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NEW UM PROGRAM CRITERIA

Elmiron (pentosan polysulfate sodium)
Program Type: Prior Authorization Quantity Limit Step Therapy

med aone Prior Authorization Approval Criteria
Elmiron (pentosan polysulfate sodium)

Solutions

Generic name: Pentosan polysulfate sodium

Brand name: Elmiron

Medispan GPI: 56500060100110 MON
Medication class: Urinary analgesic

FDA-approved uses: Interstitial cystitis

Usual dose range:
Interstitial cystitis Initial: 100 mg three times daily

Duration of Authorization:

Initial: 4 months
Ongoing: 12 months
Estimated Cost: AWP $3,401 for three months

Criteria for use for interstitial cystitis
e Submitted clinical documentation and prescription claims records must be consistent and non-contradictory to
the treatment plan.
e Must be 16 years of age or older.
e Grandfather criteria allowed




o Please see policy and procedure “14 — Grandfather Status Authorization” for additional information.
e Patient is clinically diagnosed with interstitial cystitis
e Patient has failure, contraindication, or intolerance to an adequate trial of amitriptyline
e Due to the increased risk of pigmentary maculopathy with long-term use of Elmiron, plan requires annual
screening by an optometrist/ophthalmologist for macular degeneration/dystrophy within 18 months of
medication initiation for patients using medication chronically (greater than 12 months of therapy)

Criteria continuation of therapy

e Patient is tolerating and responding to medication and there continues to be a medical need for the
medication.

e Updated chart notes or other clinical documentation confirming efficacy (decreased bladder pain, decreased
frequency or urgency) and tolerability of the requested treatment will be required for all renewal
reviews. Submitted clinical documentation must be from an encounter after the start date of the current
approval.

e Patient demonstrates adequate compliance as defined as an MPR >80%.

e * Please included comment in Review* Due to the increased risk of pigmentary maculopathy with long-term
use of Elmiron, plan requires annual screening by an optometrist/ophthalmologist for macular
degeneration/dystrophy within 18 months of medication initiation for patients using medication chronically
(greater than 12 months of therapy).

Contraindications:
e History of hypersensitivity to any of the product ingredients.

Not approved if:
e Patient does not meet any of the above criteria.
e Patient has a contraindication to treatment.

Special Considerations:

e Safety and efficacy have not been established in children under 16 years of age

e Pentosan polysulfate is a low-molecular weight heparin-like medication with anticoagulant and
fibrinolytic effects so bleeding complications could occur. Evaluate patients with aneurysm, increased
risk of bleeding, invasive procedures, HIT, bleeding disorders and hepatic impairment prior to use.

e Pigmentary changes in the retina have been reported with long-term use, but can also occur with
short term use. Baseline comprehensive retinal exam is recommended prior to initiation therapy in
patients with pre-existing ophthalmologic conditions.

References:
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NEW UM PROGRAM CRITERIA

Fasenra (benralizumab)
Program Type: Prior Authorization Quantity Limit Step Therapy

med gone Prior Authorization Approval Criteria
Fasenra (benralizumab)

Solutions

Generic name: benralizumab

Brand name: Fasenra

Medispan GPI: 4460402000D5** MON
Medication class: Interluekin-5 receptor antagonist, monoclonal antibody
FDA-approved uses: Asthma, severe eosinophilic

Usual dose range:

Severe Eosinophilic Initial: 30 mg every 4 weeks for the
Asthma first three doses

Maintenance: 30 mg every 8 weeks

Duration of Authorization:

Initial: 4 months
Ongoing: 12 months
Estimated Cost: AWP $6,421 per dose. First year annual cost 551,368 then $41,737

subsequent years

Criteria for use for Asthma, severe eosinophilic

Submitted clinical documentation and prescription claims records must be consistent and non-contradictory to
the treatment plan.
Grandfather criteria allowed
o Please see policy and procedure “14 — Grandfather Status Authorization” for additional information.
Must be 12 years of age or older.
Must be prescribed by, or in consultation with a Board-Certified allergist, pulmonologist, or immunologist
Patient is clinically diagnosed with severe asthma with eosinophilic phenotype
Must have eosinophil blood count >150 cells pL within last 6 weeks -OR- >300 cells pL within the last 12
months
o Use of Fasenra may be considered in patients who have a diagnosis of eosinophilic asthma who do not
achieve the above laboratory parameters who are also oral corticosteroid dependent, defined as at
least 1 month of continuous daily oral corticosteroid use within the last 3 months.
Patient has failure, contraindication, or intolerance to at least once high dose inhaled corticosteroid in
combination with long-acting beta agonist and has MPR>80% for at least 3 months -AND-
Patient meets one of the following within past 12 months
o One or more acute asthma related ED visits
o One or more acute inpatient related asthma visits
o Use of chronic systemic steroids due to severe asthma OR two or more acute asthma exacerbations
requiring oral systemic steroids

-AND-

Patient will use Fasenra with ONE of the following



o High dose combination inhaled corticosteroids/long-acting beta agonist (LABA)
o High dose combination inhaled corticosteroid /long-acting muscarinic agonist (LAMA)
OR
o Both high dose ICS product AND one additional asthma controller medication
-AND-
e Patientis not a current smoker
e Patient will not use in combination with other specialty/biologic medications for asthma

Criteria continuation of therapy

e Patient s tolerating and responding to medication and there continues to be a medical need for the
medication.

e Updated chart notes or other clinical documentation confirming efficacy and tolerability of the requested
treatment will be required for all renewal reviews. Submitted clinical documentation must be from an
encounter after the start date of the current approval.

e Response to Fasenra has been shown either by documented decreased asthma symptoms OR stable or
reduced dose/ frequency of inhaled steroids OR stable or reduced exacerbations requiring oral steroids.

e Patient demonstrates adequate compliance as defined as an MPR >80% to ALL asthma therapies

Contraindications:
e History of hypersensitivity to any of the product ingredients.

Not approved if:
e Patient does not meet any of the above criteria.
e Patient has a contraindication to treatment.

e Patient is also using Xolair (omalizumab), Cingair (reslizumab), Nucala (mepolizumab), Dupixent
(dupilumab)

e Patient will be using as monotherapy

e Patients have a diagnosis of COPD

e Patients have demonstrated poor compliance with maintenance asthma treatments

Special Considerations:
e Patients with Helminth infections should be treated prior to starting Fasenra. Unknown how benralizumab will
affect immune response against parasitic infections.
e Not used to treat acute asthma symptoms, or acute exacerbations or status asthmaticus.
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