
 

 

 

 

FSN Ref.: CRC2021-08-13-01                                                      FSCA Ref.: CRC2021-08-13-01 

***URGENT FIELD SAFETY NOTICE***  

MEDICAL DEVICE RECALL 

 

Date:   September 15, 2021 

For Attention of: Exactech Agents, Representatives, and Distributors in Possession of 

Affected Products 

Affected Product: Exactech Knee and Ankle Ultra-High Molecular Weight Polyethylene 

(UHMWPE) inserts labeled with an 8-year shelf life  

Contact details of local representative:  Name: Elliot Cintron 

                                                                              Email: elliot.cintron@exac.com 

Phone: +41 79 955 2823 

Address:  

Exactech International Operations AG 

Weltpoststrasse 5 

CH-3015 Bern Switzerland 

 

The purpose of this letter is to inform you that a RECALL is being performed by Exactech for all Knee and 

Ankle Ultra-High Molecular Weight Polyethylene (UHMWPE) inserts labeled with an 8-year shelf life. See 

Attachment 1 – Phase 1 Product List for details of affected products reported to be in your inventory. 

 
Description of Issue: Exactech is recalling Exactech Knee and Ankle Ultra-High Molecular Weight Polyethylene 

(UHMWPE) inserts labeled with an 8-year shelf life. These inserts were packaged in vacuum bags that did contain 

a nylon barrier, which does substantially limit oxygen transmission, but did not contain an additional oxygen 

barrier layer consisting of Ethylene Vinyl Alcohol (EVOH) as specified on the packaging drawing.  

 

Use of vacuum bags without an EVOH layer may result in elevated transmission of oxygen to the UHMWPE insert 

packaged therein which can potentially result in increased oxidation of the material relative to inserts packaged 

with EVOH over time.   

 

As a result of extensive packaging material and UHMWPE insert testing by Exactech, data indicate that product 

within scope of this recall still performs as intended if implanted within 5 years of manufacture. 

 

As of August 5, 2021, all products manufactured by Exactech are being packaged in EVOH vacuum bags to ensure 

adequate oxygen barrier properties and protection from oxidation of polyethylene inserts throughout the 8-year 

shelf life. 

 

Clinical Impact: Exposure to oxygen over time can allow oxidation of the UHMWPE implant leading to a 

reduction of mechanical properties, which may ultimately require revision of the implant (UHMWPE Component); 

however, Exactech’s testing and risk assessment confirms that the Nylon bags without the EVOH oxygen barrier 
properties perform similarly to Nylon bags with the EVOH oxygen barrier through 5 years of shelf life.   

 

Actions Being Taken by Exactech: Exactech will be removing all Knee and Ankle UHMWPE products labeled 

with an 8-year shelf life and not packaged in EVOH/Nylon bags.  This will be performed in a phased approach 

over the next 12 months, per the strategy outlined in Table 1 below. At this time, only UHMWPE products labeled 

with an 8-year shelf life are affected. There are no other Exactech UHMWPE products impacted by this recall (e.g. 

those products already labeled with a 5-year shelf life).  
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Table 1: 12-Month Recall Strategy 

Phase I: Immediately return all knee and ankle UHMWPE devices labeled with 

an 8-year shelf life that will be 5 years old or older by 08/31/2022 not 

packaged in EVOH/Nylon bags (See Attachment 1 - Phase I Product 

List). 

Phase II:  Between 05/31/2022 to 08/31/2022 recall all remaining knee and ankle 

UHMWPE devices labeled with an 8-year shelf life not packaged in 

EVOH/Nylon bags (A new Recall Notification and Phase II Product 

Scope will be provided at the beginning of Phase II). 

 

In addition to this Recall Notification, please inform your accounts that Exactech plans to provide a Dear 

Healthcare Professional (DHCP) letter to all Global Offices and Distributors to be forwarded to the end-

users (surgeons) when local language translations become available. 

 
Actions to be Taken by the USER: 

In order to comply with applicable regulations and Exactech policies: 
 CAREFULLY REVIEW THIS RECALL NOTIFICATION to ensure that you fully understand the issue 

identified, the recall strategy, and all actions required. 

 IMMEDIATELY IDENTIFY AND QUARANTINE any of the subject devices in your inventory and/or 

customer’s inventory listed on the Attachment 1 – Phase 1 Product List.  

EXTEND THE DESCRIPTION OF ISSUE AND CLINICAL IMPACT as described in the recall 

notification to your accounts that may have this product in their possession, and inform your accounts that 

Exactech plans to provide a Dear Healthcare Professional (DHCP) letter to all Global Offices and 

Distributors to be forwarded to the end-users (surgeons) when local language translations become available. 

