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Proprietary Name:  Inlyta® 
 

Common Name: Axitinib 
 

PDL Category:  Antineoplastics - Protein-Tyrosine Kinase Inhibitors 
 

 
Comparable Products Preferred Drug List Status  
Afinitor® Recommended 
Nexavar® Non-Recommended 
Sutent® Recommended 
Votrient™ Recommended 
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Indications and Usage:  Indicated for the treatment of advanced renal cell carcinoma after failure of one prior systemic 
therapy.1 
 

Mechanism of Action: Inhibits the activity of tyrosine kinases that contribute to increased cell proliferation.  1 
 

Dosage Forms: Tablets: 1mg, 5mg      
 

Recommended Dosage: The starting dose is 5 mg orally twice daily. Dose adjustments can be made based on individual 
safety and tolerability.  May be dosed up to 10mg twice daily.  Dose reduction by approximately half the dose is required 
with a strong CYP3A4/5 inhibitor or with moderate hepatic impariment1      
 

Common Adverse Drug Reactions: Diarrhea, hypertension, fatigue, decreased appetite, nausea, dysphonia, palmar-
plantar erythrodysesthesia (hand-foot) syndrome, weight decreased, vomiting, asthenia, and constipation.1    
 

Contraindications: None.1         
 

Manufacturer: Pfizer, Inc.  
 

Analysis: Inlyta® is indicated for the treatment of advanced renal cell carcinoma after failure of one prior systemic 
therapy. A single randomized, open-label, multi-center clinical study was used to gain FDA approval. Patients were 
randomized to receive Inlyta® or Nexavar®. The primary objective was demonstration of improvement in progression-free 
survival (PFS). Other endpoints included overall survival (OS) and Objective Response Rate (ORR). There was a 
statistically significant improvement in PFS for patients in the Inlyta® group.  PFS was 6.7 months in the Inlyta® group 
and 4.7 months in the Nexavar® group. There was no significant difference in overall survival between the two treatment 
groups. It is recommended that Inlyta® be added to the Recommended Drug List as a non-recommended drug, as it is not 
intended as a first line treatment option. 
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     1. Inlyta® [package insert]. New York, NY: Pfizer, Inc.; 2012. 
 


