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We have ascertained that some individual screw holes in our AGILON® glenoids do not 
conform to the specification in the technical drawing and may be too large. If used with angle-
stable screws, it is possible that the screw may pass through the hole, thus resulting in 
inadequate fixation of the AGILON® glenoid in the bone. 
 
Our records show that you have been supplied with one or more of the affected devices, and 
therefore this product recall concerns you.  
 
 

 
Risk Assessment / Patient Aftercare: 

The production error affecting the screw hole has meant that, with the affected devices 
implanted to date, the angle-stable screws could pass through the holes during the surgery. 
As a result, the rotational and primary stability might be inadequate. Nevertheless, given 
adequate bone quality, sufficient stability should have been achieved with at least one 
additional screw, provided it was securely anchored in the bone.  
 
If adequate rotational and primary stability of the glenoid is not achieved, micromovements 
may cause loosening and a change in the position of the glenoid component, with serious 
consequences. In the worst case, the glenoid component could become dislocated or break 
out. In addition, osteolysis in the neck of the scapula could lead to premature loosening of the 
glenoid, necessitating a revision, including replacement of the glenoid and possibly bone 
augmentation. 
 
If the problem described above is encountered during surgery, it is recommended that the 
patient undergo regular clinical and radiological follow-up examinations.  
To enable early detection and revision of any premature loosening or dislocation/rotational 
instability, the recommended post-op follow-up intervals are 6 weeks, 12 weeks, and 6 months. 
 
If the operation was more than 6 months ago and the problems described did not occur, then 
no additional examination beyond the normal clinical routine is required.  
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Course of action to be conducted: 
 
1. Please read this safety notice carefully and make sure that all the relevant departments 

and operatives are informed about its contents. 
 

2. The implantation of all affected devices at your institution must cease with immediate 
effect. 
 

3. We are recalling all the affected AGILON® glenoid components with the REF numbers 
listed in the table below. 
 

4. Please fill out the accompanying response form and return it to implantcast GmbH within 
five working days by email: FSCA@implantcast.de or fax: +49 4161 744 201. 

Even if you no longer have any of the affected devices in stock because they have been used 
in an operation, please still complete the accompanying response form and return it to us.   

We are aiming to complete this recall by January 18, 2022. Your prompt reply will enable us 
to keep to this deadline and make sure that all non-conforming devices are removed from the 
market as swiftly as possible. 

We confirm that the responsible national authority in your country has been duly informed 
about this safety-relevant corrective action in compliance with the market surveillance 
guidelines (MEDDEV Vigilance Guidance Document, Reference 2.12/1). 
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PLEASE SIGN TO CONFIRM THE FOLLOWING: 

1.) You have received and read the safety notice dated January 07, 2022. 
 

2.) You have checked all your stocks and will return any affected devices that have not yet 
been implanted to the following address:   
 
implantcast GmbH 
AWS-Eingang 
FSCA_22001 
Alter Postweg 10b 
21614 Buxtehude 
Germany 
 
 

3.) You have filled out the table above (please make a copy if you need more space for your 
entries). 
                                                                                                                                                                                                                                                     

Please complete the response form and return it by email to: FSCA@implantcast.de or 
by fax to: +49 4161 744 201. 

Hospital / organization 

 

Address 

 

Name of contact 
 

Position of contact  

 

Tel. no. of contact 

 

Date Signature 

 