 COMPLETE AND RETURN the attached Recall Inventory Response Form and Attachment 1 – Phase I 

Product List to Exactech via email at recalls@exac.com within 15 business days of receipt of this notice.  

 Please   REPORT   all   device-related   SERIOUS INCIDENTS   to the   manufacturer, distributor   or   

local representative, and the national Competent Authority if appropriate, as this provides important 

feedback. 

 

Our first concern is for the health and safety of patients and the users of our products. Actions of this 

type are collaborative efforts and require your participation to be effective.  

 

Please complete and return the attached Recall Response Form to Exactech within the next 15 

business days.  
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Best regards, 

 

 
                                                                                             

Kate Jacobson 

Director Quality Systems and Compliance 

Exactech, Inc. 

2320 NW 66th Court 

Gainesville, FL 32653 

800.392.2832 

recalls@exac.com 

 

 

 

The relevant National Competent Authorities have been advised of the FSCA. 
 

 

Kate Jacobson (Sep 15, 2021 11:01 EDT)

file://///FS01.exac.com/exactech2/Public/Data/Regulatory/CRCE/CRCM%20Working%20Files/2021/CRC2021-08-13-01%20-%20RECALL_Vacuum%20Bags/OUS%20Roll-Out/FSCA%20Draft/recalls@exac.com
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***URGENT FIELD SAFETY NOTICE RESPONSE FORM*** 
 

Please check the appropriate box and complete as indicated. 

 

 I acknowledge receipt of this Recall Notification and confirm that I fully understand the issue 

identified, the recall strategy, and all actions required. 

 

 I have identified and quarantined the affected devices, as identified in Attachment I - Phase I Product 

List (Attachment 1) and have attached it to this response. 

 

 I agree to extend this the description of issue and clinical impact as described in this notification to 

my accounts that may have this product in their possession. 

 

 
 

 

        

Date Agency  

 

 

                                                      

Name (Print) Name (Signature) 

 

 
 

 

 

 

Thank you for your prompt attention to this matter. Please complete and return this response form to 

recalls@exac.com within 15 business days of receipt. 
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FG Item Number FG Serial Detail Product Line and Description

