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Policy:

This policy stands to show the criteria for and preferencing of agents within the group of medications inhaled and injected for Asthma.  There are multiple therapeutic classes so this will remain a disease-based policy.  At the time of creation of this policy, there are five agents to be reviewed: Fasenra (benralizumab)-J0517, Cinqair (reslizumab)-J2786, Nucala (mepolizumab)-J2182, Tezspire (tezepelumab-ekko)-J2356, Xolair (omalizumab)-J2357.  The review includes review of product package inserts for FDA approved indications and limitations, ASP pricing files updated quarterly, any external evidence available through CMS approved compendia, NCD/LCD information, and the approved system used for clinical direction of the Utilization Management team for agents on the eternalHealth Medicare Part B Prior Auth list.  This information combined with a wholistic review of the members’ clinical profile will allow the eternalHealth team to arrive at a decision of clinical appropriateness and is not a guarantee of payment.  This policy crosses benefits, and portions attributed to the part D benefit will be handled by the PBM (at this time OptumRx) while those under part B will be handled by our TPA, nirvanaHealth.







Summary:

· All agents injected in the office will require prior authorization review for medical necessity
· Medical record must indicate maximized use of part D formulary agents found here: https://welcome.optumrx.com/rxexternal/external-prescription-drug-list?type=PDPClientFormulary&var=X25ETEGD&infoid=X25ETEGD&clientCode=ETHOEDL or Part B agents filled through the pharmacy benefit (nebulizer solutions)
· [bookmark: _Hlk190865049]If the requested agent is for Fasenra, Nucala or Xolair it is preferred that the drug is filled through the pharmacy benefit and the PBM criteria is used.  The provider should submit the authorization to the PBM.  If they state that the member cannot self-administer or has a condition that prohibits the use of an agent through the pharmacy benefit the case can be reviewed for medical necessity and use of prior pharmacy agents and may be approved.
· If the requested agent is for Cinqair or Tezspire it is preferred that the drug is filled through the pharmacy benefit and the PBM criteria is used.  The provider should submit the authorization to the PBM.  If they state that the member cannot self-administer or has a condition that prohibits the use of an agent through the pharmacy benefit the case can be reviewed for medical necessity, the use of prior pharmacy agents, and trial and lack of clinical response to Fasenra, Nucala, or Xolair and may be approved.
· An exception to step therapy will be considered if:
· There is specific documentation of inadequate response, contraindication, adverse event or otherwise demonstrated for a preferred agent if requesting a secondary agent, and for preferred and secondary agents if requesting a tertiary agent.
· Request contains documentation of a continuation of therapy within the past 365 days (if new) or if it is a reauthorization request.
· In either of the above situations, the product being used cannot be based on the use of samples or products provided through manufacturer patient assistance programs.

Exclusions:
· Requests for indications not FDA approved or supported by documentation of compendial acceptance provided by the requesting provider







Preferencing:
Preferred Agents: Formulary Part D agents and Part B agents filled through pharmacy benefit
Secondary Agents: Fasenra, Nucala, Xolair (Pharmacy benefit, then medical)
Tertiary Agents: Cinqair, Tezspire (Pharmacy benefit, then medical)

Agents:

HCPCS: J0517, J2786, J2182, J2356, J2357

CINQAIR is an interleukin-5 antagonist monoclonal antibody (IgG4 kappa) indicated for add-on maintenance treatment of patients with severe asthma aged 18 years and older, and with an eosinophilic phenotype.

