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Proprietary Name:  Xalkori® 
 

Common Name: crizotinib 
 

PDL Category:  Antineoplastics - Protein-Tyrosine Kinase Inhibitors 
 

 
Comparable Products Preferred Drug List Status  
Tarceva®                                                                               Recommended 
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Indications and Usage:  Indicated for the treatment of patients with locally advanced or metastatic non-small cell lung 
cancer (NSCLC) that is anaplastic lymphoma kinase (ALK)-positive as detected by an FDA-approved test.1 
 

Mechanism of Action: Inhibits receptor tyrosine kinases that contribute to increased cell proliferation and survival in 
tumors expressing these proteins. 1 
 

Dosage Forms: Capsules: 200mg, 250mg      
 

Recommended Dosage: 250 mg taken orally twice daily with or without food. Dosing interruption and/or dose reduction 
to 200 mg taken orally twice daily may be required based on individual safety and tolerability, then to 250 mg taken 
orally once daily if further reduction is necessary. 1      
 

Common Adverse Drug Reactions: Vision disorder, nausea, diarrhea, vomiting, edema, and constipation.1    
 

Contraindications: None        
 

Manufacturer: Pfizer  
 

Analysis: Xalkori® is indicated for the treatment of late-stage NSCLC in patients who express the abnormal ALK gene. 
Xalkori® was approved with a companion diagnostic test to help determine if a patient has the abnormal ALK gene. Two 
multi-center, single arm studies were used to gain FDA approval. The primary efficacy endpoint in both studies was 
Objective Response Rate (ORR) according to Response Evaluation Criteria in Solid Tumors (RECIST). In one study, the 
ORR was 50% with a median response duration of 42 weeks. In the other study, ORR was 61% with a median response 
duration of 48 weeks. There are no data available demonstrating improvement in patient reported outcomes or survival 
with Xalkori®. It is recommended that Xalkori® be added to the Recommended Drug List as a non-recommended drug, as 
it is only indicated to treat a specific subset of patients. 
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     1. Xalkori® [package insert]. New York, NY: Pfizer; 2011. 
 


