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FCA-2025-003 

25 July, 2025 

Dear Valued Avanos Customer, 

Avanos Medical, Inc. is committed to patient safety and improving patient outcomes. Avanos 

has received reports from customers experiencing issues of unresolvable clogging, bursting, 

and/or tearing when using Nasogastric (NG) tubes.  The severity of possible harm associated 

with this failure mode may be severe.  Avanos has initiated an investigation to determine 

the root cause of these failures, and we are committed to taking the necessary steps to 

inform our affected customers so that they may take appropriate action.  As an initial action, 

Avanos has implemented updates to the Instructions for Use (IFU) for the AVANOS* 

CORFLO* Nasogastric / Nasointestinal Feeding Tubes and AVANOS* CORTRAK* 2 

NASOGASTRIC / NASOINTESTINAL FEEDING TUBE with Electromagnetic Transmitting Stylet 

to clarify device lifetime and the best ways to deal with a blocked tube. 

 

The purpose of this letter is to advise you that Avanos Medical is providing a Field Safety 

Notice (FSN) regarding the AVANOS* CORFLO* Nasogastric / Nasointestinal Feeding 

Tubes and AVANOS* CORTRAK* 2 NASOGASTRIC / NASOINTESTINAL FEEDING TUBE With 

Electromagnetic Transmitting Stylet.  The IFU has been updated to provide clearer 

guidance regarding device lifetime and unclogging recommendations.  The changes were 

written and approved in December 2024 and were released for use in March 2025. 

Impacted devices are listed in ATTACHMENT 1. 

 

 

HEALTH RISKS (POSSIBLE OUTCOMES OF FAILURE) 

 

Possible outcomes could result with any of the following infrequently occurring factors as a 

result of use or misuse of any feeding tube or its replacement:  

• Pneumothorax 

• GI perforation 

• Aspiration 

• Airway obstruction 

• Tissue irritation or necrosis 

• Allergic reaction 

• Contamination 

• Delay in diagnosis 

• Delay or miss dose of medication or nutrition and related complications or the need 

for additional medical procedures. 

 

TYPE OF ACTION BY THE COMPANY 

 

Avanos wants to ensure optimal patient safety by promoting awareness and minimizing the 

risk of potential harm. Therefore, while the product may continue to be used by qualified, 

trained users, Avanos has made updates to the IFU as indicated below.   

 



URGENT FIELD SAFETY NOTICE 

AVANOS* CORFLO* Nasogastric / Nasointestinal Feeding Tubes and AVANOS* 
CORTRAK* 2 NASOGASTRIC / NASOINTESTINAL FEEDING TUBE With 

Electromagnetic Transmitting Stylet 

 
 

Page 2 of 8 

 

GUIDANCE FROM INSTRUCTIONS FOR USE 

 
The updated Instructions for Use (IFU) provide the following guidance for the device 

lifetime, tube maintenance and unclogging recommendations: 

 

 
Figure 1 - Device lifetime indication in the IFU 
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The Warning section was relocated below “Device Lifetime” and above “Tube Insertion,” 

and removed from the body of the IFU: 
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Additionally, a warning was relocated into the “Tube Maintenance” section, and a new 

section “To Unclog a Tube” was added: 

 

 
Figure 2 - Included consolidated information on Tube Maintenance and Unclogging in the IFU 

 

 

WHAT SHOULD I DO IN RESPONSE TO THIS FIELD SAFETY NOTICE? 

Our records show that you and/or your facility have one or more of the affected products in 

use.  Avanos requests that you take the following actions. 

 

• To confirm receipt of this FSN and to indicate that you have read and implemented 

the actions to be taken, COMPLETE and RETURN the attached Acknowledgement 

Form (Attachment 2) to Avanos via email to AvanosFieldAction@sedgwick.com.  

mailto:AvanosFieldAction@sedgwick.com
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• The AVANOS* CORFLO* Nasogastric / Nasointestinal Feeding Tubes and AVANOS* 

CORTRAK* 2 NASOGASTRIC / NASOINTESTINAL FEEDING TUBE With 

Electromagnetic Transmitting Stylet devices may continue to be used by qualified, 

trained users.  If you need additional training, please contact your local field sales 

representative. 