02-012-47-1009 2765497 2328 - LOGIC CR INSERT

02-012-47-1009 4399513 2328 - LOGIC CR INSERT

02-012-47-1013 4523884 2328 - LOGIC CR INSERT

02-012-47-3009 3838947 2328 - LOGIC CR INSERT

02-012-47-3013 3891473 2328 - LOGIC CR INSERT

02-012-47-3015 4708329 2328 - LOGIC CR INSERT

02-012-47-3513 4697706 2328 - LOGIC CR INSERT

02-012-47-4011 4443709 2328 - LOGIC CR INSERT

02-012-47-4013 4384154 2328 - LOGIC CR INSERT

02-012-47-5011 4364862 2328 - LOGIC CR INSERT

02-012-47-5013 4413510 2328 - LOGIC CR INSERT

02-012-47-5015 4715503 2328 - LOGIC CR INSERT

02-012-48-2511 3950657 2328 - LOGIC CR INSERT

02-012-48-2511 4365007 2328 - LOGIC CR INSERT

02-012-48-2511 4746775 2328 - LOGIC CR INSERT

02-012-48-2513 4758733 2328 - LOGIC CR INSERT

02-012-48-3013 4025923 2328 - LOGIC CR INSERT

02-012-48-3511 4907293 2328 - LOGIC CR INSERT

02-012-48-4009 2982034 2328 - LOGIC CR INSERT

02-012-48-4013 4757675 2328 - LOGIC CR INSERT

02-012-48-5009 4746165 2328 - LOGIC CR INSERT

02-012-48-5011 4726210 2328 - LOGIC CR INSERT

02-012-48-5013 4553908 2328 - LOGIC CR INSERT

02-012-49-1011 4733172 2328 - LOGIC CR INSERT

02-012-49-1013 3700853 2328 - LOGIC CR INSERT

02-012-49-1013 4770398 2328 - LOGIC CR INSERT

02-012-49-2011 4715464 2328 - LOGIC CR INSERT

02-012-49-2511 4364992 2328 - LOGIC CR INSERT

02-012-49-2513 4417717 2328 - LOGIC CR INSERT

02-012-49-3509 4589113 2328 - LOGIC CR INSERT

02-012-49-3511 4745184 2328 - LOGIC CR INSERT

02-012-49-3513 4412071 2328 - LOGIC CR INSERT

02-012-49-5013 2767807 2328 - LOGIC CR INSERT

02-012-49-5013 4417942 2328 - LOGIC CR INSERT

02-012-51-2511 5028366 2329 - LOGIC CRC INSERT

02-012-51-3513 4391125 2329 - LOGIC CRC INSERT

02-012-51-3515 4418213 2329 - LOGIC CRC INSERT

02-012-51-4015 4848963 2329 - LOGIC CRC INSERT

350-41-01 4851797 4206 - ANKLE PRIM MOBILE LINER

350-41-03 4963862 4206 - ANKLE PRIM MOBILE LINER

350-41-04 4913716 4206 - ANKLE PRIM MOBILE LINER

350-41-12 4850107 4206 - ANKLE PRIM MOBILE LINER

350-41-12 4913695 4206 - ANKLE PRIM MOBILE LINER

350-41-14 4913723 4206 - ANKLE PRIM MOBILE LINER

350-41-21 4850100 4206 - ANKLE PRIM MOBILE LINER

350-41-22 4851638 4206 - ANKLE PRIM MOBILE LINER

350-41-24 4850097 4206 - ANKLE PRIM MOBILE LINER

350-41-41 4851727 4206 - ANKLE PRIM MOBILE LINER

350-41-41 4963764 4206 - ANKLE PRIM MOBILE LINER

350-41-42 4850093 4206 - ANKLE PRIM MOBILE LINER

350-41-42 4963758 4206 - ANKLE PRIM MOBILE LINER

350-41-42 4963760 4206 - ANKLE PRIM MOBILE LINER

350-41-43 4851763 4206 - ANKLE PRIM MOBILE LINER

350-41-44 4851693 4206 - ANKLE PRIM MOBILE LINER

350-41-61 4851598 4206 - ANKLE PRIM MOBILE LINER

350-41-62 4851588 4206 - ANKLE PRIM MOBILE LINER

350-41-63 4851593 4206 - ANKLE PRIM MOBILE LINER

350-41-64 4962970 4206 - ANKLE PRIM MOBILE LINER



350-42-01 4962063 4206 - ANKLE PRIM MOBILE LINER

350-42-01 4962064 4206 - ANKLE PRIM MOBILE LINER

350-42-04 4847172 4206 - ANKLE PRIM MOBILE LINER

350-42-11 4851829 4206 - ANKLE PRIM MOBILE LINER

350-42-12 4914325 4206 - ANKLE PRIM MOBILE LINER

350-42-14 4914363 4206 - ANKLE PRIM MOBILE LINER

350-42-21 4851472 4206 - ANKLE PRIM MOBILE LINER

350-42-22 4851477 4206 - ANKLE PRIM MOBILE LINER

350-42-41 4851484 4206 - ANKLE PRIM MOBILE LINER

350-42-41 4964051 4206 - ANKLE PRIM MOBILE LINER

350-42-42 4851486 4206 - ANKLE PRIM MOBILE LINER

350-42-44 4850484 4206 - ANKLE PRIM MOBILE LINER

