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URGENT SAFETY INFORMATION    avateramedical GmbH 
          Ernst-Ruska-Ring 23 
          07745 Jena 
          Germany 

21. September 2022 
 
 
To: Representative for Medical Device Safety, Medical Technology 
 
 
Service deployment concerning avatera Telemanipulator 
 
This document contains important information for your product. Please ensure that all potential users 
in your healthcare facility are made aware of this safety notice and the recommended actions. Please 
retain this document for your records. 
 
Products 
concerned 

Affected regions: all regions 
Affected products: all clinical telemanipulators, manufactured from  
   January 01st 2022 
   Item-Number (REF): 11000000002 

Safety issue Due to mechanical stress on plug connections, data packets of the real-time 
communication may be lost within the telemanipulator. This could lead to a 
"SafeState" during a surgical intervention, which can be remedied with a short 
time delay of approx. 120 sec. by a soft reboot. 

Measures 
required 

You yourself, as the user of the avatera Telemanipulator, do not have to 
observe or perform any safety measures. 
As a preventive measure, the corresponding plug connections are additionally 
secured mechanically by the service staff of avateramedical. Furthermore, 
cable paths are optimized to reduce possible mechanical stress. 
We will contact you within the next two weeks to implement this service 
measure in a timely manner. 

Contact For questions regarding this corrective action or to identify the products 
concerned, please contact your local sales or service representative or the 
Technical Support Service Center. 
Tel. +49 3641 2724 300 / prrc@avateramedical.com. 

 
avateramedical confirms that this notification has been sent to the competent national authority. 
 
In this context, we would like to point out that the preservation of a high level of safety and quality is 
our primary priority. 
 
We thank you for your cooperation and apologize for any inconvenience caused. 
Please also refer to the following page to acknowledge receipt of this safety information. 
 
 
Yours sincerely 
 

______________________ 

Carsten Sumpf 

SVP CR, avateramedical  
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NOTIFICATION CONCERNING A MEDICAL PRODUCT 
 
Please send the completed acknowledgement of receipt by e-mail to: prrc@avateramedical.com 

 
 

Please complete this form and return it to avateramedical immediately upon receipt, but no later than 
7. October 2022. 
 

I acknowledge receipt and comprehension of the enclosed notice about the medical device. I 
further acknowledge that responsible personnel have been informed and have taken or will 
take appropriate action in accordance with this notice. 

 
 
Healthcare facility:  _________________________________________________________ 

Street and number:  _________________________________________________________ 

Postal code and city:  _________________________________________________________ 

Name (print letters):   _________________________________________________________ 

Position:    _________________________________________________________ 

E-Mail address:  _________________________________________________________ 

Phone number:  _________________________________________________________ 

Signature:   _________________________________________________________ 

Date (DD.MM.YYYY)  _________________________________________________________ 

 


