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--- URGENT --- 

FIELD ACTION NOTIFICATION 
 

LGN TIBIAL OFFSET BUSHING 4MM  
Please see product detail below / in the attached list 

 

Product No. Description Batch No. Unique Device 
Identifier(s) 

71434352 LGN TIBIAL OFFSET BUSHING 4MM 22CM02229 03596010550033 
 

FSCA no.: R-2025-06 
29-October-2025 

 
 
DESCRIPTION OF THE PROBLEM 
This letter is to inform you that Smith & Nephew, Inc. has initiated a Field Action to voluntarily 
remove one batch of LGN TIBIAL OFFSET BUSHING 4MM due to a manufacturing error. A batch 
of LGN TIBIAL OFFSET BUSHING 4MM was laser etched incorrectly with 2MM instead of 4MM. 

 

In the most likely scenario, the discrepancy is identified during kitting of the 4MM bushing 
(lasered 2MM). There is no hazardous situation or harm. In the worst case scenario, the 
discrepancy is identified during trialing. The surgical team will assess and complete trialing 
with the other instruments in the tray. As this occurs during the trialing step, the surgery can 
be completed successfully, but there is a potential for a surgical delay of greater than 30 
minutes. 

 
REPORTING TO NATIONAL COMPETENT AUTHORITIES 
In the US this field action is considered a US Class III Recall. Field Action Reporting to local 
governments in RoW is the responsibility of the local subsidiary/distributor(s). 
 
If any subsidiary/distributor has further distributed the mentioned devices to other countries, 
please indicate asap to the Field Action Coordinator (FAC), including the information whether 
you will notify the consignee and the respective competent authority yourself or if you require 
support of the FAC. 

 
ACTIONS TO BE TAKEN BY THE DISTRIBUTOR 
 Identify and quarantine the products in your warehouse. 
 Identify and inform all users, which have received affected products with the attached 

Field Safety Notice for Recall. 

 Collect return slips of the Field Safety Notice for Recall (to confirm awareness of all 
affected users) and forward them to the specified contact below. If acknowledgement is 
not provided by any of the affected users provide evidence of three attempts to notify 
these users. 

 Complete the acknowledgment section on the last page and return it to the specified 
contact below. 

 Return collected products as instructed below. 








