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3. Reason for described Actions 

It was determined that in some instances the combination of the DORO® Easy-Connect Navigation 
Adaptor, BRAINLAB with one of the above-mentioned BRAINLAB products, may affect the accuracy of 
the navigation system. 

4. Risks 

The above-mentioned error can be identified based on a navigation verification by the users, if the 
procedure allows this. In procedures in which a navigation verification is not possible, this error may 
remain undetected. In these cases, potential risk of a patient injury cannot be excluded. No incidents 
have been reported so far. 

5. Actions to be taken by the Customer/User: 

If you receive this Field Safety Notice from pro med instruments GmbH, part of Black Forest Medical 
Group, you have been identified as a hospital or user that have been supplied with the concerned 
product. 
 
The hospitals/ users/ distributors who are in possession with the concerned product are kindly 
requested to  

- review this notification and ensure that all users of the affected products are informed of 
this urgent field safety notice. If you have transferred the affected products to third parties, 
please forward a copy of this letter or inform the contact person mentioned under section 9. 

- discontinue the use of the concerned product. 
- check your stock to determine if you have any affected products. 
- complete the attached “Acknowledgement and Receipt Form”, select your desired 

corrective action type (repair by the manufacturer or repair on-site) and return it by fax or 
email (see contact information under section 9 below) to pro med instruments, part of Black 
Forest Medical Group to confirm receipt by March 28th, 2025, at the latest.  
Repairs will be available from the 4th of April 2025 and can be conducted after receipt of the 
completed ‘Acknowledgement and Receipt Form’. 
 

 
If, after reviewing this notification, you have any further questions or queries please discuss them 
with your DORO® sales representative. 
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8. Type of Action by pro med instruments GmbH, part of Black Forest Medical Group:

Immediate actions: 
 Identification of customers/ hospitals/ users with concerned products
 Recall of concerned products
 Information to relevant national competent authorities

Corrective Actions: 
 Ensure that the affected devices in the field have been separated
 Restore product compatibility of separated devices within the field through free-of-charge

upgrades of recalled products by:
o upgrading of returned devices by the manufacturer's service department
o provision of spare parts for upgrading the returned devices by the user or an

authorized DORO sales representative on-site
 Ensure, there are no more defective products and associated subcomponents in the field.

9. Contact INFORMATION for questions and response:

Headquarter Germany:

Name Nicholas Preissler 
Department Quality Management 
Company pro med instruments GmbH, part of Black Forest Medical Group 
Phone +49 761 384 222- 10

Monday through Friday, 8:00 AM to 5:00 PM, CEST (Central European Summer Time)

E-Mail complaint@blackforestmedical.com 
Fax +49 761 384 222 81
Address Boetzinger Str. 86, 79111 Freiburg, Germany 

If you are a US-Customer, please address your response to our US Subsidiary: pro med 
instruments Inc. part of Black Forest Medical Group 

Name Nicholas Preissler 
Department Quality Management 
Company pro med instruments Inc. part of Black Forest Medical Group 
Phone +1 239 369 2310

+1 877 225 4086 (toll free)
Monday through Friday, 8:30 AM to 5:30 PM, EST (Eastern Standard Time)

E-Mail complaint@blackforestmedical.com 
Fax +1 239 540 5790
Address 4529 SE 16th place, Cape Coral FL 33904  

pro med instruments GmbH, part of Black Forest Medical Group sincerely regrets any inconvenience 
caused to your organization by this action. 

_____ 
 

Director QM/RA 

Response to Attached Acknowledgement and Product Replacement Forms 
is strongly required.
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MEDICAL DEVICE RECALL RETURN RESPONSE 
Acknowledgement and Receipt Form 

Response to Field Safety Notice is required 
 
pro med instruments GmbH, part of Black Forest Medical Group 
Boetzinger Straße 86  
79111 Freiburg, Germany 
 

Medical Device Recall  

DORO® Easy-Connect Navigation Adaptor, BRAINLAB 
(item No. 1204.002) 

 

☐ I have read and understand the Field Safety Notice instructions received. 
☐ I have checked my stock and have separated inventory consisting of products to be sent back. 

 
Contact information      

Establishment/ Hospital           

Contact person          

Address - Line 1          

Address - Line 2           

Telephone          

E-mail address          
 






