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Sponsor 

Novartis Pharmaceuticals 

Generic Drug Name 

Omalizumab 

Trial Indication(s) 

Seasonal allergic rhinitis  

Protocol Number 

CIGE025F1401 

Protocol Title 

Special drug use observational study of Xolair in patients with severe to most severe seasonal allergic rhinitis aged ≥ 12 

years and < 18 years whose symptoms were inadequately controlled despite to conventional therapies 

Clinical Trial Phase 

Phase IV 

Phase of Drug Development 

Approval 

Study Start/End Dates   

Study Start Date: January 27, 2021 (Actual) 
Primary Completion Date: November 03, 2022 (Actual) 
Study Completion Date: November 03, 2022 (Actual) 

Reason for Termination  

Not applicable 
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Study Design/Methodology 

This was a multicenter, uncontrolled, open-label, special drug use investigation using a central registration system in 
patients with severe to most severe seasonal allergic rhinitis aged ≥ 12 years and < 18 years, whose symptoms were 
inadequately controlled despite to conventional therapies and used Xolair. The study was conducted in accordance with 
the Good Post marketing Study Practice (GPSP) Ordinance and the protocol of the study. 
 
The observation period was to last for up to 24 weeks, with Day 1 defined as the start date of Xolair treatment. 
It should be noted that, because the duration of Xolair treatment depended on the pollen dispersal situation and other 
factors, patients who completed or discontinued Xolair treatment before the visit at 24 weeks after the start of treatment 
were followed up until the date of last dose of Xolair + 30 days, and the results were recorded in the CRF. 
 

Centers 

Japan(16) 

 

Objectives: 

The research objective was to evaluate the safety and efficacy of Xolair by collecting data in clinical setting in patients with 
severe to most severe seasonal allergic rhinitis aged ≥ 12 years and < 18 years whose symptoms were inadequately 
controlled despite to conventional therapies and used Xolair. 
 

Test Product (s), Dose(s), and Mode(s) of Administration 

• Xolair for S. C. Injection 75 mg 

• Xolair for S. C. Injection 150 mg 

• Xolair for S. C. Injection 75 mg syringe 

• Xolair for S. C. Injection 150 mg syringe 
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Statistical Methods  

All statistical analyses of data in this study were descriptive. Data used for analyses were, as a general rule, information 
before Xolair treatment and protocol-specified data during the observation period (including the follow-up period), except 
for the outcome and date of outcome of adverse events.  

Study Population: Key Inclusion/Exclusion Criteria  
Inclusion Criteria: 
1. Patients who used Xolair in accordance with the instructions of package insert 
2. Patients aged ≥ 12 years and < 18 years at the start of Xolair 
3. Patients who used Xolair for the following indication: 
Indication: seasonal allergic rhinitis (only patients with severe to most severe symptoms whose symptoms were inadequately 
controlled despite to conventional therapies) 
4. Patients having provided written consent to participate in this study before the start of Xolair in the relevant pollen season, in 
person and from their legally acceptable representative (legal representative) 
 
Exclusion Criteria: 
1. Patients with a history of hypersensitivity to any of the Xolair ingredients 
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Participant Flow Table 
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Baseline Characteristics  
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Primary Outcome Result(s)  

 

Please see the safety section to see results regarding proportion of patients with Adverse Events, Serious Adverse 

Events, Adverse Drug Reactions and Serious Adverse Drug reactions. There were no adverse events leading to 

discontinuation of Xolair.   

 

Secondary Outcome Result(s) 

 
The global assessment of improvement at the last evaluation was "notably improved" in 52.2% 
(24/46 patients) and "moderately improved" in 41.3% (19/46 patients) in the efficacy analysis population, showing that 
patients in whom Xolair was effective (moderately improved or better) accounted for 93.5%. 
The severity of seasonal allergic rhinitis comprehensively assessed by physicians was severe or higher in 82.7% of the 
patients in the efficacy analysis population at baseline. However, this proportion decreased over time, and the severity 
was moderate or lower in 86.7% of the patients at the last evaluation. Similarly, nasal symptoms (sneezing, nasal 

discharge, and nasal obstruction) and difficulty in daily activities tended to improve continuously after baseline. 
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Overall improvement rate of disease by physicians 
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Disease severity of seasonal allergic rhinitis 
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Individual symptom severity of seasonal allergic rhinitis 
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Other Pre-Specified Outcome Result(s) 

No data identified. 

Post-Hoc Outcome Result(s) 

No data identified. 
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Safety Results 

 
The incidence of adverse events was 4.3% (2/46 patients), and events reported were seasonal allergy and injection site 
pain in 1 patient each. 
The incidence of adverse drug reactions in this study was 2.2% (1/46 patients), and the reported event was injection site 
pain (16-year-old male patient). The adverse drug reaction observed in this study is listed in the Japan package insert and 
the incidence was also within the range specified in the Japan package insert (1% to < 5%). 
No patients with special backgrounds (pregnant women, patients with renal impairment, and patients with hepatic 
impairment) were enrolled in this study. 
 

Adverse Events:  
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Adverse drug reactions: 

 

 

All-Cause Mortality 

There was no death in this study 

Serious Adverse Events 

No serious adverse events or adverse drug reactions were observed. 

Other Relevant Findings 

Not applicable 
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Conclusion: 

The Japan package insert has already included a precaution on the adverse drug reaction reported in this study in 
patients with seasonal allergic rhinitis aged ≥ 12 years and < 18 years, and there was no notable difference in the 
incidence of adverse drug reactions compared to the clinical study (Study CIGE025F1301). Since there were no new 
safety or efficacy concerns, no additional measures are considered necessary at present. 

Date of Clinical Trial Report 

30 May 2023 


