
   
 

 

   
  

 
   

   

 
  

 
 

 

   
 

 
 
 

15 
1 

FDA REQUIRED Safety Information for Zydelig® (idelalisib) 

INDICATION: 
Zydelig is a kinase inhibitor indicated for the treatment of patients with: 

• Relapsed chronic lymphocytic leukemia (CLL), in combination with rituximab, in 
patients for whom rituximab alone would be considered appropriate therapy due 
to other co-morbidities. 

• Relapsed follicular B-cell non-Hodgkin lymphoma (FL) in patients who have received 
at least two prior systemic therapies. 

• Relapsed small lymphocytic lymphoma (SLL) in patients who have received at least 
two prior systemic therapies. 

Risk of: 
• Fatal and/or serious hepatotoxicity 
• Fatal and/or serious and severe diarrhea or colitis 
• Fatal and serious pneumonitis 
• Fatal and serious intestinal perforation 

Zydelig (idelalisib) 
• BOXED WARNING 

BOXED WARNING 

Fatal and/or Serious Hepatotoxicity 
• Fatal and/or serious hepatotoxicity occurred in 14% of patients treated with Zydelig. 
• Elevations in ALT or AST greater than 5 times the upper limit of normal have occurred. 

These findings were generally observed within the first 12 weeks of treatment and were 
reversible with dose interruption. After resumption of treatment at a lower dose, 26% of 
patients had recurrence of ALT and AST elevations. Discontinue Zydelig for recurrent 
hepatotoxicity. 

• Avoid concurrent use of Zydelig with other drugs that cause liver toxicity. 
• Monitor ALT and AST in all patients every 2 weeks for the first 3 months of treatment, every 

4 weeks for the next 3 months, then every 1 to 3 months thereafter. Monitor weekly for liver 
toxicity if the ALT or AST rises above 3 times the upper limit of normal until resolved. 
Withhold Zydelig if the ALT or AST is greater than 5 times the upper limit of normal, and 
continue to monitor AST, ALT and total bilirubin weekly until the abnormality is resolved. 
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