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ZFA-2024-00248 

16 January 2025 
 
To: Hospitals and Surgeons 
Subject: URGENT MEDICAL DEVICE FIELD SAFETY NOTICE (CORRECTION) 
 
Affected Product: Optipac®  (see Attachment 2 - Affected Product List) 

 

 
Figure 1: Incorrect tightening and correct tightening 

 
 
Biomet France is conducting a medical device Field Safety Corrective Action (correction) for certain Optipac 
products due to an increased number of product complaints where it was reported that during the process of 
preparation, the monomer liquid does not enter into the cylinder once the blue monomer holders are pushed 
towards the middle of the cylinder. To date, no adverse events have been reported. 
 
Following investigation, the issue can be linked to an incomplete tightening of the mixing rod when it is 
assembled with the cylinder during use. It can lead to an incomplete vacuum within the system, which can 
prevent the complete release of the monomer in the cylinder. The product cannot be used when the monomer 
liquid has not entered the cylinder, and it must be discarded after such occurrence. The above figure 1 shows 
both the “incorrect tightening” and the “correct tightening” of the Optipac product. 
 
 












