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Proprietary Name:  Sylatron™ 
 

Common Name: peginterferon alfa-2b      
 

PDL Category:  Antineoplastics 

 

Comparable Products                                                        Preferred Drug List Status 
Yervoy   (medical infusion)                                           
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Indications and Usage: Indicated for the adjuvant treatment of melanoma with microscopic or gross nodal involvement 
within 84 days of definitive surgical resection including complete lymphadenectomy.1 
 
Mechanism of Action: Pleiotropic cytokine; the mechanism by which it exerts its effects in patients with melanoma is 
unknown. 1 
 
Dosage Forms: Lyophilized Powder (single use vial): 296mcg, 444mcg, 888mcg.  
 
Recommended Dosage: Recommended dose is 6mck/kg/week subcutaneously (SC) for 8 doses followed by 
3mcg/kg/week SC for up to 5 years.1      
 
Common Adverse Drug Reactions: Fatigue, increased ALT, increased AST, pyrexia, headache, nausea, anorexia, 
myalgia, chills, injection site reaction.1    
 
Contraindications: Autoimmune hepatitis. Hepatic decompensation (Child-Pugh score > 6 [class B and C]). 1        

 
Manufacturer: Schering Corporation       
 
Analysis: Sylatron™ is an alpha interferon indicated for the adjuvant treatment of melanoma with microscopic or gross 
nodal involvement within 84 days of definitive surgical resection including complete lymphadenectomy. In the study 
used to gain FDA approval, patients with surgically resected, AJCC Stage III melanoma within 84 days of regional lymph 
node dissection were randomized to observation (no therapy) or to Sylatron™.  The main outcome measure was relapse-
free survival (RFS), defined as the time to the earliest date of any relapse or death from any cause. Secondary outcome 
measures included overall survival. Based on 696 RFS events, median RFS was 34.8months and 22.5months in the 
Sylatron™ and observation arms, respectively. No statistical difference was seen in the two arms for overall survival. 
Sylatron™ is associated with serious depression and other neuropsychiatric disorders. Depression occurred in 59% of 
patients treated with Sylatron™; 7% of which was considered severe or life-threatening. It is recommended that 
Sylatron™ be added to the Recommended Drug List as a non-recommended drug. 
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     1. Sylatron™ [package insert]. Kenilworth, NJ: Schering Corporation; 2011. 
 


