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Medical Device/Equipment ALERT 
 
Ref.MDEA(NI)2008/090  
Issued: 17th December 2008   
 

   

For: IMMEDIATE ACTION 9 
 ACTION  
 UPDATE  
 INFORMATION   
 
 
 Section
Medical Device/Equipment:  
Anaesthesia kits and epidural filters manufactured by Becton Dickinson (BD). Specific 
models and lot numbers. 

► ① 

Problem:  
Risk of infection as the sterile barrier of the unit pack may be compromised due to holes in the 
packaging. 

► ② 

Action by: 
• All staff using these devices.  
• All those responsible for purchasing and distributing these devices 

►  ③
Action: 

• Quarantine and do not use any affected devices (see appendix) 
• Follow the instructions given in the manufacturer’s Field Safety Notice to obtain 

replacement stock. 
►  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  

Hospices 
►  ⑤

 For onward distribution see Section 5   
Contacts 
Details of manufacturer contacts and NIAIC contacts for technical and clinical aspects. 
 

►  ⑥
Action deadlines for the Safety Alert Broadcast System for 

HPSS Trusts (SABS) 
Acknowledge Receipt of Alert: 
19th Dec 2008 

Action Under Way: 
22nd Dec 2008 

Action Complete: 
6th Jan 2009  

►  ⑦

 
This Alert is on our web site: http://www.dhsspsni.gov.uk/niaic 
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1.  DEVICE/EQUIPMENT:  
BD anaesthesia kits and epidural filters are used during either dural puncture or epidural 
procedures.   
See appendix (attachment 1) for models and lot numbers of affected devices. 

 

2. PROBLEM:  
The manufacturer’s internal testing revealed the potential for holes to be present in the packaging 
of these devices which may not be obvious on inspection. These holes are a potential source of 
infection and the identified devices should not be used.  
The manufacturer issued a Field Safety Notice in October 2008 to alert users to this recall. 
However not all users of these devices may have received it. 

 
3. ACTION BY:  

• All staff using these devices.  
• All those responsible for purchasing and distributing these devices 

 

4. ACTION:  
• Quarantine and do not use any affected devices (see appendix) 
• Follow the instructions given in the manufacturer’s Field Safety Notice to obtain 

replacement stock. 

 
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: 

• A&E departments 
• A&E directors 
• Adult intensive care units 
• All wards 
• Anaesthesia, directors of 
• Anaesthetists 
• Day surgery units 
• General surgical units, directors of 
• Gynaecology departments 
• Gynaecology nurses 
• Health and safety managers 
• Infection control departments 
• Infection control nurses 
• Infection prevention and control directors 
• Intensive care medical staff/paediatrics 
• Intensive care nursing staff (adult) 
• Intensive care nursing staff (paediatric) 
• Intensive care units 
• Intensive care, directors of 
• Independent Health and Social Care 

Providers – Private Hospitals & Clinics 
through RQIA 

• Maternity units 
• Medical directors 
• Medical oncologists 
• Medical oncology, directors of 
• Medical physics departments 

• Microbiologists 
• Midwifery departments 
• Midwifery staff 
• Neonatology departments 
• Neonatology directors 
• Nursing executive directors 
• Obstetricians 
• Obstetrics and gynaecology departments 
• Obstetrics and gynaecology directors 
• Obstetrics nurses 
• Outpatient theatre managers 
• Outpatient theatre nurses 
• Paediatric intensive care units 
• Paediatric medicine, directors of 
• Paediatric nurse specialists 
• Paediatric oncologists 
• Paediatric surgeons 
• Paediatric surgery, directors of 
• Paediatric wards 
• Paediatricians 
• Paediatrics departments 
• Purchasing managers 
• Risk managers 
• Special care baby units 
• Supplies managers 
• Theatre managers 
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6. CONTACTS:  
Enquiries to the manufacturer should be addressed to: 

Mr Jeremy Allen 
Regulatory Affairs and Compliance Manager / Regulatory Affairs 
BD Medical - Medical Surgical Systems 
The Danby Building  
Edmund Halley Road  
Oxford Science Park  
Oxford OX4 4DQ   
 
Tel: 01865 781 608   
 
E-mail: jeremy_allen@europe.bd.com  
 

Enquiries to NIAIC should quote reference number MDEA(NI)2008/090 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:  

Action deadlines for the Safety Alert Broadcast System for 
HPSS Trusts (SABS) 

Acknowledge Receipt of Alert: 
19th Dec 2008 

Action Under Way: 
22nd Dec 2008 

Action Complete: 
6th Jan 2009  

 
 
 
 
 
 
 
 
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)2007/01. 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 
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APPENDIX to MDEA(NI)2008 – 090 
 

 
 
 
 



 

 Page 5 of 8 pages  
 

 
 

APPENDIX to MDEA(NI)2008 – 090 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 



 

 Page 6 of 8 pages  
 

 
 
 

APPENDIX to MDEA(NI)2008 – 090 
 

 
 



 

 Page 7 of 8 pages  
 

 
APPENDIX to MDEA(NI)2008 – 090 

 
 
 
 

 
 
 



 

 Page 8 of 8 pages  
 

 
 
 
 
 

APPENDIX to MDEA(NI)2008 – 090 
 
 
 

 
 


