Orladeyo (berotralstat)

Override(s) Approval Duration

Prior Authorization Initial Authorization: 6 months
Quantity Limit Continuation Authorization: 1 year
Medications Quantity Limit

Orladeyo (berotralstat) capsules May be subject to quantity limit

APPROVAL CRITERIA

Initial requests for Orladeyo (berotralstat) may be approved if the following criteria are met:

I.  Individual has a diagnosis of hereditary angioedema; AND
[I.  Individual is using for prophylaxis against acute attacks of hereditary angioedema for
either of the following:
A. Short-term prophylaxis prior to surgery, dental procedures or intubation; OR
B. Long-term prophylaxis to minimize the frequency and/or severity of recurrent
attacks;
AND
[ll.  Individual is 12 years of age or older;

AND
IV.  Documentation is provided that diagnosis is confirmed by a C4 level below the lower
limit of normal as defined by laboratory test AND any of the following:
A. C1 inhibitor (C1-INH) antigenic level below the lower limit of normal as defined by
lab test with documentation provided; OR
B. C1-INH functional level below the lower limit of normal as defined by lab test with
documentation provided; OR
C. Presence of a known HAE-causing C1-INH mutation;
AND
V. Individual has a history of moderate or severe attacks such as airway swelling, severe
abdominal pain, facial swelling, nausea and vomiting, or painful facial distortion.

Requests for Orladeyo may be approved for continuation of use in prophylactic care if the
following criteria are met:

I.  Confirmation of a positive clinical response defined as a clinically significant reduction in
the number and/or frequency of HAE attacks occurred.
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Requests for Orladeyo (berotralstat) may not be approved for the following:

l. In combination with other HAE agents for prophylaxis of acute attacks (including but
not limited to Cinryze, Haegarda, or Takhzyro)

Il. For the treatment of acute HAE attacks; OR

II. May not be approved when the above criteria are not met and for all other
indications.
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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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