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The marketing authorisation holders MAH(s) for hydroxyethyl starch (HES) - containing medicinal 
products are requested to: 

Question 1 

Provide the latest available evidence regarding the risks of mortality and renal injury associated with 
HES in all clinical settings. 
 

Question 2 
 
Discuss the pathophysiological mechanism of renal injury and increased mortality associated with HES 
including discussion in respect of capillary leakage and systemic inflammatory response in the various 
clinical settings.   
 

Question 3 
 
Provide any new evidence to demonstrate a positive balance of benefits and risks in any clinical setting.  
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