Mekinist (trametinib)

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

Medications Quantity Limit
Mekinist (trametinib) May be subject to quantity limit
APPROVAL CRITERIA

Requests for Mekinist (trametinib) may be approved if the following criteria are met:

l. Individual has a diagnosis of Central Nervous System (CNS) Cancer (NCCN 2A); AND

A. Individual is using in combination with dabrafenib for one of the following:

1. Individual has a primary diagnosis of melanoma and disease has metastasized to
the brain; OR

2. Individual is using as adjuvant therapy for primary CNS cancer; OR
3. Individual is using for Adult Circumscribed Glioma; OR
4. Individual is using for recurrent or progressive Adult Glioma Glioblastoma; OR
5. Individual has relapsed or refractory pediatric diffuse high-grade gliomas;

AND

B. Individual has BRAF V600E mutation;

OR
lI. Individual has a diagnosis of low-grade glioma (LGG) (Label); AND
A. Individual is 1 year of age and older; AND
B. Individual is using in combination with dabrafenib; AND
C. Individual requires systemic therapy; AND
D. Individual has BRAF V600E mutation;

OR
[ll. Individual has a diagnosis of unresectable or metastatic Gastrointestinal Stromal Tumor
(NCCN 2A); AND
A. Individual is using in combination with dabrafenib; AND
B. Individual has BRAF V600E;

OR
IV. Individual has a diagnosis of unresectable or metastatic Hepatobiliary Cancer (NCCN 2A);
AND
A. Individual is using in combination with dabrafenib; AND
B. Individual has confirmed disease progression after systemic treatment; AND
C. Individual has BRAF V600E mutation;
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OR

V. Individual has a diagnosis of symptomatic and/or relapsed/refractory Histiocytic Neoplasm,

including Erdheim-Chester Disease, Langerhans Cell Histiocytosis or Rosai-Dorfman
Disease (NCCN 2A); AND

A. Individual is using as monotherapy; AND

B. Individual has mitogen-activated protein (MAP) kinase pathway mutation, or no
detectable mutation, or testing not available;

OR

V1. Individual has a diagnosis of unresectable or metastatic malignant cutaneous Melanoma
(Label, NCCN 1, 2A); AND
A. Individual is using as monotherapy; AND

B. Individual has not been previously treated with a BRAF inhibitor;

OR

C. Individual is using in combination with dabrafenib; AND

D. Individual has either BRAF V600E or V600K mutation (or BRAF V600 activating
mutation);

OR

VII. Individual has a diagnosis of cutaneous melanoma (Lable, NCCN 1, 2A); AND
A. Individual is using in combination with dabrafenib; AND
B. Individual is using as adjuvant treatment; AND
C.
D.

Individual has disease involvement of lymph node(s), following complete resection
or wide excision; AND

Individual has either BRAF V600E or V600K mutation;

OR

VIII. Individual has a diagnosis of metastatic Non-Small Cell Lung Cancer (NSCLC) (Label,
NCCN 2A); AND

A. Individual is using in combination with dabrafenib; AND
B. Individual has BRAF V600E mutation;

OR
IX. Individual has a diagnosis of ovarian cancer, low-grade serous carcinoma (NCCN 2A);
AND

A. Individual is using as a single-agent; AND
B. Individual has platinum-sensitive or platinum-resistant recurrence to disease;

OR

X. Individual has a diagnosis of locally advanced or metastatic anaplastic thyroid cancer
(ATC) (Label, NCCN 2A); AND
A. Individual is using in combination with dabrafenib; AND

B. Individual has no satisfactory locoregional treatment options; AND
C. Individual has BRAF V600E mutation;

OR
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XI. Individual has a diagnosis of metastatic or unresectable Uveal Melanoma (NCCN 2A);
AND
A. Individual is using as monotherapy;

OR
Xll.Individual has a diagnosis of unresectable or metastatic solid tumors (Label, NCCN 2A);
AND
A. Individual is 1 year of age and older; AND
B. Individual is using in combination with dabrafenib; AND
C. Individual has progressed following prior treatment and has no satisfactory
alternative treatment options; AND
D. Individual has BRAF V600E mutation.

Mekinist (trametinib) may not be approved for the following:
I.  Individual with colorectal cancer.
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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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