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When requesting Xolair® (omalizumab), the individual requiring treatment must be
diagnosed with an FDA-approved indication or an approved off-labeled compendial use
and meet the specific coverage guidelines and applicable safety criteria for the covered
indication.

FDA-Approved Indications

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.

Chronic Idiopathic Urticaria

Xolair is indicated for the treamtment of adults and adolescents 12 years of age and
older with chronic idiopathic uraticaria who remain symptomatic despite H1
antihistmeine treatment.

Approved Off-label Compendial Use

Allergic rhinitis

Coverage Guidelines

Moderate to Severe Persistent Asthma
Initial authorization:

e The individual must meet all of the following criteria approval:Has a baseline immunoglobulin
E (IgE) level of greater than or equal to 30 1U/mL

e Has a baseline positive skin test or in vitro test (i.e., a blood test) for allergen-specific
IgE for one or more perennial aeroallergens and/or for one or more seasonal
aeroallergens

e Has received at least 3 consecutive months of following combination therapy:

0 Aninhaled corticosteroid (ICS) [e.g., Flovent Diskus/HFA, Arnuity, Ellipta,
Qvar/Qvar RediHaler]; AND an anti-interleukin-4/13 therapy (i.e. Dupixent)

OR

0 An inhaled corticosteroid (ICS) [e.g., Flovent Diskus/HFA, Arnuity, Ellipta,
Qvar/Qvar RediHaler]; AND at least one additional asthma
controller/maintenance medication (e.g., inhaled long-acting beta, agonist
(LABA) [e.g., Serevent Diskus]; inhaled long-acting muscarinic antagonist

V1.0.2020 - Effective 07/01/2020 © 2020 eviCore healthcare. All rights reserved. Page 1 of 6




(LAMA) [e.g., Spiriva]; leukotriene receptor antagonist (LTRA) [e.g.,
montelukast, zafirlukast]; theophylline)

OR

0 A combination inhaler containing both an inhaled corticosteroid and a long-
acting betaz agonist (e.g., Symbicort, Advair, Dulera)
e Asthma is uncontrolled defined by ONE of the following:
0 Has experienced two or more asthma exacerbations requiring treatment with
systemic corticosteroids in the previous year; OR
0 Has experienced one or more asthma exacerbations requiring hospitalization
or an Emergency Department (ED) visit in the previous year; OR
0 Has a forced expiratory volume in 1 second (FEV1) less than 80% predicted;
OR
o0 Has an FEV1/forced vital capacity (FVC) less than 0.80; OR
o Asthma worsens upon tapering of oral corticosteroids therapy
e Is 6 years of age or older
e Xolair is prescribed by or in consultation with an allergist, immunologist, or
pulmonologist

Reauthorization:

The individual must meet all of the following criteria for approval:

e Has already received at least 4 months of Xolair therapy (NOTE: Patients who have
received less than 4 months of therapy or those who are restarting therapy with Xolair
should be considered under initial criteria)

e Continues to receive therapy with one inhaled corticosteroid (ICS) or on ICS-
containing combination inhaler (e.g., Flovent Diskus/HFA, ArmonAir, RespiClick,
Arnuity)

e Has responded to Xolair therapy (e.g., decreased asthma symptoms or
exacerbations; decreased hospitalizations, emergency room visits, or physician
visits due to asthma; decreased reliever/rescue medication use; increase lung
function parameters)

Chronic Idiopathic Urticaria (Chronic Spontaneous Urticaria)

Initial authorization:

The individual must meet all of the following criteria for approval:

e Has/had urticaria for greater than 6 weeks, with symptoms present for more than 3
days per week despite daily non-sedating H1 antihistamine therapy (e.g., cetirizine,
desloratadine, fexofenadine, levocetirizine, loratadine) with doses that have been
titrated up to a maximum of four times the standard FDA-approve dose

e Is 12 years of age or older
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Xolair is prescribed by or in consultation with an allergist, immunologist, or
dermatologist

Reauthorization:

The patient must meet all of the following criteria for approval:

Has already received at least 4 months of Xolair therapy (NOTE: Patients who have
received less than 4 months of therapy or those who are restarting therapy with Xolair
should be considered under initial criteria)

Has responded to Xolair therapy (e.g., decreased severity of itching, decreased
number and/or size of hives)

Allergic Rhinitis
Initial authorization:

The individual must meet all of the following criteria for approval:

Has a baseline IgE level of greater than or equal to 30 IU/mL

Has a baseline positive skin test or in vitro test (i.e., a blood test) for allergen-specific
IgE for one or more perennial aeroallergens AND/OR for one or more seasonal
aeroallergens

