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Hospital Responsibilities  
1. Review this Field Safety Notice and ensure that affected personnel are aware of the contents. 
2. Immediately locate and quarantine any affected product in your inventory. Your Zimmer Biomet sales 

representative may assist with removing the affected product(s) from your facility. 
3. If any affected product has been further distributed, provide your customer(s) with this Field Safety Notice 

and ensure documentation. 
4. Complete Attachment 1 – Certificate of Acknowledgement and send it to 

fieldaction.netherlands@zimmerbiomet.com. This form must be returned even if you do not have any 
affected product available for return. 

5. Retain a copy of Attachment 1 - Certificate of acknowledgement with your records in the event of a 
compliance audit of your facility. 

6. If you have further questions or concerns after reviewing this Field Safety Notice, please contact your local 
Zimmer Biomet representative. 

 
 
Surgeon responsibilities 
1. Review this Field Safety Notice for awareness of the contents. 
2. There are no specific patient monitoring instructions related to this Field Safety Corrective Action that are 

recommended beyond your existing follow-up schedule. 
3. If you have further questions or concerns after reviewing this Field Safety Notice, please contact your local 

Zimmer Biomet representative. 
 
 
Other Information 
This Field Safety Corrective Action was reported to all relevant Competent Authorities and Notified Bodies as 
required under the applicable regulations for Medical Devices per Regulation (EU) 2017/745 and guidance 
MDCG 2023-3. The undersigned confirms that this Field Safety Notice has been delivered to the appropriate 
Regulatory Agencies. Please be aware that the names of user facilities notified are routinely provided to the 
Competent Authorities for audit purposes.  
 
Please keep Zimmer Biomet informed of any adverse events associated with this product or any other Zimmer 
Biomet product by emailing per.nl@zimmerbiomet.com.  
 
We would like to thank you for your co-operation in advance and regret any inconvenience caused by this Field 
Safety Corrective Action.  
 
 
 
Sincerely,  








