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Urgent Medical Device Recall Notice 

R-2019-13 
 

 

June 11, 2019 

 
 

<Insert Address> 

 

 
This letter is to inform you that Smith & Nephew, Inc. has voluntarily initiated a recall to remove multiple lots of LEGION OPTIMA 

CUTTING BLOCKS due to a design issue. Complaints were received indicating that the cutting slots were potentially damaged. 

The damage resulted in the formation of sharp metal splinters at the corners of the cutting blocks.  

 
Please see product details below: 

 

Product Number  Description Batch Number  

EU000637 Legion Optima Cutting block SZ 2 

 See Attached 

  

  

  

  

  

  

EU000638 Legion Optima Cutting block SZ 3 

EU000639 Legion Optima Cutting block SZ 4 

EU000640 Legion Optima Cutting block SZ 5 

EU000641 Legion Optima Cutting block SZ 6 

EU000642 Legion Optima Cutting block SZ 7 

EU000643 Legion Optima Cutting block SZ 8 

Shipment Date: January 2014 through May 2019 

 

Potential Risk of Use of the Product 
In the event the surgeon receives the cutting block for use and is unaware of the sharp edges on the device, the metal splinters 

could puncture the surgical glove, potentially injuring the healthcare professional or compromising the surgical field. We have not 

received any reports of injury or surgical field compromise, however, in an abundance of caution we are recalling the product to 

prevent the possibility of such events occurring.  

 

 
Required Actions: 

 Please follow the instructions on the attached Response Form. 

 
 

 

 
Enclosure:  Response Form 
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Urgent Medical Device Recall Notice 

R-2019-13 

 
June 11, 2019 

 

<Insert Address> 

                          

PLEASE COMPLETE ALL ITEMS AND RETURN WITHIN 5 DAYS OF RECEIPT 

 

Required Actions: 

1. Please inspect your inventory and locate any devices from the listed product and batch numbers on the first page of this 

Field Action Notification, and quarantine them immediately.   

a. If you are a distributor, you must notify your customers of the field action and ensure that these actions are 

carried out. 

2. If you have no product to return, please put an X in the appropriate location below. 

3. If you have product to return, please list the item, batches and quantities that you are returning in the appropriate boxes 

below. 

4. Complete the remainder of the form, sign and send to FieldActions@smith-nephew.com or fax to 901-566-7975.   

Please Note – even if you have no product to return, this form must be completed, signed and returned. 

5. Once the form is received by Smith & Nephew, you will be sent a Return Authorization (RA) number. 

 

 

If you have any questions or concerns regarding this recall please contact FieldActions@smith-nephew.com. 

 

No Product to Be Returned    

 

Account #/                        

District Office Name 

Sales Area #/Name Product Part Number Batch Number 

 

Quantity of 

Units to be 

Returned 

RA Number                

(for internal 

use only) 

      

      

      

      

      

      

      

      

      

      

      

      

      

      

      

      

 

We hereby confirm that we are aware of this Medical Device Field Action and it has been communicated within our organization. 

 

Printed Name (required): ______________________________________Title: _________________________ 

 

Signature (required):________________________________________________ Date (required):____/____/____ 

 

Email:___________________________________________  Telephone: ( ___  ) ______-_______ 

 

Return affected product to:  Smith & Nephew | Attn: Global Field Actions | Building G, 1450 Brooks Rd. East | Memphis, TN 38116 
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Product Number  Description Batch Number  

EU000637 

Legion Optima Cutting block SZ 2 

  

   

A55470     

A57146     

A58176     

EU000638 

Legion Optima Cutting block SZ 3 

  

   

A55471 A57490 A58177 

A57147 A57736   

A57339 A58072   

EU000639 

Legion Optima Cutting block SZ 4 

  

  

   

A53205 A57491   

A55472 A57737   

A57148 A58073   

A57340 A58178   

EU000640 

Legion Optima Cutting block SZ 5 

  

  

   

A53206 A57341 A58179 

A54552 A57492   

A55473 A57738   

A57149 A58074   

EU000641 

Legion Optima Cutting block SZ 6 

  

   

  

A53207 A57342 A58180 

A54553 A57493   

A55474 A57739   

A57150 A58075   

EU000642 

Legion Optima Cutting block SZ 7 

  

  

   

A53208 A57494   

A55475 A57740   

A57151 A58076   

A57343 A58181   

EU000643 

Legion Optima Cutting block SZ 8 

  

   

A55476 A57495 A58182 

A57152 A57741   

A57344 A58077   

 


