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Pulmozyme (dornase alfa) 

Pulmozyme (dornase alfa) 

Coverage for services, procedures, medical devices, and drugs are dependent upon benefit eligibility as 
outlined in the member's specific benefit plan. This Coverage Guideline must be read in its entirety to 
determine coverage eligibility, if any. This Coverage Guideline provides information related to coverage 
determinations only and does not imply that a service or treatment is clinically appropriate or 
inappropriate. The provider and the member are responsible for all decisions regarding the 
appropriateness of care. Providers should provide Molina Healthcare complete medical rationale when 
requesting any exceptions to these guidelines. 

Documentation Requirements: 
Molina Healthcare reserves the right to require that additional documentation be made available as part of 
its coverage determination; quality improvement; and fraud; waste and abuse prevention processes. 
Documentation required may include, but is not limited to, patient records, test results and credentials of 
the provider ordering or performing a drug or service. Molina Healthcare may deny reimbursement or take 
additional appropriate action if the documentation provided does not support the initial determination that 
the drugs or services were medically necessary, not investigational, or experimental, and otherwise within 
the scope of benefits afforded to the member, and/or the documentation demonstrates a pattern of billing 
or other practice that is inappropriate or excessive. 

DIAGNOSIS: 
Cystic fibrosis 

REQUIRED MEDICAL INFORMATION: 
This clinical policy is consistent with standards of medical practice current at the time that this clinical policy 
was approved. If a drug within this policy receives an updated FDA label within the last 180 days, medical 
necessity for the member will be reviewed using the updated FDA label information along with state and 
federal requirements, benefit being administered and formulary preferencing. Coverage will be determined 
on a case- by-case basis until the criteria can be updated through Molina Healthcare, Inc. clinical 
governance. Additional information may be required on a case-by-case basis to allow for adequate review. 
When the requested drug product for coverage is dosed by weight, body surface area or other member 
specific measurement, this data element is required as part of the medical necessity review. The 
Pharmacy and Therapeutics Committee has determined that the drug benefit shall be a mandatory generic 
and that generic drugs will be dispensed whenever available. 

A. CYSTIC FIBROSIS:
1. Documentation of a diagnosis of cystic fibrosis
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2. Prescriber attests or clinical reviewer has found Pulmozyme will be used in conjunction with 
standard therapies for cystic fibrosis [e.g., chest physiotherapy, bronchodilators, antibiotics, 
anti-inflammatory therapy (e.g., ibuprofen, oral/inhaled corticosteroids)] 

B. BRONCHIECTASIS (NON-COVERAGE): 
1. Pulmozyme (dornase alfa) is considered not medically necessary for bronchiectasis due to 

insufficient evidence of therapeutic or clinical value. Initial study result in non-CF bronchiectasis 
showed no significant change in any outcome variables including spirometry and subjective 
measures of quality of life and dyspnea. In this study, aerosolized recombinant human DNase was 
well tolerated by the study population. In a randomized, double-blind, placebo-controlled study of 
349 adult outpatients with idiopathic bronchiectasis, the aerosolized dornase alfa group had more 
frequent pulmonary exacerbations and FEV1 decline was greater compared to the placebo group. 
This led the authors to conclude that rhDNase was ineffective and potentially harmful in this group. 
The 2017 European Respiratory Society guidelines for the management of adult bronchiectasis 
recommends NOT offering recombinant human DNase to adult patients with bronchiectasis [strong 
recommendation, moderate quality of evidence]. The 2021 European Respiratory Society 
guidelines for the management of children and adolescents with bronchiectasis recommends 
human DNAse NOT be used routinely [strong recommendation, very low-quality of evidence]. 

