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When requesting Pulmozyme® (dornase alfa), the individual requiring treatment must be
diagnosed with one of the following FDA-approved indications or approved compendial
uses and meet the specific coverage guidelines and applicable safety criteria for the
covered indications.

FDA-approved indications

e Used in conjunction with standard therapies for the management of cystic fibrosis to
improve pulmonary function’

e In patients with cystic fibrosis and a forced vital capacity (FVC) = 40% of predicted,
daily administration of Pulmozyme has also been shown to reduce the risk of
respiratory tract infections requiring parenteral antibiotics’

Approved Off-label Compendial uses?

¢ No off-label uses meet evidence standards

Coverage Guidelines
Cystic Fibrosis'

e Diagnosis of cystic fibrosis' confirmed by appropriate diagnostic or genetic testing®
e The individual is receiving standard therapy for cystic fibrosis including any of the

following (alone or in combination):346

= Betaz-adrenergic receptor agonists

= Corticosteroids

» |vacaftor (Kalydeco®)

» Lumacaftor/lvacaftor (Orkambi®)

= Aerosolized antibiotics

= Nonsteroidal anti-inflammatory drugs

Approval duration: 12 months

Additional Information for Prescribers

e None
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