Limitations of Use: CINQAIR is not indicated for:
• treatment of other eosinophilic conditions 
• relief of acute bronchospasm or status asthmaticus

DOSAGE AND ADMINISTRATION 
• CINQAIR is for intravenous infusion only. Do not administer as an intravenous push or bolus
• CINQAIR should be administered by a healthcare professional prepared to manage anaphylaxis 
• Recommended dosage regimen is 3 mg/kg once every 4 weeks by intravenous infusion over 20-50 minutes

· [bookmark: cl_c_6]Reslizumab may be indicated for ALL the following:
· [bookmark: cl_c_20]Age 18 years or older
· Asthma with eosinophilic phenotype, as determined by blood eosinophil count of 400 eosinophils per mm3 (0.4 x109/L) or greater
· [bookmark: cl_c_29][bookmark: cl_c_30][bookmark: cl_c_28][bookmark: cl_c_31][bookmark: cl_c_32]Need for treatment escalation, severe asthma, as indicated by 1 or more of the following:
· Remains uncontrolled despite treatment with high-dose inhaled corticosteroids plus second controller (e.g., long-acting beta-agonist, leukotriene modifier, long-acting muscarinic antagonist, oral corticosteroids)
· Requires maintenance treatment with high-dose inhaled corticosteroids plus second controller (e.g., long-acting beta-agonist, leukotriene modifier, long-acting muscarinic antagonist, oral corticosteroids) to remain in control
· Reslizumab not being used as monotherapy for asthma
· No active parasitic infection


FASENRA is an interleukin-5 receptor alpha-directed cytolytic monoclonal antibody (IgG1, kappa) indicated for: 
• add-on maintenance treatment of adult and pediatric patients aged 6 years and older with severe asthma, and with an eosinophilic phenotype.
• treatment of adult patients with eosinophilic granulomatosis with polyangiitis (EGPA).

Limitations of Use: Not for relief of acute bronchospasm or status asthmaticus.

DOSAGE AND ADMINISTRATION 
Administer by subcutaneous injection. Asthma Adult and Adolescent Patients 12 Years of Age and Older:
• Recommended dosage is 30 mg every 4 weeks for first 3 doses followed by once every 8 weeks thereafter. 
Pediatric Patients 6 Years to 11 Years of Age: 
• Weighing Less Than 35 kg: the recommended dosage is 10 mg every 4 weeks for the first 3 doses followed by once every 8 weeks thereafter. 
• Weighing 35 kg or More: the recommended dosage is 30 mg every 4 weeks for the first 3 doses followed by once every 8 weeks thereafter. EGPA Recommended dosage is 30 mg every 4 weeks.  See full prescribing information for administration instructions of FASENRA prefilled syringe and FASENRA PEN.

· Benralizumab may be indicated when ALL the following are present:
· Age 12 years or older
· Asthma with eosinophilic phenotype, as determined by blood eosinophil count of 150 eosinophils per mm3 (0.15 x109/L) or greater
· Benralizumab not being used as monotherapy for asthma
· Need for treatment escalation, severe asthma, as indicated by 1 or more of the following:
· Remains uncontrolled despite treatment with high-dose inhaled corticosteroids plus second controller (e.g., long-acting beta-agonist, leukotriene modifier, long-acting muscarinic antagonist, oral corticosteroids)
· Requires maintenance treatment with high-dose inhaled corticosteroids plus second controller (e.g., long-acting beta-agonist, leukotriene modifier, long-acting muscarinic antagonist, oral corticosteroids) to remain in control
· Patient not breast-feeding
· Patient is not pregnant


NUCALA is an interleukin-5 (IL-5) antagonist monoclonal antibody (IgG1 kappa) indicated for: 
• Add-on maintenance treatment of adult and pediatric patients aged 6 years and older with severe asthma and with an eosinophilic phenotype. 
• Add-on maintenance treatment of adult patients 18 years and older with chronic rhinosinusitis with nasal polyps (CRSwNP). 
• The treatment of adult patients with eosinophilic granulomatosis with polyangiitis (EGPA).
• The treatment of adult and pediatric patients aged 12 years and older with hypereosinophilic syndrome (HES) for ≥6 months without an identifiable non-hematologic secondary cause. 

Limitations of use:
Not for relief of acute bronchospasm or status asthmaticus. 

DOSAGE AND ADMINISTRATION
• Severe asthma in patients aged 12 years and older: 100 mg administered subcutaneously once every 4 weeks.
• Severe asthma in patients aged 6 to 11 years: 40 mg administered subcutaneously once every 4 weeks. 
• CRSwNP: 100 mg administered subcutaneously once every 4 weeks.
• EGPA: 300 mg as 3 separate 100-mg injections administered subcutaneously once every 4 weeks.
• HES: 300 mg as 3 separate 100-mg injections administered subcutaneously once every 4 weeks. 

