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Dupilumab Reduced Severe Exacerbation Rates and Improved Pre-Bronchodilator FEV; in Patients
With Moderate-to-Severe Asthma Regardless of Exacerbation History of 21, 22, or 23 Prior
Exacerbations: LIBERTY ASTHMA TRAVERSE
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RATIONALE: Recent asthma exacerbation history is an independent predictor of future exacerbation
risk. Dupilumab, a fully human monoclonal antibody, blocks the shared receptor component for
interleukins (IL)-4 and IL-13, key and central drivers of type 2 inflammation. In LIBERTY ASTHMA
TRAVERSE (NCT02134028), dupilumab sustained or further reduced severe exacerbations and
improved lung function up to 96 weeks in patients with asthma who participated in a previous
dupilumab asthma study, including QUEST (NCT02414854). Throughout TRAVERSE, the safety profile
of dupilumab was consistent with the known safety profile. This post hoc analysis assessed long-
term dupilumab efficacy in patients from QUEST enrolled in TRAVERSE with blood eosinophils 2150
cells/uL or fractional exhaled nitric oxide (FeNO) >20 ppb at parent study baseline (PSBL), and >1, >2,
or 23 exacerbations in the year before QUEST.

METHODS: Patients who received dupilumab 200 or 300 mg every 2 weeks (q2w) or placebo g2w in
QUEST, received dupilumab 300 mg q2w in TRAVERSE for up to 96 weeks (dupilumab/dupilumab
and placebo/dupilumab arms). Endpoints assessed were unadjusted annualized severe exacerbation
rate (AER) and change from PSBL in pre-bronchodilator FEV;.

RESULTS: In QUEST, dupilumab vs placebo reduced severe exacerbation rates in patients regardless
of prior exacerbation history (=1: 0.458 vs 1.107; 22: 0.528 vs 1.483; >3: 0.617 vs 1.915). Throughout
TRAVERSE, dupilumab further reduced severe exacerbation rates in patients who received
dupilumab during the parent study, and substantially reduced severe exacerbations in those who
received placebo during QUEST and initiated dupilumab in TRAVERSE (AER >1: 0.314 vs 0.368; AER
>2:0.403 vs 0.453; AER 23: 0.445 vs 0.545). Furthermore, dupilumab improved pre-bronchodilator
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FEV: by mean change (SE) from PSBL of 0.37 (0.02) vs 0.36 (0.02) L in patients with >1 prior
exacerbation, 0.42 (0.02) vs 0.36 (0.03) L in those with >2 prior exacerbations, and 0.48 (0.04) vs 0.38
(0.004) L in those with >3 prior exacerbations in the dupilumab/dupilumab and placebo/dupilumab
groups, respectively at TRAVERSE Week 12. By Week 96, dupilumab improved pre-bronchodilator
FEV: by 0.34 (0.02) vs 0.37 (0.03) L, 0.37 (0.04) vs 0.44 (0.04) L, and 0.45 (0.05) vs 0.49 (0.07) L, in
patients with 21, 22, and 23 prior exacerbations, respectively.

CONCLUSIONS: Dupilumab showed sustained, long-term reduction in severe exacerbation rates and
improved pre-bronchodilator FEV, regardless of prior exacerbation history in patients with
uncontrolled, moderate-to-severe asthma and blood eosinophil counts of 2150 cells/pL at parent

study baseline.

Acknowledgments and funding sources

Research sponsored by Sanofi and Regeneron Pharmaceuticals, Inc. ClinicalTrials.gov Identifiers:
NCT02414854 and NCT02134028. Medical writing/editorial assistance was provided by Maya
Chergova, PhD, of Excerpta Medica, and was funded by Sanofi and Regeneron Pharmaceuticals, Inc.,

according to the Good Publication Practice guideline.

Disclosures

Corren J: AstraZeneca, Genentech, Novartis, Regeneron Pharmaceuticals, Inc., Sanofi — research
grants, consultant; AstraZeneca, Genentech, Novartis — speaker fees. Katelaris CH: Regeneron
Pharmaceuticals, Inc., Sanofi — Principal Investigator of the dupilumab asthma phase 2b
(NCT01854047) and phase 3 (NCT02414854) studies. Castro M: American Lung Association,
AstraZeneca, Gala Therapeutics, NIH, Novartis, PCORI, sanofi-aventis, Shionogi, Teva, Theravance
Biopharma — research support; Genentech, Novartis, sanofi-aventis, Teva — consultant; AstraZeneca,
Genentech, GSK, Regeneron Pharmaceuticals, Inc., Sanofi, Teva — speaker fees; Elsevier — royalties.
Maspero JF: AstraZeneca, Sanofi — consultant; GSK, Menarini, Novartis, Uriach — speaker fees;
Novartis — research grants. Humbert M: AstraZeneca, Chiesi, GSK, Novartis, Sanofi —consultant and
speaker fees. Halpin DMG: AstraZeneca, Boehringer Ingelheim, Chiesi, CSL Behring, GSK, Novartis,
Pfizer, Sandoz, Sanofi — advisory board member, speaker fees. Altincatal A, Pandit-Abid N, Jacob-
Nara JA, Rowe PJ: Sanofi - employees, may hold stock and/or stock options in the company. Soler X,

Radwan A, Deniz Y: Regeneron Pharmaceuticals, Inc. - employees and shareholders.



