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4.4 Special 
warnings and 
precautions for 
use: 
 
 

Skin reactions:  
 If a patient experiences

an intolerable or severe 
skin reaction ( grade 3; 
US National Cancer 
Institute – Common 
Terminology Criteria for 
Adverse Events, CTCAE),  

Skin reactions:  
Adding: 
Main adverse reactions of cetuximab are 
skin reactions which may become severe, 
especially in combination with 
chemotherapy. The risk for secondary 
infections (mainly bacterial) is increased 
and cases of staphylococcal scalded skin 
syndrome, necrotising fasciitis and sepsis, 
in some cases with fatal outcome, have 
been reported (see section 4.8). 

 

Wording change: 
 an intolerable or If a patient experiences

US grade 3;  severe skin reaction (a 
Common  –National Cancer Institute 

Terminology Criteria for Adverse Events, 
CTCAE)  

Contraindications     

Adverse events   

Drug Interactions     

Others     
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