Has tried at least one drug from TWO of the following groups of drugs at the same

time:
o

(0}

o
o

Oral second-generation/non-sedating antihistamines (e.g., cetirizine,
desloratadine, fexofenadine, levocetirizine, or loratadine); OR

Intranasal antihistamines (e.g., azelastine nasal spray [Astepro, generics] or
olopatadine nasal spray [Patanase, generics]; OR

Intranasal corticosteroids (e.g., fluticasone); OR

Montelukast

Meets one of the following:

(0]

(0]

Has had immunotherapy, is receiving immunotherapy, or will be receiving
immunotherapy; OR

There is no immunotherapy available for the allergen identified as causing
clinically significant allergy; OR

Has contraindication to immunotherapy (e.g., receiving beta blockers or has
medical conditions that reduce their ability to survive a systemic allergic
reaction [e.g., markedly compromised lung function, poorly controlled asthma,
unstable angina, recent myocardial infarction or significant dysrhythmia,
uncontrolled hypertension, failure of a major organ system such as renal
failure])

Is12 years of age or older
Xolair is prescribed by or in consultation with an allergist, immunologist, or
pulmonologist

Reauthorization:
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The individual must meet all of the following criteria for approval:

e Has already received at least 4 months of Xolair therapy (NOTE: Patients who have
received less than 4 months of therapy or those who are restarting therapy with Xolair should be
considered under initial criteria)

e Has responded to Xolair therapy (e.g., decreased symptoms of sneezing, itchy nose,
watery/red/itchy eyes, itchy throat, or nasal congestion)

Approval duration (initial): 4 months
Approval duration (renewal): 12 months

Dosing Guidelines

Asthma
The recommended dose of Xolair is 75 mg to 375 mg administered subcutaneously
every 2 or 4 weeks.

Urticaria
The recommended dose of Xolair is 150 mg or 300 mg administered subcutaneously
every 4 weeks.

References

1. Xolair® subcutaneous injection [prescribing information]. South San Francisco, CA and East Hanover,
NJ: Genentech, Inc. and Novartis Pharmaceuticals Corporation; May 2019.

2. Global Initiative for Asthma. Global strategy for asthma management and prevention. Updated 2019.
Available at: http://www.ginasthma.org. Accessed on: February 10, 2020.

3. Chung KF, Wenzel SE, Brozek JL, et al. International ERS/ATS guidelines on definition, evaluation
and treatment of severe asthma. Eur Respir J. 2014;43:343-373.

4. Busse W, Corren J, Lanier BQ, et al. Omalizumab, anti-IgE recombinant humanized monoclonal
antibody, for the treatment of severe allergic asthma. J Allergy Clin Immunol. 2001;108(2):184-190.

5. Zuberbier T, Aberer W, Asero R, et al. EAACI/GA?2LEN/EDF/WAOQ guideline for the definition,
classification, diagnosis, and management of urticaria. Allergy. 2018;73:1393-1414.

6. Joint Task Force on Practice Parameters: American Academy of Allergy, Asthma and Immunology;
the American College of Allergy, Asthma and Immunology; and the Joint Council of Allergy, Asthma
and Immunology. The diagnosis and management of acute and chronic urticaria: 2014 update. J
Allergy Clin Immunol. 2014;133(5):1270-1277.e66.

7. Casale TB, Condemi J, LaForce C, et al. Effect of omalizumab on symptoms of seasonal allergic
rhinitis. A randomized controlled trial. JAMA. 2001;286:2956-2967.

8. Adelroth E, Rak S, Haahtela T, et al. Recombinant humanized mAb-E25, an anti-IgE, in birch pollen-
induced seasonal allergic rhinitis. J Allergy Clin Immunol. 2000;106:253-259.

9. Casale TB, Bernstein IL, Busse WW, et al. Use of an anti-IgE humanized monoclonal antibody in
ragweed-induced allergic rhinitis. J Allergy Clin Immunol. 1997;100:110-121.

10. Casale TB, Busse WW, Kline JN, et al., and the Immune Tolerance Network Group. Omalizumab
pretreatment decreases acute reactions after rush immunotherapy for ragweed-induced seasonal
allergic rhinitis. J Allergy Clin Immunol. 2006;117(1):134-140.

11. Kuehr J, Brauburger J, Zielen S, et al. Efficacy of combination treatment with anti-IgE plus specific
immunotherapy in polysensitized children and adolescents with seasonal allergic rhinitis. J Allergy Clin
Immunol. 2002;109:274-280.

V1.0.2020 - Effective 07/01/2020 © 2020 eviCore healthcare. All rights reserved. Page 4 of 6



http://www.ginasthma.org/

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

Vv1.0.2020 -

Rolinck-Werninghaus C, Hamelmann E, Keil T, et al., The Omalizumab Rhinitis Study Group. The co-
seasonal application of anti-IgE after preseasonal specific immunotherapy decreases ocular and nasal
symptom scores and rescue medication use in grass pollen allergic children. Allergy. 2004;59:973-
979.

