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Commercial name of the affected product: Ring Transjugular Intrahepatic Access Set 
 
Manufacturer : Cook Incorporated, P.O. Box 489, 750 Daniels Way, Bloomington, Indiana 47402, US 
Cook Reference Number: 2017FA0014 
Type of action: Field Safety Corrective Action 
--------------------------------------------------------------------------------------------------------------------------- 
Date:  08 August 2017  
 
Attention: Chief Executive / Risk Management / Purchasing 
 
 
Details on affected devices: 

Product Brand Name Reference Part Number Global Part Number Lot Number 

Ring Transjugular Intrahepatic Access Set RTPS-100 G06541 5390640 

 
Description of the problem:  
 
Cook Medical is initiating a voluntary field action of lot 5390640 for RTPS-100.  Cook Medical has 
received complaints that the devices' catheters are the incorrect length. 
 
Potential adverse events if the nonconforming products are used include being unable to puncture the 
hepatic parenchyma necessitating the replacement of the device or resulting in rescheduled procedure. 
 
The Ring Transjugular Intrahepatic Access Set is intended for transjugular liver access in diagnostic and 
interventional procedures. 
 
This notice is directed to you because our records indicate that you have received lot 5390640 of the 
RTPS-100 that have not expired.      
 
Advise on action to be taken by the user: 
 

1. Immediately collect all remaining affected products as per the specified lot listing from your 
inventory.  
 

2. Please complete the enclosed Customer Response Form.  Where product is indicated as being 
returned, our Customer Services department will contact you to organize the return and issue you 
with the relevant Returns Authorization number.  Please include contact details on the Customer 
Response form.  
 
Product should be addressed to:  

Cook Medical EUDC 
Robert-Koch-Straße, 2 
52499 Baesweiler 
GERMANY 

 
Credit will be provided for the returned affected products where applicable. 






