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IFU Summary of Changes for the GORE® ACUSEAL Vascular Graft 

This document summarizes the changes made to the Instructions for Use (IFU) for the 

GORE® ACUSEAL Vascular Graft. Table 1 provides comparison of verbiage found in the 

current version and in the updated version. 

 

Table 1: Summary of Changes 

Section Current IFU Text Updated IFU Text  Reason for 

Change 

Warning “When using the GORE® 

ACUSEAL Vascular Graft, 

avoid using traumatic 

instruments, handling 

the graft with excessive 

force or high rates of 

force, cutting the graft 

incorrectly, or placing the 

graft in an undersized 

tissue tunnel. These 

actions may lead to 

separation of graft 

layers. Potential 

consequences include 

partial or complete 

occlusion due to 

hemodynamically 

significant stenosis or 

thrombosis and related 

serious harms, including 

additional interventions 

to resolve.” 

“When using the GORE® 

ACUSEAL Vascular Graft, 

avoid using traumatic 

instruments, handling the 

graft with excessive force 

or high rates of force, 

cutting or suturing the 

graft incorrectly, or placing 

the graft in an undersized 

tissue tunnel. When 

performing reinterventions 

on the GORE® ACUSEAL 

Vascular Graft, avoid the 

use of oversized balloons. 

These actions may lead to 

separation of graft layers 

(delamination). Potential 

consequences include 

partial or complete 

occlusion due to 

hemodynamically 

significant stenosis or 

thrombosis and related 

serious harms, including 

additional interventions to 

resolve.”  

Suturing 

incorrectly (ie – 

not passing suture 

through all layers 

of the graft wall) 

and the use of 

oversized balloons 

may lead to 

delamination.   

Potential 

Device or 

Procedure 

Related 

Adverse 

Events 

No reference to 

delamination 

 “A possible complication 

which may occur with the 

use of the GORE® 

ACUSEAL Vascular Graft is 

delamination. Delamination 

may result in partial or 

complete occlusion due to 

hemodynamically 

significant stenosis or 

thrombosis and related 

serious harms, including 

additional interventions to 

resolve.” 

Delamination is a 

potential device 

related adverse 

event. 
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RETURN ACKNOWLEDGMENT FORM  

 

URGENT Medical Device Safety Correction / Field Safety Notice 

GORE® ACUSEAL Vascular Graft 

 

Please return this completed Return Acknowledgment Form via email or fax to Sedgwick using 

the information listed below within two weeks of receipt of this letter. 

 

 Attn: Event Number 3081: 2017233.08/18/2025.002-C 

 Fax:  

 Email Address:  

 Phone:  

 

Please check and complete the following boxes to acknowledge receipt of this document sent in 

reference to the Medical Device Safety Correction / Field Safety Notice of the GORE® ACUSEAL 

Vascular Graft. 

 

I have read and I understand the documents 

 

Print Name and Title of Person Completing 

Form: 
 

  

Facility/Business Name:  

Date the notification was received: Telephone Number:  

Email: 

Signed* Date: 

*Your signature provides confirmation that you have received and understood this Medical Device 

Safety Correction / Field Safety Notice. 

 

 

It is important that your organization takes the actions detailed in this Medical Device Safety 

Correction / Field Safety Notice and that you confirm you have received the included 

documents. Your organization’s reply is the evidence we need to monitor the progress of the 

corrective actions. 
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