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Besponsa (inotuzumab ozogamicin)

APPROVAL CRITERIA

Requests for Besponsa (inotuzumab ozogamicin) may be approved if the following criteria are
met:

|.  Individual has a diagnosis of CD22+ B-cell acute lymphocytic leukemia (ALL); AND
II.  Individual meets all of the following:
A. Relapsed or has refractory disease; AND
B. Individual is using Besponsa as (NCCN 1/2A):
1. Asingle agent; OR
2. In combination with a tyrosine kinase inhibitor (bosutinib, dasatinib, imatinib,
nilotinib, or ponatinib); OR
3. In combination with mini-hyper CVD (cyclophosphamide, dexamethasone,
vincristine, methotrexate, cytarabine) with or without blinatumomab;

OR

[ll.  Individual has a diagnosis of CD22+ B-cell acute lymphocytic leukemia (ALL) (NCCN
2A); AND

IV. Individual is using Besponsa as induction therapy for Philadelphia chromosome-
negative disease; AND

V. Individual is using Besponsa in combination with mini-hyper CVD (cyclophosphamide,
dexamethasone, vincristine, methotrexate, cytarabine).

Requests for Besponsa (inotuzumab ozogamicin) may not be approved if the above criteria are
not met and for all other indications not included above.

Note:

Besponsa has a black box warning for hepatotoxicity, including fatal and life-threatening
hepatic veno-occlusive disease (VOD), also known as sinusoidal obstruction syndrome (SOS).
Risk of VOD was greater in patient who underwent hematopoietic stem cell transplant (HSCT)
after Besponsa treatment; other risk factors include liver disease, increased age, later salvage
lines, and a greater number of Besponsa treatment cycles. Besponsa should be permanently
discontinued if VOD occurs. Besponsa also has a black box warning for increased risk of post-
HSCT non-relapse mortality because day 100 post-HSCT mortality was higher in patients
receiving Besponsa.
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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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