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SAFETY NOTICE
Lobster Project 2.0 implantable device

20/12/2024

Subject: Safety notice regarding the expiry date in the UDI code of the Lobster Project 2.0 implantable device

Dear customer/user,

Diametros Medical S.r.l. is sending this communication to inform of an error in the UDI code of the Lobster Project 
2.0 devices.

Problem and potential risk
The expiry date detected by reading the DataMatrix associated with the UDI code shown on the label is incorrect, as 
it is entered in DDMMYY format instead of YYMMDD format. The correct expiry date is the one shown on the label 

flanked by the harmonized hourglass symbol (e.g. ). 
If the operator refers to the date detected by the optical reader, he may incur in using the device beyond the expiry 
date, which corresponds to guaranteeing the sterility of the medical device.

THERE IS NO RISK OF EXPIRED DEVICES BEING IMPLANTED TO DATE, AS THE EARLIEST EXPIRY DATE OF THE DEVICES 
COVERED BY THIS NOTICE IS 08/2026 (AUGUST 2026).

Actions required for distributors and/or users
Distributors must proceed by identifying the destination of the devices covered by this notice, recalling them and 
returning them to Diametros Medical for relabelling. 
Users who are in possession of the products covered by this notice should contact their distributor's contact person 
to organize the take-back procedure.
Any communication must be sent to qualita@diametrosmed.com

The list of device codes and batches covered by this notice is given in Annex II. 

Lorenzo Fortuna
Managing Director
Diametros Medical S.r.l.

Attachments:
- Annex I "Safety Notice Response Form".
- Annex II 'List of device codes and batches'.