Chervinsky P, Casale T, Townley R, et al. Omalizumab, an anti-IgE antibody, in the treatment of adults
and adolescents with perennial allergic rhinitis. Ann Allergy Asthma Immunol. 2003;91:160-167.
Seidman MD, Gurgel RK, Lin SY, et al. Clinical practice guideline: allergic rhinitis. Otolaryngol Head
Neck Surg. 2015;152(1S):S1-S43.

Joint Task Force on Practice Parameters: American Academy of Allergy, Asthma and Immunology;
the American College of Allergy, Asthma and Immunology; and the Joint Council of Allergy, Asthma
and Immunology. The diagnosis and management of rhinitis: An updated practice parameter. J Allergy
Clin Immunol. 2008;122(2):5S1-S84.

Dykewicz MS, Wallace DV, Baroody F, et al. Treatment of seasonal allergic rhinitis: an evidenced-
based focused 2017 guideline update. Ann Allergy Asthma Immunol. 2017;119(6):489-511.

Cox L, Li J, Nelson HS, Lockey R. Allergen immunotherapy: a practice parameter third update. J
Allergy Clin Immunol. 2011;127(1 Suppl):S1-55.

Holm JG, Agner T, Sand C, et al. Omalizumab for atopic dermatitis: case series and a systematic
review of the literature. Int J Dermatol. 2017;56(1):18-26.

Wang HH, Li YC, Huang YC, et al. Efficacy of omalizumab in patients with atopic dermatitis: a
systematic review and meta-analysis. J Allergy Clin Immunol. 2016;138(6):1719-1722.

Sidbury R, et al. Guidelines of care for the management of atopic dermatitis Section 3. Management
and treatment with phototherapy and systemic agents. J Am Acad Dermatol. 2014;71(2): 327-349.
Wollenberg A, Barbarot S, Bieber T, et al. Consensus-based European guidelines for the treatment of
atopic eczema (atopic dermatitis) in adults and children: part Il. J Eur Acad Dermatol Venereol.
2018;32(6):850-878.

Chan S, Cornelius V, Chen T, et al. Atopic dermatitis anti-IgE paediatric trial (ADAPT): the role of anti-
IgE in severe paediatric eczema: study protocol for a randomized controlled trial.  Trials.
2017;18(1):136.

Pinto JM, Mehta N, DeTineo M, et al. A randomized, double-blind, placebo-controlled trial of anti-IgE
for chronic rhinosinusitis. Rhinology. 2010;48:318-324.

Bidder T, Sahota J, Rennie C, et al. Omalizumab treats chronic rhinosinusitis with nasal polyps and
asthma together — a real life study. Rhinology. 2018;56(1):42-45.

Rosenfeld RM, Piccirillo JF, Chandrasekhar SS, et al. Clinical practice guideline (update): adult
sinusitis. Otolaryngol Head Neck Surg. 2015;152(2S):S1-S39.

Altman MC, Lenington J, Bronson S, et al. Combination omalizumab and mepolizumab therapy for
refractory allergic bronchopulmonary aspergillosis. J Allergy Clin Immunol Pract. 2017;5(4):1137-
1139.

Han D, Lee JK. Severe asthma with eosinophilic gastroenteritis effectively managed by mepolizumab
and omalizumab. Ann Allergy Asthma Immunol. 2018;121(6):742-743.

Dedaj R, Unsel L. Case study: a combination of mepolizumab and omalizumab injections for severe
asthma. J Asthma. 2019;56(5):473-474.

Foroughi S, Foster B, Young Kim N, et al. Anti-IgE treatment of eosinophil-associated gastrointestinal
disorders. J Allergy Clin Immunol. 2007;120(3):594-601.

Clayton F, Fang JC, Gleich GJ, et al. Eosinophilic esophagitis in adults is associated with IgG4 and
not mediated by IgE. Gastroenterology. 2014;147:602-609.

Fang JC, Hilden K, Gleich GJ, et al. A pilot study of the treatment of eosinophilic esophagitis with
omalizumab. Gastroenterology. 2011;140(5):S-235.

Dellon ES, Gonsalves N, Hirano |, et al. ACG clinical guideline: evidenced based approach to the
diagnosis and management of esophageal eosinophilia and eosinophilic esophagitis. Am J
Gastroenteral. 2013;108(5):679-692.

Furata GT, Liacouras CA, Collins MH, et al. Eosinophilic esophagitis in children and adults: A systemic
review and consensus recommendations for diagnosis and treatment. Gastroenterology.
2007;133:1342-1363.