350-42-44 4964062 4206 - ANKLE PRIM MOBILE LINER

350-41-01 4851798 4206 - ANKLE PRIM MOBILE LINER

350-41-01 4986269 4206 - ANKLE PRIM MOBILE LINER

350-41-11 4851670 4206 - ANKLE PRIM MOBILE LINER

350-41-11 4963856 4206 - ANKLE PRIM MOBILE LINER

350-41-14 4851603 4206 - ANKLE PRIM MOBILE LINER

350-41-21 4963852 4206 - ANKLE PRIM MOBILE LINER

350-41-22 4851640 4206 - ANKLE PRIM MOBILE LINER

350-41-41 4963765 4206 - ANKLE PRIM MOBILE LINER

350-41-42 4963759 4206 - ANKLE PRIM MOBILE LINER

350-41-44 4851696 4206 - ANKLE PRIM MOBILE LINER

350-41-61 4851597 4206 - ANKLE PRIM MOBILE LINER

350-41-62 4963649 4206 - ANKLE PRIM MOBILE LINER

350-41-63 4851594 4206 - ANKLE PRIM MOBILE LINER

350-42-01 4851768 4206 - ANKLE PRIM MOBILE LINER

350-42-04 4847173 4206 - ANKLE PRIM MOBILE LINER

350-42-11 4851832 4206 - ANKLE PRIM MOBILE LINER

350-42-21 4851469 4206 - ANKLE PRIM MOBILE LINER

350-42-21 4851470 4206 - ANKLE PRIM MOBILE LINER

350-42-24 4851476 4206 - ANKLE PRIM MOBILE LINER

350-42-41 4851483 4206 - ANKLE PRIM MOBILE LINER

350-42-41 4964054 4206 - ANKLE PRIM MOBILE LINER

350-42-43 4851501 4206 - ANKLE PRIM MOBILE LINER

350-42-44 4964061 4206 - ANKLE PRIM MOBILE LINER

350-42-61 4964127 4206 - ANKLE PRIM MOBILE LINER

350-42-61 4964130 4206 - ANKLE PRIM MOBILE LINER

350-42-62 4850479 4206 - ANKLE PRIM MOBILE LINER

350-42-63 4850488 4206 - ANKLE PRIM MOBILE LINER

350-42-64 4964131 4206 - ANKLE PRIM MOBILE LINER

350-42-64 4964134 4206 - ANKLE PRIM MOBILE LINER

350-41-01 4851799 4206 - ANKLE PRIM MOBILE LINER

350-41-42 4963757 4206 - ANKLE PRIM MOBILE LINER

350-41-64 4851600 4206 - ANKLE PRIM MOBILE LINER

350-42-02 4847131 4206 - ANKLE PRIM MOBILE LINER

350-42-64 4964132 4206 - ANKLE PRIM MOBILE LINER

02-012-47-1009 3555828 2328 - LOGIC CR INSERT

02-012-47-1011 3637103 2328 - LOGIC CR INSERT

02-012-47-1013 3331754 2328 - LOGIC CR INSERT

02-012-47-1013 4364634 2328 - LOGIC CR INSERT

02-012-47-1015 3564739 2328 - LOGIC CR INSERT

02-012-47-2009 3631741 2328 - LOGIC CR INSERT

02-012-47-2013 3632012 2328 - LOGIC CR INSERT

02-012-47-2013 4708187 2328 - LOGIC CR INSERT

02-012-47-2015 3631756 2328 - LOGIC CR INSERT

02-012-47-2015 4198882 2328 - LOGIC CR INSERT

02-012-47-2511 4670028 2328 - LOGIC CR INSERT

02-012-47-2515 4476555 2328 - LOGIC CR INSERT



02-012-47-3015 3857726 2328 - LOGIC CR INSERT

02-012-47-3511 2816032 2328 - LOGIC CR INSERT

02-012-47-3513 2865502 2328 - LOGIC CR INSERT

02-012-47-3513 4364821 2328 - LOGIC CR INSERT

02-012-47-3515 3533918 2328 - LOGIC CR INSERT

02-012-47-4013 4492424 2328 - LOGIC CR INSERT

02-012-47-5009 3636057 2328 - LOGIC CR INSERT

02-012-47-5011 3630036 2328 - LOGIC CR INSERT

02-012-47-5013 3629824 2328 - LOGIC CR INSERT

02-012-47-5015 2995030 2328 - LOGIC CR INSERT

02-012-47-5015 4417871 2328 - LOGIC CR INSERT

02-012-48-1009 3522742 2328 - LOGIC CR INSERT

02-012-48-1011 3522731 2328 - LOGIC CR INSERT

02-012-48-1011 4365159 2328 - LOGIC CR INSERT

02-012-48-1013 3533698 2328 - LOGIC CR INSERT

02-012-48-2009 3585498 2328 - LOGIC CR INSERT

02-012-48-2011 2994096 2328 - LOGIC CR INSERT

02-012-48-2013 4417833 2328 - LOGIC CR INSERT

02-012-48-2509 4809030 2328 - LOGIC CR INSERT

02-012-48-2511 3523367 2328 - LOGIC CR INSERT

02-012-48-2511 4365013 2328 - LOGIC CR INSERT

02-012-48-2513 3534224 2328 - LOGIC CR INSERT

