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Intent:  

The intent of this policy/guideline is to provide information to  the  prescribing practitioner
outlining the coverage  criteria for t obramycin inhalation  solution  under the  patient’s 
prescription drug benefit.  

Description:

I.  FDA-Approved Indication  
Management of cystic  fibrosis in patients with  Pseudomonas aeruginosa  

II. Compendial Use 
Pseudomonas aeruginosa lower respiratory tract infection in patients with non-cystic  
fibrosis bronchiectasis  

All other indications are  considered  experimental/investigational and are not medically  
necessary.  

Applicable  Drug List:  

tobramycin  300 mg/5 mL  inhalation solution
tobramycin  300 mg/4  mL  inhalation solution
TOBI 
TOBI Podhaler (tobramycin inhalation powder) 
Bethkis (tobramycin inhalation solution)
Kitabis Pak  (tobramycin inhalation solution)

Policy/Guideline: 

I. Criteria for Initial Approval:  
A. Cystic Fibrosis  

Authorization of 12 months may be granted for members 2 years of  age and older  
with cystic fibrosis when Pseudomonas aeruginosa is present in airway cultures OR  
the member has a history of Pseudomonas aeruginosa infection  or colonization in the  
airways.  Patient must also be unable to take tobramycin 300 mg/5 mL  nebulizer 
solution (generic) for the given diagnosis, due  to a trial and inadequate treatment  
response, or intolerance, or a contraindication. 

B. Bronchiectasis (Non-Cystic Fibrosis)  
Authorization of 12 months may be granted for members with non-cystic fibrosis  
bronchiectasis when Pseudomonas aeruginosa is present in airway cultures OR the 
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member has a history of Pseudomonas aeruginosa infection or colonization in the 
airways. Patient must also be unable to take tobramycin 300 mg/5 mL nebulizer 
solution (generic) for the given diagnosis, due to a trial and inadequate treatment 
response, or intolerance, or a contraindication. 

II. Criteria for Continuation of Therapy: 

Authorization of 12 months may be granted for continued treatment in members  
requesting  reauthorization for an indication listed in Section II who are experiencing  
benefit from therapy as evidenced by disease stability or disease improvement.  

Approval Duration  and Quantity Restrictions:  
Approval:  12 months  

Quantity Level Limit:  
• Bethkis: 224 mL per 28 days (56 ampules per 28 days) 
• Kitabis Pak: 280 mL per 28 days (56 ampules per 28 days) 
• TOBI (tobramycin inhalation solution): 280 mL per 28 days (56  ampules per 28 days) 
• TOBI Podhaler: 224 capsules per 28 days 
• tobramycin inhalation  solution: 56  ampules per 28 days 
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