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URGENT Field Safety Notice 
AIC Purge Flag Failures 

For Attention of*: All Automated Impella Controller (AIC) 
 
Contact details of local representative (name, e-mail, telephone, address etc.)* 
E-Mail: DL-EUFSCA@its.jnj.com  

                                                          
Abiomed Europe GmbH                                                                                  
Neuenhofer Weg 3                                                                                              
D-52074 Aachen                                                                                                                                                     
Customer Service Tel.: +800 0 22 466 33                                                                
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If a purge flag component failure were to occur during hemodynamic support, the user 
would see a “Purge Disc not Detected” alarm on the AIC. As per the Instructions for Use 
(IFU), first reinsert the purge disc to address the alarm. If that action does not clear the 
alarm, switch to a backup Automated Impella Controller. Refer to below for an example of 
the alarm: 
 

 
 
Improper cleaning can cause damage to plastic components including the purge flag. 
Ensure cleaning of the AIC housing with a mild detergent as specified in the IFU.  
 
Hospital inventory can continue to be used to ensure continuity of care. The 
Abiomed service team is working on a plan to implement this replacement. The 
replacement will be implemented through annual preventative maintenance or individual 
outreach. 
 
ACTIONS TO BE TAKEN BY CUSTOMER/USER: 
 
• Hospital inventory can continue to be used while awaiting service from 

Abiomed to ensure continuity of care. 
 
• All AIC units globally are in scope of this removal, and as such, a phased removal 

approach is being implemented. 
 
• Abiomed’s field service team will contact you to schedule the specified replacement, 

please work with them to return the identified device(s) to implement replacement of 
the purge flag and purge retainer components within the purge pressure sensor 
assembly of the AIC. 

 
• In the event of these purge flag component failures and associated alarms, as per 

IFU, first reinsert purge disc to address the alarm. If that action does not clear the 
alarm, switch to a backup Automated Impella Controller. 

 
• Improper cleaning can cause damage to plastic components including the purge flag. 

Ensure cleaning of the AIC housing with mild detergent as specified in the IFU. 
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This Customer reply form also applies to these additional organizations: 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

It is important that your organisation takes the actions detailed in the FSN and 
confirms that you have received the FSN.  
 
Your organisation's reply is the evidence we need to monitor the progress of the 
corrective actions.  

 
 




