Jadenu (deferasirox)

Override(s) Approval Duration
Prior Authorization 1 year

Medications
Jadenu (deferasirox)

APPROVAL CRITERIA

Requests for Jadenu (deferasirox) may be approved for the following criteria:

I. Treatment of chronic iron overload due to blood transfusions AND
A. Individual is 2 years of age or older;

OR
II. Treatment of chronic iron overload with non-transfusion-dependent thalassemia
(NTDT) syndrome; AND
A. Individual is 10 years of age or older; AND
B. Documentation is provided that liver iron concentration (LIC) is at least 5 mg Fe/gm
of dry weight; AND
C. Documentation is provided that serum ferritin is greater than (>) 300 mcg/L;

OR
[ll. Treatment of iron overload in individuals diagnosed with myelodysplastic syndromes
(MDS) who are at lower risk or potential transplant (NCCN 2A); AND
A. Individual has received or anticipated to receive greater than 20 red blood cell
transfusions; OR

B. Documentation is provided that individual initially presents with serum ferritin
levels greater than 2500 ng/mL.

Requests for brand Jadenu must also meet the following criteria, in addition to the above Prior
Authorization criteria:

|. Documentation is provided that individual has failed an adequate trial (medication

samples/coupons/discount cards are excluded from consideration as a trial) of one chemically
equivalent generic deferasirox agent; AND

A. Generic deferasirox had inadequate response; OR

B. Generic deferasirox caused adverse outcome; OR

C. The individual has a genuine allergic reaction to an inactive ingredient in generic agent.
Allergic reaction(s) must be clearly documented in the individual's medical record.
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Requests for Jadenu (deferasirox) may not be approved for any of the following:

I. Individual has renal insufficiency, as defined by creatinine clearance less than (<) 40 mL/min;
OR

II. Individual has severe (Child Pugh class C) hepatic impairment; OR

lll. Individual has platelet counts less than 50 x 10%/L; OR

IV. Individual has high-risk MDS.

Note:

Jadenu (deferasirox) has black box warnings for renal toxicity/failure, hepatic toxicity/failure, and
gastrointestinal hemorrhage. The use of deferasirox is contraindicated in adults and pediatric
individuals with a CrCl < 40 mL/min, those with poor performance status, high-risk MDS, advanced
malignancies, and platelet counts less than 50 x 10%L. Deferasirox should be avoided in individuals
with severe (Child Pugh class C) hepatic impairment and dose adjusted in individuals with moderate
(Child Pugh class B) hepatic impairment. Therapy requires close monitoring, including renal and
hepatic function tests.
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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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