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Revised language is underlined. 

Current Revision 

1. WARNINGS 
Severe cytokine release syndrome and neurologic events (including 
immune effector cell-associated neurotoxicity syndrome) may occur. 
This drug should be administered under appropriately arranged 
conditions, such as inpatient management, particularly during the 
initial phase of treatments. 
 
Severe cytokine release syndrome may occur. In addition to taking 
preventive measures such as administration of premedication 
against cytokine release syndrome, patients should be carefully 
monitored. If any abnormalities are observed, appropriate measures 
should be taken in accordance with instructions, such as the 
guidance for management of cytokine release syndrome, provided 
by the marketing authorization holder. 
 
Severe neurologic events (including immune effector cell-associated 
neurotoxicity syndrome) may occur. Patients should be carefully 
monitored, and if any abnormalities are observed, appropriate 
measures should be taken in accordance with instructions, such as 
the guidance for management of immune effector cell-associated 
neurotoxicity syndrome, provided by the marketing authorization 
holder. 

1. WARNINGS 
Severe cytokine release syndrome and neurologic events (including 
immune effector cell-associated neurotoxicity syndrome) may occur. 
Since cases involving cytokine release syndrome that resulted in 
death have also been reported, caution should be exercised for the 
following: 
1 This drug should be administered under appropriately arranged 

conditions, such as inpatient management, particularly during the 
initial phase of treatments. 

2 Severe cytokine release syndrome may occur. In addition to taking 
preventive measures such as administration of premedication 
against cytokine release syndrome, patients should be carefully 
monitored. If any abnormalities are observed, appropriate 
measures should be taken in accordance with instructions, such 
as the guidance for management of cytokine release syndrome, 
provided by the marketing authorization holder. 

3 Severe neurologic events (including immune effector cell-
associated neurotoxicity syndrome) may occur. Patients should be 
carefully monitored, and if any abnormalities are observed, 
appropriate measures should be taken in accordance with 
instructions, such as the guidance for management of immune 
effector cell-associated neurotoxicity syndrome, provided by the 
marketing authorization holder. 

 


