Carbaglu (carglumic acid)

Override(s) Approval Duration
Prior Authorization N-acetylglutamate synthase (NAGS) deficiency:
1 year

Propionic Acidemia (PA) or Methylmalonic
Acidetrimmia (MMA): 1 month

Medications Comments

carglumic acid tablets Preferred

Carbaglu tablets Non-Preferred
APPROVAL CRITERIA

Initial requests for Carbaglu (carglumic acid) for N-acetylglutamate synthase (NAGS)
deficiency may be approved for the following:

I.  Documentation is provided that individual has a diagnosis of acute hyperammonemia
due to the deficiency of the hepatic enzyme N-acetylglutamate synthase (NAGS); AND
II.  Using as adjunctive therapy with other ammonia lowering therapies, including but not
limited to the following:
A. Alternate pathway medications to eliminate nitrogen waste (such as, sodium
phenylacetate); OR
B. Hemodialysis; OR
C. Dietary protein restriction;

OR

[ll. Documentation is provided that individual has a diagnosis of chronic hyperammonemia
due to the deficiency of the hepatic enzyme NAGS; AND

IV. Using as maintenance therapy;

AND

V. Individual has had a trial (medication samples/coupons/discount cards are excluded from
consideration as a trial) and inadequate response or intolerance to generic carglumic acid
tablet.

Continuation requests for Carbaglu (carglumic acid) for N-acetylglutamate synthase (NAGS)
deficiency may be approved if the following criterion is met:

|. Documentation is provided that there is clinically significant improvement or stabilization
in plasma ammonia level.
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Requests for Carbaglu (carglumic acid) for propionic acidemia (PA) or methylmalonic
acidetrimmia (MMA) may be approved for the following:

I.  Documentation is provided that individual has a diagnosis of acute hyperammonemia
due to propionic acidemia (PA) or methylmalonic acidemia (MMA); AND

[I. Using as adjunctive therapy with other ammonia lowering therapies including but not
limited to the following:

Intravenous glucose;

Insulin;

L-carnitine;

Hemodialysis;

Dietary protein restriction.

moowy»

AND
lll. Individual has had a trial (medication samples/coupons/discount cards are excluded from

consideration as a trial) and inadequate response or intolerance to generic carglumic acid
tablet.
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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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