Pseudomonas aeruginosa initially approved by the FDA in 2012.
Cystic fibrosis is an autosomal recessive disease in which patients can have abnormal airways secretions,
chronic endobronchial infection, and progressive airway obstruction.

Bethkis (tobramycin inhalation solution) will be considered for coverage when the
following criteria are met:

Cystic Fibrosis

For initial authorization:

1. Member is at least 6 years of age; AND

2. Medication is prescribed by a pulmonologist or an infectious disease specialist; AND s; AND

6. Member has tried and failed generic tobramycin inhalation solution and ineffectiveness, intolerance or
contraindication is documented in chart notes.

7. Dosage allowed/Quantity limit: 300 mg twice daily by oral inhalation in repeated cycles of 28 days
on drug, followed by 28 days off drug (224 mL per 56 days).

If all the above requirements are met, the medication will be approved for 12 months.

For reauthorization:
1. Chart notes must show improvement or stabilized signs and symptoms of disease defined as any of
the following:
a) Improved FEV1 and/or other lung function tests
b) Decrease in pulmonary exacerbations or hospitalization
c) Decrease in pulmonary infections

If all the above requirements are met, the medication will be approved for an additional 12 months.
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