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Action to be taken by the Customer:  
 

1. Stop use of the affected lots immediately.  
2. If the IO FLO-S has already been used for scanning, please immediately contact the 

dental laboratory that manufactured the dental restoration and direct the laboratory to 
contact Dentsply Sirona Atlantis Customer Service, immediately (see contact data below) 
to verify if the scans are correct. 

3. If the IO FLO-S has already been used and a structure has been manufactured and 
placed into the patient, please immediately contact the patient and verify the correct 
engagement of the suprastructure, correct fit and torque of the prosthetic screws. Please 
contact your local Dentsply Sirona Atlantis Customer Service, immediately (see contact 
data below).  

4. Return any affected lots for refund or replacement to the address below by including the 
completed and signed Answer Letter (see page 3). If unable to identify the affected lots, 
please return all products of the affected types. 

Name of local DS country organization 

Address 

5. Please return the completed and signed Answer Letter (page 3 of this document) to the 
local Dentsply Sirona country organization identified above within one week after receipt 
of this Urgent Field Safety Notice. Timely completion will allow us to process your 
replacement product more quickly. 

 
Transmission of this Urgent Field Safety Notice 
Please provide this Notice to everyone that needs to be aware of this issue inside or outside of 
your organization.   

Specifically, please provide this Notice to any organization where the potentially affected 
product(s) have been transferred or used within the workflow to create a patient-specific 
restoration, or where this issue may have an impact.  

Please continue to review and abide by this Notice for an adequate timeframe so all affected 
products are identified, and appropriate measure are taken. 

Please report all device-related incidents to the manufacturer, distributor or local representative, 
and the national Competent Authority if appropriate, as this provides important feedback. 

 

Contact data in case of questions: 

Name of local country organization 
Adress XXXXXX 
Phone XXXXXX 
Fax XXXXXX 
Email XXXX@dentsplysirona.com 
 

 
We sincerely regret the inconvenience this manufacturing issue may cause for you and your 
patients.   




