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Western Australian Medication Safety Group  

 

SAFETY ALERT: HUMULIN R® U-500 INSULIN (500 UNITS/mL) 
 

Highly concentrated insulin (500 units in 1mL, trade name Humulin R® U-500) is 5 times the 
concentration of standard preparations currently used in Australia (100 units/mL).  Caution is 
warranted with the availability, storage and use of Humulin R® U-500 due to the serious risk 
of insulin under or over-dosing.  
 

In Australia, Humulin R® U-500 has not yet received regulatory approval by the Therapeutic 
Goods Administration (TGA), but is available via the Special Access Scheme (SAS). The 
preparation is indicated (overseas) for treatment of patients requiring in excess of 200 units 
of insulin daily.  
 

WAMSG recommend that Humulin R® U-500 is not used in WA public hospitals due to the 
high and unusual concentration of insulin. There are reports of dangerous prescribing, 
dispensing and administration errors resulting from lack of experience with the product and 
confusion with other preparations. It is recommended that any requests to supply the 
product should be first assessed and approved by the hospital’s Drugs and Therapeutics 
Committee (DTC). 
 

Humulin R® U-500 may be brought into the hospital by the patient. WAMSG recommend that 
an individual risk assessment is made for each patient. Ideally Humulin R® U-500 should be 
discontinued whilst the patient is in hospital and an alternative standard treatment 
prescribed.  
 
However, if the decision is made by the DTC to continue Humulin R® U-500 inpatient therapy 
on clinical grounds, careful attention to reducing the risk of medication incidents should be 
considered, including: 

 clear annotation of orders for identification and administration;  

 provision of dose conversion information to assist with dose selection and indication 
of required volumes if using standard U-100 insulin syringes;  

 clear marking of the product; 

 storage well separated from other insulin preparations;  

 handover communication to alert clinical staff to the uncommon insulin treatment; 
and  

 Safety Alerts on the patient’s charts or notes.   
 

In all cases, clinicians are urged to give clear guidance to the patient on discharge depending 
on any decision to change or continue treatment.  
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