• If you have experienced adverse reactions or quality problems during the use of the 

AVANOS* CORFLO* Nasogastric / Nasointestinal Feeding Tubes and AVANOS* 

CORTRAK* 2 NASOGASTRIC / NASOINTESTINAL FEEDING TUBE With 

Electromagnetic Transmitting Stylet, please reach out to our Partners in Quality 

nurses to report the issue at PIQ.EMEA@avanos.com and also report the incidents 

to the concerned competent authority. 

 

Please respond within five (5) business days of receipt of this letter. 

 

The Competent Authority of your country has been informed about this Field Safety Notice. 

Please maintain a copy of this letter for your records. Share this communication within your 

organisation, with other organisations where affected devices have been transferred, and 

with any other associated organisations that may be impacted by this action. 

 

Thank you for your assistance. We appreciate your prompt attention in this matter and 

apologize for any disruptions this issue may cause to your facility. 

Sincerely, 

 

Klien van Dam 

Senior Director, Quality and Regulatory 

Affairs International 

Avanos Medical Belgium BV. 

 

Tamara Cardona 

Sr. Manager Global Post Market 

Surveillance 

Avanos Medical, Inc. 

 

 

 

 

 

 

 
Avanos Inc. is responsible for the safety and performance of the device, including the initiation and 

management of Field Safety Corrective Actions (FSCAs) and this FSN (Field Safety Notice). 

  

mailto:PIQ.EMEA@avanos.com
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ATTACHMENT 1: AFFECTED DEVICE IDENTIFICATION 

This FSN pertains to the products identified below: 

Product 

Codes 
UDI/GTIN 

Product 

Description 

Serial 

Number 

40-7368 
0350770CFTN00079GG 

CORFLO Nasogastric / 

Nasointestinal Feeding Tube with 

Weight and ENFit 

All 
40-7431 

40-7432 
0350770CFTN00079GG 

CORFLO Nasogastric / 

Nasointestinal Feeding Tube, 

Sterile, Non-Weighted 

All 
70-7438 

40-9431 
0350770CFTN00079GG 

CORFLO Nasogastric / 

Nasointestinal Feeding Tube with 

ENFit Connector and Stylet 

All 
40-9551 

42-1226 
0350770CNTS00079P9 

CORFLO Nasogastric / 

Nasointestinal Feeding Tube with 

ENFit Connector 

All 
42-1362 

 

Product 

Codes 
UDI/GTIN 

Product 

Description 

Serial 

Number 

42-2438 

0350770CNTS00079P9 

CORFLO Nasogastric / 

Nasointestinal Feeding Tube, 

Sterile, Non-Weighted 

All 

42-7361 

42-7366 

42-7368 

42-7558 

42-8226 

42-9156 

0350770CNTS00079P9 

CORFLO Nasogastric / 

Nasointestinal Feeding Tube with 

Stylet with ENFit Connector 

 
(Continued on next page) 

All 

42-9225 

42-9226 

42-9228 

42-9361 

42-9366 

42-9368 

42-9431 

42-9432 

42-9438 

42-9551 
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42-9558 

50-4602 

51-4602 

51-9601 

40-9551TRAK2 00350770460536 

CORTRAK 2 Nasogastric / 

Nasointestinal Feeding Tube with 

Electromagnetic Transmitting 

Stylet with ENFit® Connector 

All 

40-9558TRAK2 00350770460550 

42-9361TRAK2 00350770460895 

42-9362TRAK2 00350770460901 

42-9368TRAK2 00350770460932 

42-9431TRAK2 00350770460949 

42-9551TRAK2 00350770460987 

42-9558TRAK2 00350770461007 
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ATTACHMENT 2: FIELD SAFETY NOTICE ACKNOWLEDGEMENT FORM (CUSTOMER) 

Please return a copy of this Acknowledgement Form to Avanos within five (5) 

business days of receipt of this notice via email to AvanosFieldAction@sedgwick.com 

 

Our records indicate that the AVANOS* CORFLO* Nasogastric / Nasointestinal Feeding 

Tubes and/or AVANOS* CORTRAK* 2 NASOGASTRIC / NASOINTESTINAL FEEDING 

TUBE With Electromagnetic Transmitting Stylet is in use at your facility. 

Please complete and return this form to acknowledge that you have received and 

understood this Field Safety Notice (FSN). 

 

 

 

Hospital Name: 

 

 

Name: 

 

 

Date: 

 

 

 

Note: 

• This form is to verify that an electronic version is received. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

*Registered Trademark or Trademark of Avanos Medical, Inc., or its affiliates. ©2018 AVNS. 

All rights reserved. 
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