DOSAGE FORMS AND STRENGTHS
• For injection: 100 mg of lyophilized powder in a single-dose vial for reconstitution. 
• Injection: 100 mg/mL, single-dose prefilled autoinjector or single-dose prefilled syringe.
• Injection: 40 mg/0.4 mL, single-dose prefilled syringe.

· [bookmark: cl_c_2][bookmark: cl_c_3][bookmark: cl_c_4][bookmark: cl_c_5]Mepolizumab may be indicated when ALL the following are present:
· Appropriate clinical condition, as indicated by 1 or more of the following:
· [bookmark: cl_c_27]Asthma with eosinophilic phenotype, as determined by blood eosinophil count of 300 eosinophils per mm3 (0.3 x109/L) or greater, as indicated by ALL the following:
1. Age 6 years or older
1. Mepolizumab not being used as monotherapy for asthma
1. Need for treatment escalation, severe asthma, as indicated by 1 or more of the following:
3. Remains uncontrolled despite treatment with high-dose inhaled corticosteroids plus second controller (e.g., long-acting beta-agonist, leukotriene modifier, long-acting muscarinic antagonist, oral corticosteroids)
3. Requires maintenance treatment with high-dose inhaled corticosteroids plus second controller (e.g., long-acting beta-agonist, leukotriene modifier, long-acting muscarinic antagonist, oral corticosteroids) to remain in control
· [bookmark: cl_c_44]Chronic rhinosinusitis with nasal polyposis, as indicated by ALL the following:
2. Age 18 years or older
2. Mepolizumab not being used as monotherapy for chronic rhinosinusitis with nasal polyposis
2. [bookmark: cl_c_47]Symptoms have not responded adequately to 1 or more months of intranasal corticosteroid. 
· [bookmark: cl_c_51]Eosinophilic granulomatosis with polyangiitis (EGPA), as indicated by ALL the following:
3. Age 18 years or older
3. [bookmark: cl_c_53]Asthma diagnosis (current or history) 
3. Blood eosinophil level of 10% or higher, or absolute blood eosinophil count greater than or equal to 1000 eosinophils per mm3 (1.0 x109/L)
3. Eosinophilic granulomatosis with polyangiitis present for 6 months or more
3. Refractory or relapsing disease
· Hypereosinophilic syndrome, as indicated by ALL the following:
4. Age 12 years or older
4. Blood eosinophil count greater than or equal to 1000 eosinophils per mm3 (1.0 x109/L)
4. Two or more disease flares (e.g., abdominal pain, deep venous thrombosis, pulmonary infiltrates, heart failure, thrombocytopenia) in the previous 12 months
4. No secondary cause of hypereosinophilia identified
· No active parasitic infection


XOLAIR is an anti-IgE antibody indicated for: 
 Moderate to severe persistent asthma in adults and pediatric patients 6 years of age and older with a positive skin test or in vitro reactivity to a perennial aeroallergen and symptoms that are inadequately controlled with inhaled corticosteroids 
 Chronic rhinosinusitis with nasal polyps (CRSwNP) in adult patients 18 years of age and older with inadequate response to nasal corticosteroids, as add-on maintenance treatment
 IgE-mediated food allergy in adult and pediatric patients aged 1 year and older for the reduction of allergic reactions (Type I), including anaphylaxis, that may occur with accidental exposure to one or more foods. To be used in conjunction with food allergen avoidance
 Chronic spontaneous urticaria (CSU) in adults and adolescents 12 years of age and older who remain symptomatic despite H1 antihistamine treatment

Limitations of Use: 
 Not indicated for acute bronchospasm or status asthmaticus. 
 Not indicated for the emergency treatment of allergic reactions, including anaphylaxis
 Not indicated for other forms of urticaria. 

