


 
DESCRIPTION AND PICTURES OF THE AFFECTED DEVICES 

The device is a mechanical lock used to connect and release a locking liner into a prosthetic socket. It is 
part of an external prosthetic system that replaces a missing lower limb. 
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DEVICE ISSUE 

The attachment pin and lock can wear down faster than expected in the affected lot numbers due to a 
material compatibility issue. Worn or incompatible attachment pins can increase wear down of locks, 
even when used with a new lock.  

Increased risk of wear is seen for patients that may have difficulty in engaging the lock with the 
attachment pin central to the lock and/or have volumetric fit issues between the residual limb and the 
socket. 

Faster wear can result in the potential for the pin to disengage from the lock, leading to loss of 
suspension, potentially leading to an injury. 





 
INSTRUCTIONS FOR USE  
Please be aware of the following warnings that have been added to the Instructions for Use: 

Warning: Inspect the lock and pin for wear at least once per year, or if there is a change or loss in 
functionality. In case of wear, replace both lock and pin. Excessive wear may cause loss of suspension 
and an increased risk of falling. 
 
Warning: Ensure that the pin is fully engaged. Extended use of the product without full engagement 
may affect safety and performance of the device.  

Warning: Only use Össur components and replacement parts in combination with this device. Use of 
other components may affect safety and performance of the device.  

 

ATTACHMENT 

Instructions for inspection of wear on Icelock Ratchet devices.  

 

ADDITIONAL COMMENT 
 
Please report all device-related incidents to the manufacturer and the national Competent Authority, as 
this provides important feedback. 
 
The Competent (Regulatory) Authority of your country has been informed about this communication to 
customers. 
 
Please maintain awareness of this notice and required actions for an appropriate period to ensure 
effectiveness of the corrective action. 
 
We apologize for any inconvenience this causes you and your patients. If you have questions or 
concerns about this notification, please contact customer service.  
 

Vice President, Quality & Regulatory 
 




