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|. POLICY
Alphay-Proteinase Inhibitors (Aralast NP, Glassia, Prolastin-C, Zemaira) will require prior authorization for medical benefit
coverage to ensure appropriate use. The process for initiating a prior authorization request can be found in policy PHARM 20.

1. POLICY CRITERIA
A. Ardast NP, Glassia, Prolastin-C, or Zemaira may be approved for patients who meet the following:
1. Documentation has been submitted showing that the Alphal-Proteinase Inhibitor will be used for treatment

of emphysema due to alphal-antitrypsin (AAT) deficiency AND the following:

a  Patient's pretreatment serum AAT level islessthan 11 micromol/L (80 mg/dL by radial immunodiffusion or 50
mg/dL by nephelometry)

b. Patient’s pretreatment post-bronchodilation forced expiratory volumein 1 second (FEV 1) is greater than or
equal to 25% and less than or equal to 80% of the predicted value

c. Laboratory has adocumented PiZZ, PiZ (null), or Pi (null, null) (homozygous) AAT deficiency or other
phenotype or genotype associated with serum AAT concentrations of less than 11 micromol/L (80 mg/dL by
radial immunodiffusion or 50 mg/dL by nephelometry)

1. AUTHORIZATION PERIOD/LIMITATIONS
A. Initial approval will be limited to 12 months of therapy
B. Continuation of therapy may be approved in 12-month intervals with documentation showing the member is experiencing
abeneficia clinical response from therapy

V. EXCLUSIONS
A. Alpha-Proteinase Inhibitors will not be covered for the following:
1. Patients documented to have the PIMZ or PIMS AAT deficiency
2. Anyindications that are not FDA-approved, or guideline-supported
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V.RECOMMENDED DOSAGE
Please refer to the FDA-approved prescribing information, or clinical guidelines, for indication-specific dosing details.

V1. CODES
CPT Copyright 2013 American Medical Association. All rights reserved. CPT is a registered trademark of the American
Medical Association.

Note: Thefollowing CPT/HCPCS codes are included below for informational purposes. Inclusion or exclusion of a
CPT/HCPCS code(s) below does not signify or imply member coverage or provider reimbursement. The member's
specific benefit plan deter mines cover age.

Medication HCPCS/CPT Code

Injection, alpha 1 proteinase inhibitor (human), not otherwise specified, 10 mg J0256

Injection, alpha 1 proteinase inhibitor (human), (glassia), 10 mg J0257
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