DOSAGE AND ADMINISTRATION
For subcutaneous (SC) administration only. See full prescribing information for administration instructions
 Asthma: XOLAIR 75 to 375 mg SC every 2 or 4 weeks. Determine dose (mg) and dosing frequency by serum total IgE level (IU/mL), measured before the start of treatment, and body weight (kg). See the dose determination charts.
 Chronic Rhinosinusitis with Nasal Polyps: XOLAIR 75 to 600 mg SC every 2 or 4 weeks. Determine dose (mg) and dosing frequency by serum total IgE level (IU/mL), measured before the start of treatment, and body weight (kg). See the dose determination charts. 
 IgE-Mediated Food Allergy: XOLAIR 75 mg to 600 mg SC every 2 or 4 weeks. Determine dose (mg) and dosing frequency by serum total IgE level (IU/mL), measured before the start of treatment, and body weight (kg). See the dose determination chart.
 Chronic Spontaneous Urticaria: XOLAIR 150 or 300 mg SC every 4 weeks. Dosing in CSU is not dependent on serum IgE level or body weight.

 DOSAGE FORMS AND STRENGTHS
 Injection: 75 mg/0.5 mL, 150 mg/mL, and 300 mg/2 mL solution in a single-dose prefilled syringe. 
 Injection: 75 mg/0.5 mL, 150 mg/mL and 300 mg/2 mL solution in a single-dose prefilled autoinjector. 
 For Injection: 150 mg lyophilized powder in a single-dose vial for reconstitution.

· [bookmark: cl_c_1]Omalizumab may be indicated for 1 or more of the following:
· [bookmark: cl_c_37][bookmark: cl_c_38][bookmark: cl_c_39] Allergic asthma (moderate to severe), as indicated by 1 or more of the following:
· [bookmark: cl_c_54][bookmark: cl_c_55][bookmark: cl_c_56]Initial course, as indicated by ALL the following:
1. Age 6 years or older
1. Asthma present for 1 year or more
1. [bookmark: cl_c_58][bookmark: cl_c_57][bookmark: cl_c_59][bookmark: cl_c_60][bookmark: cl_c_61]Need for treatment escalation, moderate to severe asthma, as indicated by 1 or more of the following:
3. Remains uncontrolled despite treatment with medium-dose or high-dose inhaled corticosteroids plus long-acting beta-agonist
3. Requires maintenance treatment with medium-dose or high-dose inhaled corticosteroids plus long-acting beta-agonist to achieve asthma symptom control
1. [bookmark: cl_c_62]Omalizumab not being used as monotherapy for asthma
1. [bookmark: cl_c_63]Prebronchodilator FEV1 of 80% predicted or less
1. [bookmark: cl_c_64][bookmark: cl_c_65]Specific allergen sensitivity documented, as indicated by 1 or more of the following:
6. Positive skin testing for perennial aeroallergen (e.g., cat, cockroach, dust mite, dog, mice, mold)
6. [bookmark: cl_c_66][bookmark: cl_c_67]Positive specific IgE level for at least one perennial aeroallergen (e.g., cat, cockroach, dust mite, dog, mice, mold) 
1. [bookmark: cl_c_68]Total serum IgE of 30 International Units per milliliter (IU/mL) (kIU/L) or greater at baseline
· [bookmark: cl_c_69]Subsequent course, as indicated by ALL the following:
2. Age 6 years or older
2. [bookmark: cl_c_70]Omalizumab not being used as monotherapy for asthma
2. Favorable response to prior administration of omalizumab
· [bookmark: cl_c_73] Chronic rhinosinusitis with nasal polyposis, as indicated by ALL the following:
· Age 18 years or older
· Omalizumab not being used as monotherapy for chronic rhinosinusitis with nasal polyposis
· [bookmark: cl_c_76]Symptoms have not responded adequately to 1 or more months of intranasal corticosteroid. 
· [bookmark: cl_c_81] Chronic spontaneous (idiopathic) urticaria, as indicated by ALL the following:
· [bookmark: cl_c_91]Age 12 years or older
· History of chronic spontaneous urticaria for at least 6 months
· [bookmark: cl_c_92][bookmark: cl_c_93]Persistent hives with itching for at least 8 consecutive weeks despite adequate trial of H1-antihistamines 
· No known underlying cause of chronic urticaria
· [bookmark: cl_c_95] IgE-mediated food allergy, as indicated by ALL the following:
· Age 1 year or older
· Documented allergic response to oral challenge with one or more foods (e.g., peanut, cashew, milk, eggs, walnut, wheat, hazelnut)
· Omalizumab is used in conjunction with food allergen avoidance


