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Date: 2024-02-16    
 

Field Safety Notice 
Prevention of ventricular perforation and fiber ingestion for Impella 

heart pumps 
 
 

For Attention of*: All Impella heart pump users involved in preparation and insertion of 
Impella heart pumps. 

 
Contact details of local representative (name, e-mail, telephone, address etc.)* 
This could be a distributor or local branch of the manufacturer. To be added at the appropriate 
stage in the different local languages. 
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Field Safety Notice (FSN) 
Prevention of ventricular perforation and fiber ingestion for Impella 

heart pumps 
Customer Reply Form 

 
1. Field Safety Notice (FSN) information 

FSN Reference number* 2023-FSN-000156 / 2023-FSN-000157 

FSN Date* 2024-02-09 

Product/ Device name*  All Impella heart pumps 

Product Code(s) 0550-0002; 1000482; 0048-0014; 0048-0002; 
0046-0011; 005060, 005040. 

 

2. Customer Details 

Account Number  

Healthcare Organisation Name*  

Organisation Address*  

Department/Unit  

Shipping address if different to above  

Contact Name*  

Title or Function  

Telephone number*  

Email*  

 

3. Customer action undertaken on behalf of Healthcare Organisation 

 
I confirm receipt of the Field Safety 
Notice and that I read and understood its 
content.  

Complete or enter N/A 

 
I performed all actions requested by the 
FSN. 

Complete or enter N/A  


The information and required actions 
have been brought to the attention of all 
relevant users. 

Complete or enter N/A 

 
I have a query please contact me  Enter contact details if different from above and brief 

description of query 

Print Name* 
 

Signature* 
 

Date* 
 

 
 

4. Return acknowledgement to sender 

Email  

Customer Helpline  

Postal Address  

Web Portal  

Fax   

Deadline for returning the customer reply form*  
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Mandatory fields are marked with * 
 
 

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.  

 
 




