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Lorbrena (lorlatinib) 
 
Override(s) Approval Duration 
Prior Authorization 
Quantity Limit 

1 year 

 
Medications Quantity Limit 
Lorbrena (lorlatinib) May be subject to quantity limit 

 
APPROVAL CRITERIA 
 
Requests for Lorbrena (lorlatinib) may be approved if the following criteria are met: 
 

I. Individual has a diagnosis of anaplastic lymphoma kinase (ALK) - positive recurrent, 
advanced, or metastatic non-small cell lung cancer (NSCLC) (Label, NCCN 1, 2A); 
AND 

II. Individual is using as a single agent; 
 
OR 
III. Individual has a diagnosis of recurrent, advanced, or metastatic non-small cell lung 

cancer (NSCLC) with ROS 1-positive tumors (Label, NCCN 2A); AND 
IV. Individual’s disease has progressed on either, ceritinib, crizotinib, or entrectinib; 

AND 
V. Individual is using as a single agent; 

 
OR 
VI. Individual has a diagnosis of ALK rearrangement-positive non-small cell lung cancer 

with limited or extensive brain metastases (NCCN 2A); AND  
VII. Individual has a primary diagnosis of ALK-positive NSCLC; AND 
VIII. Individual is using as a single treatment for recurrent disease with stable systemic 

disease or reasonable systemic treatment options;  
OR 
IX. Individual has a diagnosis of Soft Tissue Sarcoma (NCCN 2A); AND 
X. Individual is using as monotherapy for Inflammatory Myofibroblastic Tumor (IMT) 

with ALK translocation; 
  

OR 
XI. Individual has a diagnosis of ALK rearrangement-positive Diffuse large B-cell 

lymphoma (NCCN 2A); AND 
XII. Individual is using for relapsed or refractory disease;  

 
OR 
XIII. Individual has advanced, recurrent/metastatic, or inoperable uterine sarcoma (NCCN 

2A); AND 
XIV. Individual is using as monotherapy for IMT with ALK translocation; 
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OR 
XV. Individual has a diagnosis of Erdheim-Chester Disease (ECD) (NCCN 2A); AND 
XVI. Individual has relapsed/refractory disease or ECD with symptomatic disease; AND 
XVII. Individual has an ALK positive mutation; AND 
XVIII. Individual is using as a single agent. 
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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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