Sprycel (dasatinib)

Override(s) Approval Duration

Prior Authorization 1 year
Quantity Limit

Medications Quantity Limit
Sprycel (dasatinib) May be subject to quantity limit
APPROVAL CRITERIA

Requests for Sprycel (dasatinib) may be approved if the following criteria are met:

VI.

VILI.

VIILI.

IX.

Individual has a new diagnosis of Philadelphia chromosome positive (Ph+) Chronic
Myelogenous Leukemia (CML) in chronic phase (Label, NCCN 2A);

OR
Individual has a diagnosis of chronic, accelerated, or myeloid or lymphoid blast phase
Ph+ CML with resistance or intolerance to prior therapy including imatinib (Label);

OR
Individual has a diagnosis of chronic phase Ph+ CML disease and using Sprycel
(dasatinib) as alternative treatment after primary treatment of imatinib, bosutinib, or
nilotinib; AND
Individual does not have any of the following BCR-ABL1 mutation profiles (NCCN 2A):
A. T315I/A; OR
B. F317L/V/I/C; OR
C. V299L,;

OR
Individual has a diagnosis of Ph+ Acute Lymphoblastic Leukemia (ALL) with resistance
(i.e. relapse/refractory) or intolerance to prior therapy (Label, NCCN 2A); AND
Individual does not have any of the following BCR-ABL 1 mutations:

A. T315I/A; OR

B. F317L/V/I/C; OR

C. V299L,;

OR
Individual has Philadelphia-like or positive ALL and using Sprycel (dasatinib) as a
component of induction and/or consolidation therapy (NCCN 2A);

OR

Individual has a diagnosis of Soft Tissue Sarcoma — Gastrointestinal Stromal Tumors
(GIST) (NCCN 2A); AND

Individual has confirmed PDGFRA D842V mutation; AND

Individual is using in treatment after disease progression after single agent therapy with
imatinib, sunitinib and regorafenib;
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XI.

XIl.
X1
XIV.

XV.

XVI.
XVIL.

XVIII.

XIX.

XX.

XXI.

XXIL.
XXIILI.

AND

XXIV.

XXV.

XXVI.

OR
Individual has a diagnosis of Ph+ CML in chronic phase in children and adolescents
weighing at least 10 kg (22 pounds);

OR

Individual has a new diagnosis of Ph+ ALL; AND

Individual is a child or adolescent weighing at least 10 kg (22 pounds); AND
Individual is using in combination with chemotherapy;

OR
Individual has a diagnosis of recurrent Chordoma (NCCN 2A);

OR
Individual has a diagnosis Chondrosarcoma (NCCN 2A): AND
Individual is using as a single-agent therapy for one of the following:
A. Treatment of metastatic disease at presentation; OR
B. Systemic recurrence of high grade (grade Il or Ill), clear cell, or
extracompartmental chondrosarcoma;

OR
Individual has a diagnosis of metastatic or unresectable cutaneous melanoma (NCCN
2A); AND

A. Individual has activating mutations of KIT; AND

B. Individual is using as a single agent;

OR

Individual has a diagnosis for myeloid/lymphoid neoplasm chronic or blast phase with
eosinophilia (NCCN 2A); AND

Individual has ABL1 rearrangement;

OR

Individual has a diagnosis of relapsed or refractory pediatric T-ALL; AND
Individual has ABL-class translocation; AND

Individual is using as part of a TKl-based regimen;

Individual has had a trial and inadequate response or intolerance to generic imatinib.
Medication samples/coupons/discount cards are excluded from consideration as a trial.;

OR
Individual has been receiving and is maintained on a stable dose of dasatinib (Sprycel).
Medication samples/coupons/discount cards are excluded from consideration as a trial.;

OR

Individual has resistance, intolerance, contraindication or warning to generic imatinib
due to current clinical conditions, including but not limited to pulmonary arterial
hypertension, pleural or pericardial effusion, or cardiac abnormalities;
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OR
XXVII.  Individual has intermediate or high Sokal score (0.8 or higher);

OR
XXVIII.  Individual is diagnosed with genetic variants associated with high risk CML.

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

I.  Documentation is provided that individual has failed an adequate trial of one chemically
equivalent generic dasatinib agent. Medication samples/coupons/discount cards are
excluded from consideration as a trial.; AND
A. Generic dasatinib had inadequate response; OR
B. Generic dasatinib 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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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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