Mendez-Sanchez N, Chavez-Tapia N, Vazquez-Elizondo G, Uribe M. Eosinophilic gastroenteritis. Dig
Dis Sci. 2007;52:2904-2911.

Effective 07/01/2020 © 2020 eviCore healthcare. All rights reserved. Page 5 of 6




35.

36.

37.

38.

39.

40.

41.

42.

43.

44.

45.

46.

47.

48.

49.

50.

51.

52.

Vv1.0.2020 -

Joint Task Force on Practice Parameters: American Academy of Allergy, Asthma and Immunology;
the American College of Allergy, Asthma and Immunology; and the Joint Council of Allergy, Asthma
and Immunology. Food allergy: a practice parameter update — 2014. J Allergy Clin Immunol.
Leynadier F, Doudou O, Gaouar H, et al. Effect of omalizumab in health care workers with occupational
latex allergy [letter]. J Allergy Clin Immunol. 2004;113(2):360-361.

Sampson HA, Leung DYM, Burks AW, et al. A phase Il, randomized, double-blind, parallel-group,
placebo-controlled oral food challenge trial of Xolair (omalizumab) in peanut allergy. J Allergy Clin
Immunol. 2011;127:1309-1310.e1.

Schneider LC, Rachid R, LeBovidge J, et al. A pilot study of omalizumab to facilitate rapid oral
desensitization in high-risk peanut-allergic patients. J Allergy Clin Immunol. 2013;132(6):1368-1374.
Nadeau KC, Schneider LC, Hoyte L, et al. Rapid oral desensitization in combination with omalizumab
therapy in patients with cow’s milk allergy. J Allergy Clin Immunol. 2011;127(6):1622-1624.

Nilsson C, Nordvall L, Johansson SGO, et al. Successful management of severe cow’s milk allergy
with omalizumab treatment and CD-sens monitoring. Asia Pac Allergy. 2014;4:257-260.

Takahashi M, Taniuchi S, Soejima K, et al. Successful desensitization in a boy with severe cow’s milk
allergy by a combination therapy using omalizumab and rush oral immunotherapy. Allergy Asthma Clin
Immunol. 2015;11(1):18.

Wood RA, Kim JS, Lindblad R, et al. A randomized, double-blind, placebo-controlled study of
omalizumab combined with oral immunotherapy for the treatment of cow’s milk allergy. J Allergy Clin
Immunol. 2016;137(4):1103-1110.

Begin P, Domingues T, Wilson SP, et al. Phase 1 results of safety and tolerability in a rush oral
immunotherapy protocol to multiple foods using omalizumab. Allergy Asthma Clin Immunol.
2014;10(1):7.

Boyce JA, Assa’ad A, Burks AW, et al. Guidelines for the diagnosis and management of food allergy
in the United States: summary of the NIAID-sponsored expert panel report. J Allergy Clin Immunol.
2010;126:1105-1118.

Andorf S, Purington N, Kumar D, et al. A phase 2 randomized controlled multisite study using
omalizumab-facilitated rapid desensitization to test continued vs discontinued dosing in multifood
allergic individuals. EClinicalMedicine. 2019;7:27-38.

Brandstrom J, Vetander M, Lilja G, et al. Individually dosed omalizumab: an effective treatment for
severe peanut allergy. Clin Exp Allergy. 2017;47(4):540-550.

Casale TB, Luskin AT, Busse W, et al. Omalizumab effectiveness by biomarker status in patients with
asthma: evidence from PROSPERO, a prospective real-world study. J Allergy Clin Immunol Pract.
2019;7(1):156-164.

Hasni S, Gupta S, Davis M, et al. Safety and tolerability of omalizumab: a randomized clinical trial of
humanized anti-lgE monoclonal antibody in systemic lupus erythematosus. Arthritis Rheumatol.
2019;71(7):1135-1140.

Humbert M, Taille C, Mala L, et al. Omalizumab effectiveness in patients with severe allergic asthma
according to blood eosinophil count: the STELLAIR study. Eur Respir J. 2018;51(5);1-9.

Ledford D, Busse W, Trzaskoma B, et al. A randomized multicenter study evaluating Xolair persistence
of response after long-term therapy. J Allergy Clin Immunol. 2017;140(1):162-169.

Maurer M, Kaplan A, Rosen K, et al. The XTEND-CIU study: long-term use of omalizumab in chronic
idiopathic urticarial. J Allergy Clin Immunol. 2018;141(3):1138-1139.

Yee CSK, Albuhairi S, Noh E, et al. Long-term outcome of peanut oral immunotherapy facilitated
initially by omalizumab. J Allergy Clin Immunol Pract. 2019;7(2):451-461.

Effective 07/01/2020 © 2020 eviCore healthcare. All rights reserved. Page 6 of 6






