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Custom Criteria for 

BlueCross Blue Shield of Arizona Commercial 

  

XOLAIR® (omalizumab) PA 

 
GPI CODING:  

 

Drug Name GPI 

Xolair (omalizumab) 44603060002120 

 

DESCRIPTION:  

 
Xolair (omalizumab) is a humanized monoclonal antibody produced by recombinant DNA technology that selectively 
binds to human immunoglobulin E (IgE). It is intended to reduce circulating IgE in individuals with persistent allergic 
asthma and symptoms that are uncontrolled with inhaled corticosteroids. It is also used in individuals with chronic 
idiopathic urticaria. Xolair is administered via subcutaneous injection. 
 

APPROVAL DURATION:  

 
12 months  
 

CRITERIA FOR XOLAIR 

 
FDA-approved dosage of Xolair (omalizumab) for allergic asthma is considered medically necessary for non-
pregnant, non-nursing individuals 12 years of age or older1 with documentation of ALL of the following:  
1. Moderate to severe persistent allergic (e.g., relevant perennial allergens, dust mites, cockroach, cat, dog) 

asthma  
2. Positive skin test or in vitro reactivity to a perennial aeroallergen  
3. Symptoms inadequately controlled with high-dose inhaled corticosteroids and long-acting beta-agonists or 

combination products  
4. Body weight not less than 30 kg and not greater than 150 kg  
5. Baseline serum IgE levels not less than 30 IU/ml AND not greater than 700 IU/ml  
6. Dosage calculated according to dosing tables 2 provided in the full prescribing information for Xolair and should 

be adjusted for significant changes in body weight  
7. The need for continued therapy should be periodically (at least yearly) reviewed by the prescribing clinician 

based upon the individual’s disease severity and level of asthma control  
8. Xolair infusion will be administered in a controlled health care setting (i.e., physician’s office, infusion center) that 

can provide emergency medical treatment due to the risk of anaphylaxis  
 
FDA-approved dosage of Xolair (omalizumab) for chronic idiopathic urticaria is considered medically necessary with 
documentation of ALL of the following: 
1. Individual is 12 years of age and older 
2. Symptoms despite H1 antihistamine treatment 
 
Xolair for all other indications not previously listed or if above criteria not met is considered experimental or 
investigational.  
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