




FSN Ref.: R-2024-07 
02.09.2024  

FRM-01830_EN, Vers. 5.0 3/8 

 

1.7 Affected serial or lot number range: 

C204156 
C204157 
C204158 
C208135 
C208136 
C219063 
C219064 
C233031 
C233033 
C233034 
C332135 
C332136 
C332137 
C335006 
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3. Type of action to mitigate the risk 

3.1 Action to be taken by user*: 

 Identify Device  

 Quarantine Device  

 Return Device  

 Destroy Device 

 On-site device inspection 

 Follow patient management recommendations 

 Take note of amendment / reinforcement of Instructions For Use (IFU)  

 Other – see instructions below in red 

 None  

 

If you have any of the affected product in your inventory, please follow 

instructions:  

 

· Identify the potentially affected products. Rasp handles that were used 

intraoperatively are not affected from the recall. Identification is possible based on 

visible marks on the strike plate. 

· Return the reply form to us and confirm for each product the respective status. 

o Used intraoperatively: You can keep the instrument. 

o As good as new: Return the product to Waldemar Link GmbH & Co. KG. 

· Replacement of affected products will not incur any costs to you. Should you have 
any questions on acquiring replacements for forthcoming surgeries, please contact 
your local sales representative or customer service for Link products.  

· Please return the reply form to us in any event until the 16.09.2024 as 
documentation of the recall. This applies even if you have none of the listed products 
in stock or if these products do not exhibit the defect in question.     

3.2 By when should the action be completed? 

21.10.2024 

3.3 Particular considerations for implantable device: Is follow-up of patients or review of 
patients’ previous results recommended? 

 Yes, the following:  No, because: It is an instrument. 

3.4 Is customer Reply Required?*: 

 Yes, until: 16.09.2024  No 
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3.5 Action being taken by the manufacturer: 

 Product Removal 

 On-site device modification / inspection 

 Software upgrade 

 IFU or labelling change 

 Other 

 None 

3.6 By when should the action be completed? 

16.09.2024 Feedback customer reply form 
21.10.2024 Review of customer reply forms and planned completion of FSCA 

3.7 Is the FSN required to be communicated to the patient /lay user? 

 Yes  No  N/A 

3.8 If yes, has manufacturer provided additional information suitable for the patient/lay user in a 
patient/lay or non-professional user information letter/sheet? 

N/A 

  








