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Learning Objectives

1. Upon completion of this learning activity, participants should be 
able to discuss concerns about malignancy and omalizumab.

2. Upon completion of this learning activity, participants should be 
able to discuss concerns about anaphylaxis and omalizumab.

3. Upon completion of this learning activity, participants should be able to 
discuss safety profiles of biologics being studied for IgE mediated food allergy. 



Omalizumab & Malignancy

Pooled Clinical Data from Phase 1-3 Studies

Malignancy 
in 20/4127 
(0.5%) of 

omalizumab
treated 
subjects  

Malignancy 
in 5/2236 
(0.2%) of 
control 
subjects

Wide 
spectrum of 
malignancies

4 cases of 
malignancy 

likely 
preceded 

omalizumab

Majority of 
patients 

treated with 
omalizumab 
for < 1 year



Additional Pooled Analysis

Busse et al. JACI 2012; 129: 983.



Prospective, Observational Cohort (EXCELS)

Long et al. JACI 2014; 134: 560.



Omalizumab & Anaphylaxis

Pre-marketing 
clinical trials 3 of 3,507 (0.1%)

Post-marketing 
reports (2003-2006)

114 of 57,300 (0.2%)



Risk Factors for Anaphylaxis

Lieberman et al. JACI 2016; 138(3): 913. 



Considerations for Anaphylaxis

24 (80%) cases involved cutaneous, subcutaneous, mucosal or 
respiratory symptoms 

21 (70%) cases treated with epinephrine

12 (40%) considered life threatening, 6 (20%) required 
hospitalization

0 cases of death or long term sequelae 

Previous history 
of anaphylaxis –

0.62%

No history of 
anaphylaxis –

0.08%

Lieberman et al. JACI 2016; 138(3): 913. 



Anaphylaxis

Lieberman et al. JACI 2017; 140(6): 1734.



Anti Drug Antibodies

Chen et al. JACI IP 2023; 11: 1475.



Guidelines

Cox et al. JACI 2007; 120: 1373., Agache et al. Allergy 2022; 77: 17.  



Guidelines



Omalizumab At Home Dosing

Pre-filled 
syringe

Autoinjector

SDM for home 
administration

Anagnostou et al. JACI 2025; 155: 62.



EXPECT Pregnancy Registry

Namazy et al. JACI 2020; 145: 528.



Women of Child Bearing Age

Namazy et al. JACI 2020; 145: 528.



Anagnostou et al. JACI 2025; 155: 62., Lieberman et al. Ann All Asth Immunol 2025; 133(3): 286.



Lieberman et al. Ann All Asth Immunol 2025; 133(3): 286.



Additional Biologics 

Ramsey and Berin. Ped All Immunol 2021; 32(7): 1416.



Ligelizumab



Dupilumab

Sindheer et al. Allergy 2025; 80(1): 227.



Summary

Considerations 
for Omalizumab

• Malignancy

• Anaphylaxis

Omalizumab

• Women of child 
bearing age

• Immunosuppression

Future Biologics

• Failed trials

• Multiple targets to 
explore
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