
 
 

 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 

 
 

<Reference: 97273653-FA>         28 October 2024 
 
 
 
 

Urgent Field Safety Notice - Urgent Medical Device Recall 

AMS 800™ Artificial Urinary Sphincter 

 
 
 
 
Dear «Users_Name», 
 
 
Boston Scientific is initiating a removal of specific lots of the AMS 800™ Artificial Urinary Sphincter devices, 
detailed in below table, which may be labeled incorrectly. We have received a report of one (1) device 
labeled as a Pressure Regulating Balloon (UPN 72400024) which instead contained a Control Pump (UPN 
72400098). 
 
The most common outcome reasonably foreseeable as a result of a mislabeled package is a negligible 
prolongation of procedure while a backup device is retrieved. The most serious reasonably foreseeable 
outcome of this issue is an inability to complete the procedure if, after the patient is sedated, a backup 
device is not available, potentially requiring the patient to return at a later time to be re-sedated to complete 
the procedure. 
 
 
Our records indicate that your facility received some of the concerned product. The table below provides 
a complete list of all affected products, including Product Description, Material Number (UPN), GTIN, 
Lot/Batch/Serial numbers and expiration date. Please note that only the devices listed below are 
affected. No other Boston Scientific product is involved in this Field Safety Notice. 
 
Further distribution or use of any remaining product affected by this action should cease 
immediately. 
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«Hospital_Name»  
«Users_Name» 
«Department» 
«Customer_Address» 
«Zip_Code» «City»  
«Country_name» 





Please Complete the form even if you do not have any affected product & send it to your Local Office: 
«Customer_Service_Fax_Number» 

---------------------------------------------------------------------------------------------------------------------------------------------------------------------------- 

Verification Form – Urgent Medical Device Recall 

AMS 800™ Artificial Urinary Sphincter 

97273653-FA 
---------------------------------------------------------------------------------------------------------------------------------------------------------------------------- 
 

 
1.  We acknowledge receipt of the Boston Scientific Field Safety Notice dated 28 October 2024. 
 

2.  Boston Scientific records indicate you have received the following affected product (additionally please 
check inventory against complete list of affected product provided)  
 

Material N° (UPN) Lot / Serial N°  Customer PO Qty Sent Qty to return 

     

 

3.  We confirm that all areas where affected product could be located have been checked. 
 

4.  TICK ONE OF THESE STATEMENTS*, SIGN THIS FORM and send it to «Customer_Service_Fax_Number» 
 

❑ We do not have any affected product. 
 

❑ We have found affected product(s): Please confirm the quantity to return above. If you are returning product 
not listed above, please add the UPN, Lot/Batch/Serial number and the quantity to return. 

 
TO RETURN PRODUCTS: 
1.  After receipt of the Verification Form, Boston Scientific will contact you to arrange return. 
2.  Prepare the package 
3.  Follow the instructions given by your Local Office about collection of the package 
 
 
 
NAME* __________________________________________________Title _________________________________ 
 
 

 
Telephone __________________________________________ Email _______________________________________ 

 
 
 
Customer’ SIGNATURE*_________________________________________________ DATE*_____________________ 
* Required field                 dd/mm/yyyy 

  

 
«Sold_to» - «Hospital_Name» - «City» - «Country_Name» 

Page «Page» 




