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--- URGENT --- 

FIELD ACTION NOTIFICATION 
 

BIOSURE HA 6×20 mm / BIOSURE REGENESORB (RG) 5×20 mm Interference Screws  
Please see product detail below 

 

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

72201768 BIOSURE HA 6×20 mm interference screw  51315219 03596010611642 
72204389 BIOSURE REGENESORB (RG) 5×20 mm 

interference screw 
51306803 00885554036572 

 
FSCA no.: R-2025-07 
24-November-2025 

 
 
DESCRIPTION OF THE PROBLEM 

This letter is to inform you that Smith & Nephew, Inc., has initiated a field action to 
voluntarily remove one lot of BIOSURE HA 6×20 mm interference screws and one lot of 
BIOSURE REGENESORB (RG) 5×20 mm interference screws due to a labeling error. 
Complaints were received indicating a partial mix of packages containing BIOSURE 
REGENESORB (RG) 5×20 mm interference screws instead of BIOSURE HA 6×20 mm 
interference screws as described on the product label. 

In the most likely scenario, the labeling mismatch is identified during surgery set up, or the 
screw size difference or presence/absence of fenestrations is identified by the surgeon prior 
to screw insertion. A backup device is used, and the surgery is completed without a 
significant delay. There is no hazardous situation and no harm. 

In the worst case scenario, the discrepancy is not identified, and the incorrect screw is used 
and inserted. If the screw breaks, there is a remote possibility of a surgical delay greater 
than 30 minutes to remove the broken screw and use a backup device to complete the 
surgery. 

 
REPORTING TO NATIONAL COMPETENT AUTHORITIES 
In the US this field action is considered a US Class II 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 who 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 
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Please write the RA/STO number on the outside of your shipping container and on the 
documents attached for efficient and accurate processing of the returned products. 
Products returned under these procedures should not be mixed with other stock 
and must be returned within 30 days from the date of the completed FAN. 
 
Shipping address:  

• Smith+Nephew | Attn: Quality Hold and Field Action Returns Department | 76 South 
Meridian Avenue, Dock A | Oklahoma City, OK 73107 

 
 
CONTACT PERSON 

For questions, please contact: 
Cori Hughes, Senior Quality Specialist 
P: +1 901-399-1392 
fieldactions@smith-nephew.com 

 
  






