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INDICATIONS

The indications below including FDA-approved indications and compendial uses are considered a covered
benefit provided that all the approval criteria are met and the member has no exclusions to the prescribed
therapy.

FDA-Approved Indications

A. Allergic Asthma
Xolair is indicated for patients 6 years of age and older with moderate to severe persistent asthma who
have a positive skin test or in vitro reactivity to a perennial aeroallergen and whose symptoms are
inadequately controlled with inhaled corticosteroids.

Limitations of use: Xolair is not indicated for the relief of acute bronchospasm or status asthmaticus, or for
treatment of other allergic conditions.

B. Chronic Idiopathic Urticaria
Xolair is indicated for the treatment of adults and adolescents 12 years of age and older with chronic
idiopathic urticaria (CIU) who remain symptomatic despite H1 antihistamine treatment.

Limitations of use: Xolair is not indicated for treatment of other forms of urticaria.

All other indications are considered experimental/investigational and are not a covered benefit.

CRITERIA FOR INITIAL APPROVAL

A. Allergic Asthma

Authorization of 12 months may be granted for treatment of allergic asthma when all of the following

criteria are met:

1. Member is 6 years of age or older.

2. Member has a positive skin test or in vitro reactivity to at least one perennial aeroallergen.

3. Member has a pre-treatment IgE level greater than or equal to 30 IU/mL.

4. Member has inadequate asthma control despite current treatment with both of the following
medications at optimized doses:
a. Inhaled corticosteroid
b. Additional controller (long acting beta,-agonist, leukotriene modifier, or sustained-release

theophylline)

B. Chronic Idiopathic Urticaria
Authorization of 6 months may be granted for treatment of chronic idiopathic urticaria when all of the
following criteria are met:
1. Member is 12 years of age or older.
2. Member has been evaluated for other causes of urticaria, including bradykinin-related angioedema
and interleukin-1-associated urticarial syndromes (auto-inflammatory disorders, urticarial vasculitis).

This document contains confidential and proprietary information of CVS Caremark and cannot be reproduced, distributed or printed without written
permission from CVS Caremark. This document contains prescription brand name drugs that are trademarks or registered trademarks of
pharmaceutical manufacturers that are not affiliated with CVS Caremark.

W CVS caremark’

© 2018 CVS Caremark. All rights reserved.



Reference number(s)
1656-A

3. Member has experienced a spontaneous onset of wheals, angioedema, or both, for at least 6 weeks.

[lI. CONTINUATION OF THERAPY

A. Allergic Asthma

Authorization of 12 months may be granted for treatment of allergic asthma when all of the following

criteria are met:

1. Member is 6 years of age or older.

2. Asthma control has improved on Xolair treatment as demonstrated by at least one of the following:
a. Areduction in the frequency or severity of symptoms and exacerbations
b. Animprovement in FEV, since initiation of therapy
c. Areduction in the daily maintenance oral corticosteroid dose

B. Chronic Idiopathic Urticaria
Authorization of 12 months may be granted for continuation of treatment of chronic idiopathic urticaria
when all of the following criteria are met:
1. Member is 12 years of age or older.
2. Member has experienced a response (e.g., improved symptoms) since initiation of therapy.
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