
 

Medical Device/Equipment ALERT 
 
Ref.  MDEA(NI)2006/51  
Issued: 24 August 2006  
 

   

 IMMEDIATE ACTION  
For: ACTION 9 

 UPDATE   
 INFORMATION   
 
 

Section
Medical Device/Equipment:  
Elastomeric infusion pump: Baxter Intermate and Infusor large 
volume (LV) infusion pumps - all models. 

► ① 

Problem:  
There is an increased risk of the elastomeric balloon bursting during infusion. ► ② 
Action by: 
Oncology and pain management nursing and medical staff, patients and other clinical staff 
who use this device. 

►  ③
Action: 
Ensure all users of this device are: 
• Aware of the increase in risk of balloon failure. 
• Familiar with the steps to take if the balloon bursts during infusion. Details can be found in 

the guide for patients leaflet that is available from Baxter. A copy is attached in the 
appendix for reference. 

►  ④

Distributed by NIAIC to: 
 Chief Executive of each HSS Board  

Chief Executive of each HSS Trust 
Chief Executive of each Agency 
NIAIC Liaison Officers 

General Medical Practitioners 
Hospices ►  ⑤

    
Contacts 
Details of manufacturer/supplier contacts and NIAIC contacts for technical aspects. 
 

►  ⑥
Feedback Requirements to NIAIC 
None Required ►  ⑦
 

This Alert is on our web site: http://www.dhsspsni.gov.uk/niaic 
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1.  DEVICE/EQUIPMENT:  

Baxter Intermate and Infusor LV infusion pumps. These are disposable ambulatory pumps used for oncology, pain 
management, thalassaemia and antibiotics. The elastomeric balloon is filled with drug which is infused as the 
balloon deflates. 
 

2. PROBLEM:  
Although balloon failure is inherent with all elastomeric infusion pumps, Baxter has received an increase in the 
number of reported incidents involving the bursting of the elastomeric balloon of the Intermate LV and Infusor 
LV devices during infusion. This failure usually occurs towards the end of the infusion with the spillage being 
contained in the rigid plastic container. The reported failure rate has increased from 48 bursts/million (1 burst 
in 21,000) in 2004 to 76 bursts/million (1.6 bursts in 21,000) in 2005. The probability of leakage outside the 
ontainer is significantly lower at less than 1 in 1,000,000. c

 
The manufacturer has determined that the increase in failure rate is due to a variety of manufacturing issues. 
They are currently validating a corrective action that aims to reduce the failure. This will be implemented at the 
beginning of 2007. 
 
Baxter considers the overall risk to users as low and is continuing to sell these devices. Therefore devices 
manufactured prior to the implementation of the corrective action have an increased risk of balloon failure. 

 
 

 
3. ACTION BY:  
Oncology and pain management nursing and medical staff, patients and other clinical staff who use this 
device. 

4. ACTION:  
 Ensure all users of this device are: 
• Aware of the increase in risk of balloon failure. 
• Familiar with the steps to take if the balloon bursts during infusion. Details can be found in the guide 

for patients leaflet that is available from Baxter. A copy is attached in the appendix for reference. 
 

 
5. ONWARD DISTRIBUTION TO: 

 

Please bring this notice to the attention of all who need to know or be aware of it.  This will include 
distribution to: 

• Accident & Emergency Departments  
• All Wards 
• Clinical Directors 
• Consultant Microbiologists 
• Directors Of Anaesthetics 
• Haematologists 
• Health & Safety Managers 
• IV Specialist Nurses 
• Medical Directors 
• Nursing Executive Directors 
• Oncology Units 
• Pain Teams 
• Palliative Care Teams 
 

• Pharmacists 
• Purchasing Managers 
• Risk Managers 
• Safety Officers 
• Supplies Managers 
• Practice Nurses 
• Directors of Public Health 
• Social Care Staff 
• Independent Health and Social Care 

Providers – Private Hospitals, Clinics, 
Residential and Nursing Homes through 
RQIA 
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6. CONTACTS:  
Enquiries to the manufacturer/supplier including requests for copies of the guide for patients should be 
addressed to: 
 
Baxter Healthcare Ltd 
1 West Bank Road 
Belfast 
BT3 9JL 
 
 
Tel:   028 90777800 
Fax:   028 90771100 
Email:  tom_richardson@baxter.com

 
 
 

 

 
 
 
Enquires to NIAIC should quote reference number MDEA(NI)2006/51  and be addressed to: 

  
Northern Ireland Adverse Incident Centre (NIAIC) 
Health Estates 
Estate Policy Directorate 
Stoney Road 
Dundonald 
Belfast BT16 1US 
 
Tel: 028 9052 3868 
Fax: 028 9052 3900 
Email: NIAIC@dhsspsni.gov.uk  
 
 
  

7. FEEDBACK:  
None Required 
 
 
 
 
 
 
Robert Sergeant 
NIAIC Operational Manager 
 
 
 
 
 
 
 
 
 
 
 
 

HOW TO REPORT ADVERSE INCIDENTS 
Adverse Incidents relating to medical devices, non-medical equipment, plant and buildings should be reported to NIAIC as soon as possible. 
Advice on how to report is given in MDEA(NI)2006/01. If you are in doubt about how to report incidents, please speak to your liaison officer or 
contact NIAIC using the telephone number provided. Adverse Incident reporting forms and an on-line reporting facility are available on the 
NIAIC website at www.dhsspsni.gov.uk/niaic 

 
 

Heath Estates is an Executive Agency of the Department of Health, Social Services and Public Safety 

 

mailto:tom_richardson@baxter.com
mailto:NIAIC@dhsspsni.gov.uk
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Appendix to MDEA(NI)2006/51 
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