Market Applicability
Market GA KY MD NJ NY
Applicable X NA X X X

Arikayce
(amikacin liposome inhalation suspension)

Override(s) Approval Duration

Prior Authorization 1 year

Quantity Limit

Medications Quantity Limit

Arikayce (amikacin liposome inhalation May be subject to quantity limit
suspension) 590 mg/8.4 ml vial

APPROVAL CRITERIA

Initial requests for Arikayce (amikacin) may be approved if the following criteria are met:

I.  Individual has a diagnosis of Mycobacterium avium complex (MAC) lung disease; AND
[I.  Individual has received at least six consecutive months of treatment with a multidrug
antibacterial regimen and has not achieved negative sputum cultures; AND
[ll.  Individual is using in combination with other antibacterial agents.

Continuation requests for Arikayce (amikacin) may be approved if the following criteria are
met:

[.  Individual is using in combination with other antibacterial agents for the treatment of
Mycobacterium avium complex (MAC) lung disease; AND
II.  Individual has achieved negative sputum culture conversion.

Arikayce (amikacin) may not be approved for the following:

I.  Individual is using in combination with an intravenous aminoglycoside (such as amikacin
or streptomycin) (Griffith 2018); OR

[I. Individual has MAC isolates with amikacin resistance (minimum inhibitory concentration
[MIC] 2128 ug/mL) (ATS/ERS/ESCMID/IDSA 2020).
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Arikayce has a black box warning for risk of increased respiratory adverse reactions. Arikayce
has been associated with respiratory adverse reactions including hypersensitivity pneumonitis,
hemoptysis, bronchospasm and exacerbation of underlying pulmonary disease that has led to
hospitalization.
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Federal and state laws or requirements, contract language, and Plan utilization management programs or polices may take
precedence over the application of this clinical criteria.

No part of this publication may be reproduced, stored in a retrieval system or transmitted, in any form or by any means,
electronic, mechanical, photocopying, or otherwise, without permission from the health plan.
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