TEZSPIRE is a thymic stromal lymphopoietin (TSLP) blocker, human monoclonal antibody (IgG2λ), indicated for the add-on maintenance treatment of adult and pediatric patients aged 12 years and older with severe asthma.

Limitations of Use:
• Not for relief of acute bronchospasm or status asthmaticus.

DOSAGE AND ADMINISTRATION
• Administer by subcutaneous injection. 
• Recommended dosage is 210 mg administered once every 4 weeks.
• See full prescribing information for preparation and administration instructions.

Tezepelumab-ekko may be indicated when ALL the following are present:
· Age 12 years or older
· Asthma, severe
· [bookmark: cl_c_14]Need for treatment escalation, severe asthma, as indicated by 1 or more of the following:
· Remains uncontrolled despite treatment with high-dose inhaled corticosteroids plus second controller (e.g., long-acting beta-agonist, leukotriene modifier, long-acting muscarinic antagonist, oral corticosteroids)
· Requires maintenance treatment with high-dose inhaled corticosteroids plus second controller (e.g., long-acting beta-agonist, leukotriene modifier, long-acting muscarinic antagonist, oral corticosteroids) to remain in control
· Tezepelumab-ekko not being used as monotherapy for asthma
· No active parasitic infection
· No concurrent use of live vaccine







Duration of approval:

Initial authorization: Length requested, length specified in the indication above (if applicable), or 12 months, whichever is shortest

Reauthorization: Length requested, length specified in the indication above (if applicable), or 12 months, whichever is shortest

Exception Criteria:

· Exceptions may need to be reviewed on multiple levels depending on the agent requested: documentation of inadequate response, contraindication, adverse event or otherwise must be demonstrated for a preferred agent if requesting a secondary agent, and for preferred and secondary agents if requesting a tertiary agent.
· Coverage for a secondary or tertiary agent will be considered if there is documentation of a continuation of therapy within the past 365 days (if new) or if it is a reauthorization request.
· In either of the above situations, the product being used cannot be based on the use of samples or products provided through manufacturer patient assistance programs. 
· The PBM is responsible for processing Part D prior authorizations, redeterminations, exceptions and otherwise.  Please consult the most current formulary and prior authorization criteria for content.

Reference(s): 

· Cinqair package insert. https://www.cinqair.com/globalassets/cinqair/prescribinginformation.pdf
· Fasenra package insert. https://den8dhaj6zs0e.cloudfront.net/50fd68b9-106b-4550-b5d0-12b045f8b184/3647bed4-ce91-4fe7-9bc5-32dbee73f80a/3647bed4-ce91-4fe7-9bc5-32dbee73f80a_viewable_rendition__v.pdf
· Nucala package insert. https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Nucala/pdf/NUCALA-PI-PIL-IFU-COMBINED.PDF
· Tezspire package insert. https://den8dhaj6zs0e.cloudfront.net/50fd68b9-106b-4550-b5d0-12b045f8b184/e306dc06-d580-4457-b15f-9f28545ad63a/e306dc06-d580-4457-b15f-9f28545ad63a_viewable_rendition__v.pdf
· Xolair package insert. https://www.gene.com/download/pdf/xolair_prescribing.pdf
· eternalHealth Medicare Part B Prior Authorization List.  https://www.eternalhealth.com/wp-content/uploads/2022/10/eternalHealth_MA-Part-B-PA-List-eff-1-1-2025.pdf
· CMS ASP Pricing Files.  https://www.cms.gov/medicare/payment/part-b-drugs/asp-pricing-files
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