CONTINUATION OF THERAPY: 
A. CYSTIC FIBROSIS: 

1. Documented beneficial and clinically significant response to treatment 

DURATION OF APPROVAL: 
Initial authorization:12 months, Continuation of Therapy: 12 months 

 
PRESCRIBER REQUIREMENTS: 
Prescribed by or in consultation with a pulmonologist, cystic fibrosis specialist or physician from a CF 
center accredited by the Cystic Fibrosis Foundation. [If prescribed in consultation, consultation notes must 
be submitted with initial request and reauthorization requests] 

 
AGE RESTRICTIONS: 
None 

QUANTITY: 
2.5 mg inhaled once daily 

 
PLACE OF ADMINISTRATION:  
The recommendation is that inhalation medications in this policy will be for pharmacy benefit coverage 
and patient self-administered. 

 

ROUTE OF ADMINISTRATION: 
Inhalation 

 
DRUG CLASS: 
Hydrolytic enzymes 

FDA-APPROVED USES: 
Indicated in conjunction with standard therapies for the management of cystic fibrosis (CF) patients to 
improve pulmonary function 

DRUG INFORMATION 
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COMPENDIAL APPROVED OFF-LABELED USES: 
None- see exclusions 

 

 

APPENDIX: 
None 

 

BACKGROUND: 
In cystic fibrosis (CF) members, retention of viscous purulent secretions in the airways contribute both to 
reduced pulmonary function and to exacerbations of infection. Purulent pulmonary secretions contain very 
high concentrations of extracellular DNA released by degenerating leukocytes that accumulate in response 
to infection. Pulmozyme (dornase alfa) is a recombinant human deoxy ribonuclease I (rhDNase) enzyme 
indicated. In conjunction with standard therapies, for the management of cystic fibrosis members to improve 
pulmonary function1,2 In members with an FVC ≥ 40% of predicted, daily administration of Pulmozyme has 
also been shown to reduce the risk of respiratory tract infections requiring parenteral antibiotics. 

CONTRAINDICATIONS/EXCLUSIONS/DISCONTINUATION: 
All other uses of Pulmozyme (dornase alfa) are considered experimental/investigational and therefore, will 
follow Molina’s Off- Label policy. Contraindications to Pulmozyme (dornase alfa) include: patients with 
known hypersensitivity to dornase alfa, Chinese Hamster Ovary cell products, or any component of the 
product. 
Aerosolized Dornase alfa is not effective in non-CF-related bronchiectasis and is potentially harmful. 

 
OTHER SPECIAL CONSIDERATIONS: 
Pulmozyme (dornase alfa) is administered through selected jet nebulizers in conjunction with an air 
compressor system (Durable Sidestream, Hudson T Up-draft II, Marquest Acorn II, PARIBABY, or PARI 
LC Plus) or eRapid Nebulizer System. Patients unable to inhale or exhale orally throughout the entire 
treatment period may use Pari-Baby nebulizer. Some patients may benefit from twice daily 
administration. The data suggest that the effects of Pulmozyme on respiratory tract infections in older 
patients (> 21 years) may be smaller than in younger patients, and that twice daily dosing may be required 
in the older patients. Patients with baseline FVC > 85% may also benefit from twice a day dosing. 

 

CODING DISCLAIMER. Codes listed in this policy are for reference purposes only and may not be all-
inclusive or applicable for every state or line of business. Deleted codes and codes which are not effective 
at the time the service is rendered may not be eligible for reimbursement. Listing of a service or device 
code in this policy does not guarantee coverage. Coverage is determined by the benefit document. Molina 
adheres to Current Procedural Terminology (CPT®), a registered trademark of the American Medical 
Association (AMA). All CPT codes and descriptions are copyrighted by the AMA; this information is 
included for informational purposes only. Providers and facilities are expected to utilize industry-
standard coding practices for all submissions. Molina has the right to reject/deny the claim and recover 
claim payment(s) if it is determined it is not billed appropriately or not a covered benefit.  Molina reserves 
the right to revise this policy as needed. 

 
HCPCS 
CODE 

DESCRIPTION 

N/A N/A 

APPENDIX 

BACKGROUND AND OTHER CONSIDERATIONS 

CODING/BILLING INFORMATION 
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AVAILABLE DOSAGE FORMS: 
Pulmozyme SOLN 2.5MG/2.5ML 
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