
 
 
Dear Colleagues, 

 
On behalf of patients and families with cystic fibrosis (CF), we write to recommend that Iowa 
Medicaid provide coverage on the preferred drug list (PDL) for all FDA-approved inhaled antibiotics 
designed for the treatment of CF. Cystic fibrosis is a genetic disease wherein manifestations and 
symptoms can vary widely from patient to patient. With an already limited treatment arsenal we 
fear that the exclusion of available treatments would place people with CF at serious risk for 
negative health outcomes and irreversible lung damage.  
 
As a recognized expert in CF, the Cystic Fibrosis Foundation accredits 115 care centers and 60 
affiliate programs nationally that provide treatment and care in accordance with systematically 
reviewed clinical practice guidelines. Treatment options for this rare, life-threatening disease are 
extremely limited. The inhaled antibiotic class contains products that are vital and necessary for 
effective CF treatment. Without open access to all FDA-approved treatment options, it is our 
contention that restrictions could result in severe health consequences for patients and greater 
health care costs. 
 
INHALED ANTIBIOTICS 
Inhaled antibiotics are used to improve respiratory symptoms in people with cystic fibrosis with 
Pseudomonas aeruginosa, a bacterium that often chronically infects the lungs of people with CF and 
is associated with increased morbidity and mortality. Due to the rise of antibiotic resistance in this 
intensely treated population, treatment options are limited. Cayston®, TOBI®, and the TOBI® 
Podhaler®represent important additions to the CF therapeutic arsenal. While the most recent 
pulmonary care guidelines, published in the American Journal of Respiratory and Critical Care 
Medicine (attached), do not specifically evaluate Bethkis® as a treatment option for CF patients, a 
recently published  clinical trial with a “non-inferiority” design showed it to be comparable to TOBI 
in patients with this disease[1]. We recommend access to all inhaled antibiotics for people with 
cystic fibrosis as treatment choice should be left to the physician. 
 
Although TOBI® is a significant therapy for CF, it can only be used for a 28-day course. Patients must 
wait another 28-day cycle before taking another course of this aerosol antibiotic. During the 28-day 
interval without TOBI®, there was no FDA approved inhaled antibiotic to meet the patients’ medical 
needs until the approval of Cayston®. Use of Cayston® has been shown to decrease P. aeruginosa in 
sputum, reduce the number of pulmonary exacerbations patients experience, and improve lung 
function and quality of life in people with CF. Despite the importance of chronic anti-pseudomonal 
therapy in CF, about one-third of infected individuals over 6 years old do not use TOBI® long-term, 
and among those who do use it, only 46% of the medicine prescribed is actually taken. Appearance 
of antibiotic resistance, drug toxicity, and the long amount of time required to inhale the drug (>35 
min/day) likely all contribute to the low treatment uptake. However, the TOBI® Podhaler®, a new 
delivery mechanism for TOBI®, is designed to improve adherence and patient outcomes. (More 
information about the TOBI® Podhaler® is attached.) We believe that the best way to ensure patient 
health is to provide  access to all treatment options for people with cystic fibrosis and allow the 
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provider (experts in CF treatment) to determine which therapy will be most effective for their 
patient. 
 
Limiting patient choice for inhaled antibiotics can contribute even greater health difficulties to 
those already experienced by people with cystic fibrosis. We strongly urge you to ensure that CF 
patients and providers have the ability to choose the most appropriate treatment given the 
patient’s unique health profile and thereby attempt to minimize the risk of further medical 
complications.   
 
We look forward to working with you further on this important issue and hope that you find the 
attached information useful.  
 
Sincerely, 
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