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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable* 

Glassia [Alpha-1 Proteinase Inhibitor (Human), 
Intravenous] 

Medical Benefit x Effective:  2/15/19 

Pharmacy- Formulary 1  Next Review: 12/19  

Pharmacy- Formulary 2  Date of Origin: 2/15/19 

Pharmacy- Formulary 3/Exclusive  Review Dates: 12/18 

Pharmacy- Formulary 4/AON  

 

I. Medication Description 

 

Alpha-1 Antitrypsin (AAT) Deficiency is a hereditary condition that increases the risk of chronic obstructive 

pulmonary disease (COPD), especially emphysema and chronic bronchitis. People with alpha-1 antitrypsin 

deficiency are at risk of degeneration of lung function, which may significantly affect quality of life and life 

expectancy. Severe deficiency of alpha-1 antitrypsin (AAT) is associated with early onset pulmonary emphysema 

and with several forms of liver disease, including cirrhosis, neonatal hepatitis, and hepatocellular carcinoma.  

 

AAT protects the delicate tissues of the lung by inhibiting the destructive action of an enzyme called neutrophil 

elastase. Neutrophil elastase is released by white blood cells, and its primary function is to digest bacteria and 

other foreign particles in the lungs. When a person with AAT deficiency inhales irritants or contracts a lung 

infection, the neutrophil elastase released in the lungs continues to act uncontrolled, leading do destruction of 

healthy lung tissue. This process may cause emphysema, leading to significant deterioration in lung function and 

even total destruction of lung tissue. The goal of therapy for AAT deficiency is to raise the serum AAT level (and 

therefore the concentration of AAT in the lung interstitium) above the "protective threshold” to prevent the 

progression of emphysema. 

 

Glassia is an augmentation therapy which helps to protect lung tissue from degeneration by increasing the AAT 

level. 

 

II. Position Statement 

 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 

request.  

 

III. Policy 

 

 Coverage of Glassia is provided when the following criteria are met: 

 Member is 18 years of age or older AND 

 The medication is prescribed by or in consultation with a pulmonologist AND 

 Member is diagnosed with congenital deficiency of alpha-1 antitrypsin (aka alpha-1 proteinase inhibitor) 

AND 

 At least one of the following is met:  

o Member has an “at-risk” allele that is associated with serum AAT < 11 µM (e.g. PI*ZZ or PI*Null) 

OR 
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o Member has a circulating serum concentration of AAT <11 µM (equivalent to 80mg/dL if 

measured by radial immunodiffusion or 50mg/dL if measured by nephelometry) AND 

 Member is not a current tobacco smoker AND 

 The member has at least one of the following: 

o Necrotizing panniculitis OR 

o Clinical evidence of emphysema, as shown by at least one of the following: 

 Member’s post-bronchodilator FEV1 is  ≤80% predicted OR 

 High-resolution CT (HRCT) shows evidence of emphysema OR 

 Significant loss of lung function over a 1 year period, as evidenced by a decline in FEV1 of 

>35ml  

 

IV. Quantity Limitations 

  

 Coverage is available for a quantity sufficient to allow for FDA-approved dosing (60mg/kg IV every week). 

 

V. Coverage Duration 

 

Coverage is available for 6 months and may be renewed.  

 

VI. Coverage Renewal Criteria 

 

 Coverage can be renewed based upon the following criteria: 

 Stabilization of disease or in absence of disease progression, as evidenced by at least one of the 
following: 

o Improvement in circulating serum concentration of AAT to at least 11 µM OR 
o Decrease in the rate of decline of FEV1 OR 
o Decrease in the rate of decline of lung density, as measured by CT densitometry OR 
o Decrease in the frequency and/or severity of emphysema exacerbations AND  

 Absence of unacceptable toxicity from the drug 
 
VII. Billing/Coding Information 

 

 Available as a single use vial containing 1 gram of functional Alpha1-PI in 50mL of solution 

 J0257: 1 billable unit = 10mg 

 

VIII. Summary of Policy Changes 

  

2/15/19: new policy 
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*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 

the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual. 

The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 

reviews to assess the medical appropriateness of the above-referenced therapies.  

The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 


