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Potential Risk: 
 

The inability of the pump to recognize a loaded syringe can potentially lead to a delay in the 
initiation of an infusion due to clinicians being unable to complete programming. Interruption 
of therapy may potentially occur if syringe recognition is lost during an active infusion. Note, 

the pump will display a visual and audible alarm in this scenario. Misidentification of the syringe 
size may potentially result in over‐delivery or under-delivery if the clinician does not verify the 
syringe size prior to starting an infusion. 

 

As reported in the 2018 communication, Smiths Medical had received one (1) report of a serious 
injury potentially related to this issue.  There are no new reports of serious injury or death.   

 

Customer Required Actions – Medfusion Infusion Pumps:  
 

1. Locate any affected Medfusion Syringe Pumps that may be in your possession by 

referring to the table of affected devices on page 1 and ensure all users or potential 
users of these devices are immediately made aware of this notification and proposed 
mitigations. Note each pump has a unique serial number found on the label on the 

bottom of the pump.  
 

2. You may continue to use the pumps but utilize the Syringe Verification Reference Tool 
originally included with the 2018 Notice (also provided as Attachment 2 of this 
communication) until pumps containing potentially affected Barrel Clamp Guides are 

repaired. 

 

3. Complete and return the attached Response Form to EMEA-FSN@icumed.com within 

ten days of receipt to acknowledge your understanding of this notification. 

 

4. DISTRIBUTORS:  If you have distributed potentially affected products to your customers, 
please immediately forward this notice to them and request that they complete the 

response form and return it to YOU.  Then the DISTRIBUTOR must complete a SINGLE 
form with the required details and return to EMEA-FSN@icumed.com   

 

 

 

 

 

 








