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When requesting Tobi®, Bethkis®, or Kitabis™ Pak (tobramycin inhalation solution), the
individual requiring treatment must be diagnosed with the FDA-approved indication or
approved compendial use and meet the specific coverage guidelines and applicable
safety criteria for the covered indications.

FDA-approved Indication

Management of cystic fibrosis in individuals with Pseudomonas aeruginosa.

Approved Off-label Compendial Use

Treatment of bronchiectasis in individuals with Pseudomonas aeruginosa.

Coverage Guidelines
Cystic fibrosis

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

e Presence of Pseudomonas aeruginosa in culture of the airway (e.g., sputum culture,
oropharyngeal culture, bronchoalveolar lavage culture); AND

e Tobramycin inhalation product is prescribed by or in consultation with a
pulmonologist or a physician who specializes in the treatment of cystic fibrosis.

Bronchiectasis, non-cystic fibrosis, with Pseudomonas aeruginosa

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

e Presence of Pseudomonas aeruginosa in culture of the airway (e.g., sputum culture,
oropharyngeal culture, bronchoalveolar lavage culture);

e |s 18 years of age or older; AND

e Tobramycin inhalation product is prescribed by or in consultation with a
pulmonologist.

Approval duration: 12 months

Dosing Recommendation
Tobramycin inhalation solution

Approve up to 300mg inhaled via nebulizer no more frequently than twice daily, no less
than 6 hours apart, for 28 days alternating with 28 days off.
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