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Sponsor 
Novartis Pharmaceuticals 
 
Generic Drug Name 
Omalizumab 
 
Trial Indication(s) 
Asthma 
 
Protocol Number 
CIGE025AUS55 
 
Protocol Title 
XOLAIR (omalizumab) Outcomes in pediatric Allergic Asthma patients in the United States 
 
Clinical Trial Phase 
NA 
 
Phase of Drug Development 
NA 
 
Study Start/End Dates   
Study Start Date: 01 March 2020 
Study Completion Date: 01 December 2020 
 
Reason for Termination  
NA 
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Study Design/Methodology 
This was a retrospective database pre-post cohort study, identifying asthmatic patients, aged 6-11, with omalizumab use over 12 months. 
 
For this study, any persons from the Marketscan database with an asthma diagnosis and >= 1 omalizumab prescription/administration during 
the index period were identified. From this patient population the inclusion and exclusion criteria were applied, resulting in the final study 
cohort. Each person was assigned an index date based on their initial use of omalizumab. 
 
Study Period: 07/07/2015 – 12/31/2019 
Index Period: 07/07/2016 – 12/31/2018 
Index Date: The date of the first medical or pharmacy claim of omalizumab 
Baseline Period (pre-index): 12 months before index date 
Follow up Period (post-index): 12 months after index date 
 
Centers 
Novartis Investigative Site 

Objectives: 
The primary objective of this study is: 

• To evaluate real-world asthma-related outcomes and corticosteroid (ICS, OCS) use after treatment initiation with omalizumab among 
pediatric (6-11 yr. old) patients with asthma in both commercial and Medicaid insurance populations (analyzed as separate populations) 

The secondary objective is: 

• To compare real-world asthma-related outcomes and corticosteroid (ICS, OCS) use before and after treatment initiation with 
omalizumab among pediatric asthma in both commercial and Medicaid insurance populations (analyzed as separate populations). 
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Test Product (s), Dose(s), and Mode(s) of Administration 
Omalizumab 

Statistical Methods  

Statistical analysis was conducted by the Novartis Data Science team. The Commercial and Medicaid data are analyzed and reported 
separately. Categorical variables are reported as counts or proportions. Continuous variables are reported as means, standard deviations, 
medians, first and third quartiles, interquartile ranges, minimums, and maximums. A retrospective pre-post study design was used to compare 
outcomes that occurred pre- and post-omalizumab initiation. Baseline demographics and clinical characteristics of patients within each cohort 
are assessed on all available data within the pre-index period. Outcomes were measured 12 months prior to index date during the baseline 
period as well as during the 12-month follow-up period post index date. 

Baseline demographics and clinical characteristics of patients are presented descriptively in the pre and post periods for all primary and 
secondary endpoints. The Exact McNemar's test was used to test the pre vs post index values for categorical variables. The paired t-test was 
used to test the pre vs post index values for continuous variables. 

Study Population: Key Inclusion/Exclusion Criteria  
Inclusion criteria: 
We used all eligible Marketscan beneficiaries with an asthma diagnosis and omalizumab use between 07/07/2016 – 12/31/2018 (index period). 
Continuous enrollment in the Marketscan database was required to ensure the availability of claims data to capture study outcomes and 
covariates. 

• Omalizumab cohort was defined as ≥1 prescription claims within the index period, with the date of first dispensing deemed the index 
date. The following were the omalizumab codes used: 

o National Drug Codes (NDC): 50242004062; 50242004201 or 
o Healthcare Common Procedure Coding System (HCPCS): J2357. 

• Asthma was defined by ≥1 diagnosis code in any available diagnosis field on or prior to index date. 
o ICD-9-CM: 493.xx OR 
o ICD-10-CM: J45.x 

• 6-11 years of age at the time of index 
• ≥12-months pre-index and ≥12-months post-index continuous eligibility in medical and pharmacy benefits 
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o Enrollment gap of ≤30 days will be considered continuous enrollment 
 
Exclusion criteria 
Patients were excluded from the study if they had one or more of the following: 

o Bronchial Thermoplasty at any time during data capture. 
o Current Procedural Terminology (CPT): 31660, 31661 

o Prior asthma-indicated biologic use during the 12 months pre or post-index 
o Omalizumab: 

 NDC: 50242004062; 50242004201 or 
 HCPCS: J2357; S0107; C9217 

o Mepolizumab: 
 NDC: 00173088101, 00173088185 or 
 HCPCS: J2182 

o Reslizumab: 
 NDC: 5931061031 or 
 HCPCS: J2786 

o Benralizumab: 
 NDC: 0310173030 or 
 HCPCS: C9466 

o Dupilumab: 
 NDC: 0024591400 or 0024591800 

 

 

Participant Flow 
 
Commercial Population: 
After applying the inclusion and exclusion criteria, there were 116 omalizumab responders included in the main analysis. There were 133 
initiators and 17 non-responders. 
 
Medicaid Population: 
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After applying the inclusion and exclusion criteria, there were 322 omalizumab responders included in the main analysis of the Medicaid data. 
There were 378 initiators and 56 non-responders. 
 
 
Baseline Characteristics 
 
Commercial Population Baseline Demographic Characteristics 
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Medicaid Population Baseline Demographic Characteristics 
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Commercial Population Clinical Descriptive Statistics (Responders) 
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Medicaid Population Clinical Descriptive Statistics (Responders) 
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Commercial Population Descriptive Statistics (Non-responders)[NB2] 
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Medicaid Population Clinical Descriptive Statistics (Non-responders) 
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Primary and Secondary Outcome Results(s) 
 
Commercial Population: Pre- and Post-Index Changes in Asthma Outcomes 
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Medicaid Population: Pre- and Post-Index Changes in Asthma Outcomes 
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Other relevant findings 
None 

 

Safety Results 
Not applicable 

 

Conclusion 
In Medicaid and commercially insured children with allergic asthma, treatment with omalizumab is associated with significant improvement 
in asthma control and a reduction in exacerbations and OCS exposure. The results support the benefit of targeted and optimal treatment with 
omalizumab for children with allergic asthma. 

Date of Clinical Study Report 
19 November 2020 


