 8378 = 21.85 Eosinophil category internist 1(1.01)
. . . . Smoker or ex-smoker, n (%) 30/(30.30) R ) Figure 3. Previous asthma therapies and therapies at baseline. Lung specialist 63 (63.64)
type 2 asthma enrolled in this study, including Cigarettes per day, n 1233 £ 7.21 FatienstwiticusinopnlsRtsttcelsilatbaselie 2625 i i — P ——— Other specialist 12(12.12)
q q li U 15 (15.1 Patients with eosinophils > 150 cells/pL at baseli 34 (34.3) before start of dupilumab (multiple answers possible) Other 4 (4.04)
demographics, effectiveness, asthma control, IRV 2(1819 . S J Number of sick days in the past 3 months...
X o Previously treated with other biologics, n (%) 17(17.17) Patients with eosinophils < 150 cells/uL at baseline 23(23.2) =50 250 .. due to asthma symptoms, mean = SD (n = 34) 90+95
previous therapy’ type 2 COITIOI'bIdItIES, and CEDEEEIBEETES Patients with missing baseline measurement 42 (42.4) Eg'{ 40 zool . ... due to tiredness, mean + SD (n = 10) 1.5+34
H A H Severe asthma exacerbations in the past 24 months, n (n = 98) 1.97 £3.22 i . 5 § ... due to depression, mean = SD (n = 9) 10.0 = 30.0
biomarker levels (blood eosinophils, FeNO, and IgE) ... in patients with FeNO < 25 ppb, n (n = 22) 259 = 4.71 [[yperZastimaltecsinophileizpisticalls/iliandioqieUiz20/ppbjathaseline) 8 30 30 Number of days without exercise or usual activities in the past 3 months...
... in patients with FeNO > 25 ppb, n (n = 51) 1.86 + 2.91 Patients with eosinophils > 150 cells/uL and FeNO > 25 ppb 17(7.2) S o 17.2 17.2 o A ... due to anxiety, mean + SD (n = 14) 54+97
M E T H o D S in patients with FeNO > 50 ppb, n (1 = 25) 998 + 3.34 at baseline : é 14.1 : ... due to asthma symptoms, mean =+ SD (n = 51) 15.4 + 20.0
D ) IR o ' I S 10 10 ... due to tiredness, mean = SD (n = 20) 11.6 £ 19.1
.... in patients with blood eosinophils > 300 cells/L, n (n = 26 ) 312+ 461 Patients with eosinophils < 150 cells/uL and/or FeNO < 25 ppb 27 (27.3) 3 10 due to depressi =
" p pression, mean + SD (n = 15) 4.4 +105
. ...in patients with blood eosinophils > 150 cells/L, n (n = 34) 297 + 4.08 i lsllis &0 _— rurtor ocs EAa— rurther ocs .. due to other reasons, mean = SD (n = 7) 43113
Evaluation parameters .. in patients with blood eosinophils < 150 cells/uL, n (n = 23) 1.95 +3.20 Patients with missing baseline measurement 55 (55.6) agent medication agent medication Number of nights with sleep di due to asthma in 745130
o ProVENT is enrolling patients aged > 12 years with a baseline Pre-BD FEV,, L (n = 82) 231 +0.83 Al data are shown as n (%), FeNO, fractional exhaled nitic oxide; ppb, parts per million. 00, oral corticosteroids. the past month, mean = SD (n = 65) T
documentation of the following parameters: [RiSED (aY, 2 (0 =78) T & 2R
. . Bi ki
— Number of exacerbations in the past 24 months Blood sosephis, Gl (1 51 7701 10555 CONCLUSIONS
— Number of asthma-associated hospitalizations and emergency | gioog eosinoptits,meian (21-03),celshL (n = 57) 184.00 (7.60-505.00) In this real-world study, a majority of asthma patients had elevated type 2 biomarkers, high exacerbation rates in the previous year, and poor quality of life
room visits _ _ FNO, ppb (1 = 74) 46.50 + 35.61 Dupilumab was the first biologic agent as a therapy of choice for most of the patients with severe asthma
— Values for forced expiratory volume in 1 second (FEV,), peak | FeNO, median (1-03), pb (n = 74) 38.00 (23.00-64.00) — Only a few patients switched from other biologics to dupilumab in this patient cohort
expiratory flow (PEF), forced vital capacity (FVC), and maximal | Total serum IgE, U/mL (n = 65) 617.35 +1,032.02 0 o S o : . .
expiratory flow ’ ' Total serum IgE, median (Q1-03), IU/mL (n = 65) 181.00 (74.30-781.00) Only 64% of patients were treated by a pulmonologist in the past year due to asthma symptoms. 36% of patients consulted a primary care physician due to asthma,
Al alues are given in mean = SD unless specifid othervise. BD, bronchodiator; U, intermational uit; OGS, oal corticosterold; ppb, parts per bilion; 12% a non-pulmonologist specialisl
_— Recelved 2 1 dose Of dupllumab Q1, 25% quantile; 03, 75% quantile; SD, standard deviation.
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