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Commercial/Healthcare Exchange PA Criteria
Effective: March 8th, 2019

Prior Authorization: Arikayce

Products Affected: Arikayce (amikacin liposome) Inhalation Suspension

Medication Description: Arikayce is an oral suspension that is inhaled using the Lamira Nebulizer system. Arikayce is
indicated for the treatment of pulmonary Mycobacterium avium complex (MAC) infection, as part of a multidrug regimen
in patients with limited or no alternative treatment options.

Covered Uses: Treatment of refractory pulmonary MAC in combination with a multidrug regimen in patients with
limited or no alternative treatment options.

Exclusion Criteria:
1. Pediatric patients less than 18 years of age
2. Patients with a known hypersensitivity to any aminoglycoside

Required Medical Information:
1. Diagnosis
2. Previous therapies tried
3. Current therapy regimen

Age Restrictions: 18 years of age or older

Prescriber Restrictions: Prescribed by an infectious disease specialist or pulmonologist.

Coverage Duration: Initial approval: 6 months, Renewal: 12 months (once*)

Other Criteria:
Initial

A. Diagnosis of Mycobacterium avium complex (MAC) lung disease as confirmed by a MAC-positive sputum
culture; AND

B. Patient must have a positive sputum culture obtained after at least 6 months of compliant use of a multi-drug
regimen for MAC lung disease with a macrolide (clarithromycin or azithromycin), rifampin, and ethambutol;
AND

C. Arikayce must be used as part of a multi-drug regimen and will not be approved for use as a single agent.

Renewal
A. Patient has demonstrated response to therapy with the addition of Arikayce, defined as a negative sputum culture

obtained within the last 30 days of renewal.

* Patients that have had negative cultures for 1 year will not be approved for continued treatment. Treatment beyond the
first recertification approval (after 18 months) will require documentation of a positive sputum culture to demonstrate the
need for continued treatment.
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