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Proprietary Name:  Zytiga™ 
 

Common Name: abiraterone acetate      
 

PDL Category:  Antineoplastics- Androgen Biosynthesis Inhibitor 
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Indications and Usage: Indicated in combination with prednisone to treat patients with metastatic castration-resistant prostate 
cancer who have received prior chemotherapy containing docetaxel. 1 
 
Mechanism of Action: Inhibits 17 α-hydroxylase/C17,20-lyase (CYP17) which is required for androgen biosynthesis. 1 
 
Dosage Forms: Tablets: 250mg  
 
Recommended Dosage: Recommended dose is 1000mg once daily on an empty stomach in combination with 
prednisone 5mg administered twice daily. For patients with baseline moderate hepatic impairment (Child-Pugh Class B), 
reduce the starting dose to 250 mg once daily.1      
 
Common Adverse Drug Reactions: Joint swelling or discomfort, hypokalemia, edema, muscle discomfort, hot flashes, 
diarrhea, urinary tract infection, cough, hypertension, arrhythmia, urinary frequency, nocturia, dyspepsia, upper 
respiratory tract infection.1    
 
Contraindications: Contraindicated in women who are or may become pregnant. 1        

 
Manufacturer: Centocor Ortho Biotech, Inc.       
 
Analysis: Zytiga™ is indicated in combination with prednisone for the treatment of late-stage castration-resistant prostate 
cancer in patients who had received prior treatment with docetaxel chemotherapy.  Zytiga™ was reviewed under the 
FDA’s priority review program for expedited approval.  In the study used to gain FDA approval, Zytiga™ was compared 
to placebo in combination with prednisone in patients with late-stage castration-resistant prostate cancer who had 
received prior treatment with docetaxel chemotherapy.  Patients in the Zytiga™ treatment group had a mean overall 
survival of 14.8 months, compared to 10.9 months for the placebo treatment group. Zytiga™ is not intended as a first line 
treatment option. Therefore, it is recommended that Zytiga™ be added to the Recommended Drug List as a                 
non-recommended drug. 
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     1. Zytiga™ [package insert]. Horsham, PA: Centocor Ortho Biotech, Inc.; 2011. 
 


