Tibsovo (ivosidenib)

Override(s) Approval Duration
Prior Authorization 1 year
Quantity Limit

Medications Quantity Limit
Tibsovo (ivosidenib) May be subject to quantity limit
APPROVAL CRITERIA

Requests for Tibsovo (ivosidenib) may be approved if the following criteria are met:

I.  Individual has a diagnosis of acute myeloid leukemia (AML) (NCCN 2A); AND
[I.  Individual has test results showing a susceptible isocitrate dehydrogenase-1 (IDH1)
mutation; AND
[ll.  Individual cannot use more intensive induction chemotherapy; OR
IV. Individual is using as consolidation therapy as continuation of low-intensity regimen
used for induction therapy;

OR
V. Individual has a diagnosis of relapsed or refractory acute myeloid leukemia (AML)
(Label); AND
VI.  Individual has test results showing a susceptible isocitrate dehydrogenase-1 (IDH1)
mutation;
OR
VII.  Individual has a diagnosis of locally advanced, unresectable or metastatic
cholangiocarcinoma (Label, NCCN 2A); AND
VIIl.  Individual has test results showing a susceptible isocitrate dehydrogenase-1 (IDH1)

mutation; AND
IX. Individual has confirmed disease progression on or after one or more prior lines of
systemic treatment;

OR
X. Individual has a diagnosis of conventional or dedifferentiated chondrosarcoma (NCCN
2A); AND
XlI.  Individual has test results showing a susceptible isocitrate dehydrogenase-1 (IDH1)
mutation;
OR
XIl.  Individual has a diagnosis of recurrent or progressive predominantly non-enhancing

IDH1 mutant astrocytoma (NCCN 2A); AND
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XIll.  Individual is using as a single agent; AND
XIV. Individual has a Karnofsky performance Status (KPS) of 60 or higher;

OR
XV. Individual has a diagnosis of recurrent or progressive predominantly non-enhancing
IDH1 mutant, 1p19q codeleted oligodendroglioma (NCCN 2A); AND
XVI. Individual is using as a single agent; AND
XVII.  Individual has a Karnofsky performance Status (KPS) of 60 or higher;

OR
XVII.  Individual has a diagnosis of relapsed or refractory myelodysplastic syndromes (MDS);
AND
XIX. Individual has test results showing a susceptible isocitrate dehydrogenase-1 (IDH1)
mutation.
Note:

Tibsovo has a black box warning for differentiation syndrome which can be fatal if not treated.
If differentiation syndrome is suspected, corticosteroid therapy and hemodynamic monitoring
should be initiated and continued until symptom resolution.
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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.

PAGE 2 of 2 04/25/2024
New Program Date 08/01/2018


http://www.clinicalpharmacology.com/
http://dailymed.nlm.nih.gov/dailymed/about.cfm

