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Urgent safety information 

 
 
Commercial name of the affected products: Neurosurgical precision pressure catheters 
 NEUROVENT-/NEURODUR 
Identifier (e.g. date):      FSN 02/2026 
Type of action:      Field Safety Notice 

Date:        September 07, 2026 

 

Sender:       RAUMEDIC AG 

Hermann-Staudinger-Str. 2 
95233 Helmbrechts, Germany 
Germany 

 

Recipient: 

Distributors and clinical end users of the medical devices specified below. 

 

Details on affected devices: 

The issue affects only Portuguese-language Instructions for Use (IFUs) supplied with certain neurosurgical 
precision pressure catheters. This language version is used exclusively in Portugal and Brazil. 

Affected products are those manufactured after 2023-08-01 (August 1, 2023), still within their approved shelf 
life, and corresponding to one of the catheter variants listed in the table below. 

 

Article-No. (REF) Name 

092946-001 NEUROVENT-P 

092956-001 NEUROVENT 

091678-001 NEUROVENT-IFD-S 

092976-001 NEURODUR 

094268-001 NEUROVENT-P-TEMP 

094288-001 NEUROVENT-TEMP-IFD-S 

094678-001 NEUROVENT 6F 

095008-001 NEUROVENT-PTO 

095108-001 NEUROVENT-PTO 2L 

095317-001 NEUROVENT-IFD-R 

095327-001 NEUROVENT-TEMP-IFD-R 

 

The date of manufacture as well as the catheter variant can be identified on the product label as shown in the 
example figure below. 

 

 

catheter 
variant 

date of 
manufacture 
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The affected products have been distributed with an incorrect Portuguese-language IFU identified as 
zwo-013 pt Rev. 31 / 2023-02-08 or zwo-013 pt Rev. 32 / 2023-12-07. 
 
The affected IFUs can be identified by the document designation shown at the left-hand page margin (see 
figure below). 
 
 

 

 

 
 
 

Description of the problem: 

RAUMEDIC has identified that the Portuguese-language Instructions for Use (IFU) for neurosurgical 
precision pressure catheters contain translation-related inaccuracies. 

 

1. Incorrect translation of a safety warning 

In Section 16, “Warnings and Precautions”, a warning regarding the use of high-frequency (HF) surgical 
equipment has been translated incorrectly. 

The approved English text states: 

“The product is not equipped with protective measures to prevent the patient from being burnt when high-
frequency surgical equipment is used.” 

In the Portuguese translation, the word “not” was inadvertently omitted. As a result, the translated text may 
incorrectly imply that the catheter is equipped with protective measures to prevent patient burns when HF 
surgical equipment is used. This does not reflect the actual design, performance characteristics, or intended 
use of the device. 

 

2. Outdated indication listed in the Portuguese IFU 

In Section 2, “Indications”, the Portuguese-language IFU continues to list hepatic encephalopathy as an 
indication for use. This indication was removed from the indication purpose during the transition to 
Regulation (EU) 2017/745 (MDR) and is no longer included in any other language version of the IFU. 

Due to an editorial oversight, this indication remained in the Portuguese translation despite having been 
removed from the approved indication. Consequently, the Portuguese IFU does not accurately reflect the 
currently approved indications for use of the device. 

 

 

The identified translation errors do not affect the design, manufacture, performance, or quality of the device 
itself. However, reliance on the incorrect Portuguese IFU may result in users being provided with inaccurate 
information regarding device use and safety precautions. To date, RAUMEDIC has not received any reports 
of incidents, serious incidents, or injuries related to this issue. 

 

 

A corrected digital version of IFU Revision 33 is available at www.raumedic.com/ifu. Physical copies of IFU 
Revision 33 can be requested using the enclosed reply form. 

 

 

 

http://www.raumedic.com/ifu
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Field Safety Notice 
Reply form 

 

1. Safety Information 

FSN Reference Number 02/2026 

FSN Date September 07, 2026 

Product information 
Neurosurgical precision pressure catheters 

NEUROVENT-/NEURODUR 

REF 

092946-001 

092956-001 

091678-001 

092976-001 

094268-001 

094288-001 

094678-001 

095008-001 

095108-001 

095317-001 

095327-001 

 
 

2. Customers details 

Customer  

Healthcare facility  

Address  

Department/area  

Delivery address, if different  

Contacts person  

Title or function  

Phone Number  

Email  

 
 

3. Actions carried out by the healthcare facility / distributor 

☐ I confirm receipt of the Field Safety Notice and that I have read and understood its contents 

☐ 
The information and required actions have been communicated to all relevant users and 
implemented 

☐ Inventory has been checked 

☐ I no longer have any affected products in my inventory 
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☐ I have affected products 

☐ I would like to request                       physical copies of the IFU (please enter the quantity). 

☐ Affected products have been separated and 
provided with a copy of this Field Safety Notice 
and the enclosed, incorrect IFU was replaced 
with a physical copy of the corrected IFU 
Revision 33. 

S/N:   S/N: 

S/N:   S/N: 

S/N:   S/N: 

S/N:   S/N: 

S/N:   S/N: 

S/N:   S/N: 

S/N:   S/N: 

S/N:   S/N: 

S/N:   S/N: 

S/N:   S/N: 

S/N:   S/N: 

S/N:   S/N: 

S/N:   S/N: 

S/N:   S/N: 

S/N:   S/N: 

S/N:   S/N: 

 

*If there is insufficient space on this form, please prepare a separate list. 

☐ a separate list is attached to record the S/N. 

 Name 

 Signature 

 Date 

 
 
 

4. Feedback to sender 

Email neuromonitoring@raumedic.com 

Customer Service Hotline +49 – (0)9252-359-1587 

Fax +49 – (0)9252-359-513333 

Address RAUMEDIC AG 

Hermann-Staudinger Str. 2 

95233 Helmbrechts 

Germany 

Web Portals www.raumedic.com 

Deadline for returning the Customer Response 
Form 

September 21, 2026 
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It is important that your organisation takes the actions listed and confirms receipt of the FSN. 

 

Your organisation’s response is the evidence we need to monitor the progress of the corrective action. 

 