02-012-48-2513 4365021 2328 - LOGIC CR INSERT

02-012-48-3009 4762035 2328 - LOGIC CR INSERT

02-012-48-3011 2767466 2328 - LOGIC CR INSERT

02-012-48-3013 3632092 2328 - LOGIC CR INSERT

02-012-48-3013 3632104 2328 - LOGIC CR INSERT

02-012-48-3013 4454815 2328 - LOGIC CR INSERT

02-012-48-3509 3585568 2328 - LOGIC CR INSERT

02-012-48-3511 3950693 2328 - LOGIC CR INSERT

02-012-48-3511 4341334 2328 - LOGIC CR INSERT

02-012-48-3513 4770409 2328 - LOGIC CR INSERT

02-012-48-4009 3593638 2328 - LOGIC CR INSERT

02-012-48-4011 3632391 2328 - LOGIC CR INSERT

02-012-48-4013 3632324 2328 - LOGIC CR INSERT

02-012-48-4013 4540002 2328 - LOGIC CR INSERT

02-012-48-5009 3629883 2328 - LOGIC CR INSERT

02-012-48-5009 4746157 2328 - LOGIC CR INSERT

02-012-48-5011 2994544 2328 - LOGIC CR INSERT

02-012-48-5011 4540373 2328 - LOGIC CR INSERT

02-012-48-5013 3670358 2328 - LOGIC CR INSERT

02-012-49-1009 2767579 2328 - LOGIC CR INSERT

02-012-49-1011 3535175 2328 - LOGIC CR INSERT

02-012-49-1011 4417797 2328 - LOGIC CR INSERT

02-012-49-1013 2969504 2328 - LOGIC CR INSERT

02-012-49-2009 3631521 2328 - LOGIC CR INSERT

02-012-49-2011 3667232 2328 - LOGIC CR INSERT

02-012-49-2013 2767659 2328 - LOGIC CR INSERT

02-012-49-2013 4158608 2328 - LOGIC CR INSERT

02-012-49-2509 3953235 2328 - LOGIC CR INSERT

02-012-49-2509 4364973 2328 - LOGIC CR INSERT

02-012-49-2511 4003449 2328 - LOGIC CR INSERT

02-012-49-2511 4158208 2328 - LOGIC CR INSERT

02-012-49-2513 3327897 2328 - LOGIC CR INSERT

02-012-49-2513 4182243 2328 - LOGIC CR INSERT

02-012-49-3009 3950101 2328 - LOGIC CR INSERT

02-012-49-3009 4417732 2328 - LOGIC CR INSERT

02-012-49-3011 2767715 2328 - LOGIC CR INSERT

02-012-49-3013 3632113 2328 - LOGIC CR INSERT



02-012-49-3013 4400597 2328 - LOGIC CR INSERT

02-012-49-3509 3535718 2328 - LOGIC CR INSERT

02-012-49-3509 4745897 2328 - LOGIC CR INSERT

02-012-49-3511 2797251 2328 - LOGIC CR INSERT

02-012-49-3511 4418231 2328 - LOGIC CR INSERT

02-012-49-3513 3535706 2328 - LOGIC CR INSERT

02-012-49-3513 4845012 2328 - LOGIC CR INSERT

02-012-49-4009 3629930 2328 - LOGIC CR INSERT

02-012-49-4009 4513375 2328 - LOGIC CR INSERT

02-012-49-4011 2767779 2328 - LOGIC CR INSERT

02-012-49-4011 4340353 2328 - LOGIC CR INSERT

02-012-49-4013 2767795 2328 - LOGIC CR INSERT

02-012-49-4013 4709672 2328 - LOGIC CR INSERT

02-012-49-5009 2994070 2328 - LOGIC CR INSERT

02-012-49-5009 4341352 2328 - LOGIC CR INSERT

02-012-49-5011 2994050 2328 - LOGIC CR INSERT

02-012-49-5013 2767816 2328 - LOGIC CR INSERT

02-012-49-5013 4417946 2328 - LOGIC CR INSERT

02-012-51-1013 5019599 2329 - LOGIC CRC INSERT

02-012-51-1015 4657454 2329 - LOGIC CRC INSERT

02-012-51-2015 4850770 2329 - LOGIC CRC INSERT

02-012-51-2513 5307679 2329 - LOGIC CRC INSERT

02-012-51-2515 4853649 2329 - LOGIC CRC INSERT

02-012-51-3015 4839677 2329 - LOGIC CRC INSERT

02-012-51-3509 4675249 2329 - LOGIC CRC INSERT

02-012-51-3515 5566108 2329 - LOGIC CRC INSERT

02-012-51-4009 4885409 2329 - LOGIC CRC INSERT

02-012-51-4011 4358441 2329 - LOGIC CRC INSERT

02-012-51-4013 4356485 2329 - LOGIC CRC INSERT

02-012-51-4015 4349237 2329 - LOGIC CRC INSERT

02-012-51-5009 4356488 2329 - LOGIC CRC INSERT

02-012-51-5011 4599412 2329 - LOGIC CRC INSERT

02-012-35-2515 4258694 2325 - LOGIC PS TIBIA,MODINSERT
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