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Safety Notice 
Medical Devices 

 

ConvaTec Suction 

Catheters, Gastro-

enteral Tubes, 

Intermittent Urology 

Catheters and Urine 

Drainage Bags 
 

Priority 1 – For Immediate Action 

 

 

HPRA Safety Notice: SN2018(35) Issue Date: 18th October 2018 

MANUFACTURER / SUPPLIER HPRA CASE REFERENCE 

ConvaTec Limited V36438 

 

 

ISSUE 

ConvaTec has voluntarily initiated a recall of specific product codes of Suction Catheters, 

Gastro-enteral Tubes, Intermittent Urology Catheters and sterile Urine Drainage Bags due to a 

potential breach in the sterile barrier. 

 

 

ACTION OR RECOMMENDATIONS 

The HPRA advises that users: 

 

1 Read this Safety Notice and the accompanying manufacturer’s Field Safety Notices 

(FSNs) carefully. 

 

2 Identify if you are in possession of the affected devices. 
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3 Stop the use of all affected devices and ensure all units in stock are quarantined. 

 

4 Contact your distributor to arrange return of affected products. 

 

5 Report any incidents or complaints to the manufacturer or to the HPRA using the 

contact details below. 

 

 

 

TARGET GROUPS 

Intensive Care Units 

Risk managers  

Supplies / procurement managers 

Respiratory units 

Nutritionists 

All Ward staff 

Ambulances 

Nursing Homes 

Public and Private Hospitals 

Hospices 

High Dependency Units 

Urology Wards  

Gastroenterology Wards 

 

 

 

BACKGROUND 

ConvaTec are recalling various models of Suction catheters, Gastro-enteral Tubes, Intermittent 

Urology Catheters and Urine Drainage Bags. This product recall is being conducted after 

internal testing revealed the potential for a breach in the sterile barrier which could lead to a 

patient being exposed to infectious agents and developing an infection.  ConvaTec are advising 

these products are not used and are quarantined to await collection from the distributor.  

 

This recall was originally initiated in July 2018, at that time only Suction Catheters and Gastro-

enteral Tubes were included in the scope of the recall. In September, after further testing by 

the manufacturer, the scope of the recall was expanded to include specific product codes of 

Suction Catheters, Gastro-enteral Tubes, Intermittent Urology Catheters and Sterile Urine 

Drainage Bags.  

 

The HPRA are issuing this safety notice at this time, as we have only recently been made aware 

that the Irish market is affected by this recall and that a significant number of these devices 

were provided to the market through various supply routes.  Please refer to both 

accompanying FSNs as only specific product codes of the below devices are being recalled.  

 

 Unomedical Nelaton catheters/Nelaton catheters 

 Unomedical Female catheters/Female catheters 

 Unomedical Tiemann catheters/Tiemann catheters 

 Unomedical Suction catheters (Ideal, Optimal, Mully, Coude, Vacutip) 

 Unomedical Feeding tubes 

 Unomedical Purifeed Feeding tubes 

 Unomedical Duodenal tubes 

 Unomedical Stomach tubes 

 

For full details of affected devices and details of how to identify devices, please read both FSNs 

from ConvaTec as they each contain different product codes. 
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MANUFACTURER CONTACT INFORMATION  

Enquiries to the manufacturer should be addressed to: 

ConvaTec Limited, 

First Avenue,  

Deeside Industrial Park 

Deeside,  

Flintshire,  

CH5 2NU, 

United Kingdom 

Telephone:    +44 208 6101 608 

 

E-mail:          ccc.customerservice@convatec.com 

                      convatecproductrecall@stericycle.com  

 

Website:        https://www.convatec.co.uk/  

 

  

 

 

HPRA CONTACT INFORMATION 

All adverse incidents relating to a medical device should be reported to: 

Health Products Regulatory Authority 

Kevin O’Malley House 

Earlsfort Centre 

Earlsfort Terrace 

Dublin 2 

 

Telephone: +353-1-6764971 

Fax:  +353-1-6344033 

E-mail:  devicesafety@hpra.ie 

Website: www.hpra.ie 
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