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A randomized, double-blind, placebo-controlled
study of omalizumab combined with oral
immunotherapy for the treatment of cow'’s milk
allergy (J Allergy Clin Tmmunol 2016;137:1103-10
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57 Cow’s milk allergic children
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CM slIgE: 38.4-42.1 kUL

Maintenance dose: 3.3g CM protein
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Phase 1 results of safety and tolerability in a rush
oral immunotherapy protocol to multiple foods
usin g Oma I izuma b Allergy, Asthma & Clinical Immunology 2014, 107
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discontinuation

MD: 4000mg protein (1-5 foods)

RESULTS: 600MG SINGLE DOSE DBPCFC(

Primary End Point Key Secondary End Points Other Secondary End Points
Difference, 60 Difference, 38 Difference, 67 Difference, 56
(95% Cl, 47 to 70)  (95% Cl, 19 to 52) (95% Cl, 46to 79) (95% Cl, 30to 74) Difference, 51 Difference, 50 Difference, 63
P<0.001 P<0.001 P<0.001 P<0.001 (95%C1,27t0 67) (95%Cl,~2t078) (95% Cl, 13 to 88)
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Efficacy and Safety of QGE031 (Ligelizumab) in Patients With Peanut Allergy

DBPCRCT

Peanut allergic subjects, receiving:

* 240mg Ligelizumab/month x 52w (n=47)
* 120mg Ligelizumab/month x 52 w (n=51)
* Placebo x 16w + 240mg Ligelizumab/month x36 w (n=11)
* Placebo x 16w + 120mg Ligelizumab/month x36 w (n=12)

Primary outcome:

Week 12 DBPCFC: tolerate = 600 mg
single dose (1044 mg cumulative) of
peanut protein

* Placebo x 8w + 240mg Ligelizumab/month x44 w (n=46)
* Placebo x 8w + 120mg Ligelizumab/month x44 w (n=44)

Dupilumab as an Adjunct to Oral Immunotherapy in
Pediatric Patients With Peanut Allergy

R. Sharon Chinthrajah' © | Sayantani B. Sindher' | Kari C. Nadeau® | Jeffrey G. Leflein® | Jonathan M. Spergel* |
Daniel H. Petroni® | Stacie M. Jones® | Thomas B. Casale’ | Julie Wang® | Warner W. Carr’ | Wayne G. Shreffler'® |

Robert A. Wood!! | Erik Wambre!> @ | Jinzhong Liu'* | Bolanle Akinlade!* | Amanda Atanasio'® | Jamie M. Orengo'? |
Jennifer D. Hamilton'* | Mohamed A. Kamal'? | Andrea T. Hooper'® | Kiran Patel'* | Elizabeth Laws'® |

Leda P. Mannent'® | Daniel C. Adelman'™'® | Anoshie Ratnayake's | Allen R. Radin'? Allergy, 2025; 80:827-842

Screening Pre-OIT dosing0 Up-dosing mFAS/FAS

Maintenance treatment mFAS/FAS P Follow-up P

Continuously dupilumab + OIT n = 36/44

Dupilumab + OIT
Dupilumab n=84/98

Re-randomized to
placebo + OIT n = 39/44°

P Placebo Placebo + OIT n =39/50 Continuously placebo + OIT n = 29/40®

Primary endpoint Secondary endpoint | End of study
Visit 2 Visit 4 Visit 16 Visit 25
Day 1 Week 4 Weeks 28-40 Weeks 52-64 | Weeks 64-76
(300 mg/day OIT for 2 weeks)
Screening IDED Post-up-dosing Post-maintenance  End-of-study
DBPCFC DBPCFC DBPCFC DBPCFC

148 children, 11yo

dose peanut protein

2044mg
cumulative
peanut protein

2044mg
cumulative
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