
 

Medical Device/Equipment ALERT 
 
Ref.  MDEA(NI)2007/70  
Issued:    16 August 2007  
 

   

For: IMMEDIATE ACTION 9 
 ACTION  
 UPDATE  
 INFORMATION   
 
 
 Section
Medical Device/Equipment:  
Fluid warming set: Level 1 normothermic IV fluid administration and 
irrigation sets - D/DI and IR/IRI series manufactured by Smiths Medical. 

► ① 

Problem:  
Small holes have been found in the inner lumen (aluminium tube) of some sets which can 
allow leakage of the heating fluid into the infusate with the potential for contamination. 

► ② 

Action by: 
All those involved in the use of these devices including perfusionists, operating department 
practitioners, theatre staff/managers and anaesthetists. 

►  ③
Action: 
• Identify products with an expiry date on or prior to July 2011 and not labelled “Helium 

Tested”. Catalogue numbers can be found in the ‘Device’ section overleaf. 
• Carry out pre-use checks on these devices as recommended by the manufacturer and 

detailed in the customer letter which can be found appended to this alert. 
• If the pre-use checks cannot be followed, use the alternative methods of fluid warming, 

also detailed in the Appendix, until replacement stock can be provided by the 
manufacturer. 

• Return the customer reply letter to the manufacturer with your indicated preference of action. 

►  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 aspects. 
 

►  ⑥
Feedback Requirements to NIAIC 
In accordance with PEL(06)17 acknowledgment of assurance should be given:- ►  ⑦
 

This Alert is on our web site: http://www.dhsspsni.gov.uk/niaic 
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1.  DEVICE/EQUIPMENT:  
Smiths Medical Level 1 fast flow fluid warmers are used to warm fluids to normothermic 
emperatures for rapid infusion into trauma patients and for irrigation. t

 
All Level 1 normothermic IV fluid administration and irrigation sets with an expiry date on or before 
July 2011 and not labelled “Helium Tested” with the following catalogue REF codes are being 
recalled: 

 
Catalogue Ref Codes 

DI-50 
DI-60HL 
DI-100 
DI-300 
IRI-600 

IRI-600B 
IR-700 

 

2. PROBLEM:  
Smiths Medical identified a potential leakage of the inner lumen (aluminium tube) of some heat 
exchangers which can allow heating fluid to enter the patient fluid pathway, or vice versa.  The heating 
fluid runs through the inside of the aluminium tube in order to heat the infusate which flows around the 
outside of the aluminium tube. This may result in contamination of the blood or solutions being infused.  
The manufacturer has introduced a helium leak test within the manufacturing process to detect the 
potential for leakage. Smiths Medical is only able to ship limited quantities of helium leak tested 
roducts at this time. p

 
Smiths Medical have compiled pre-use checks which can be used to identify leaking product.  They 
have also provided details of alternative warming methods which can be considered if the pre-use 
checks are unable to be used whilst replacement stock is temporarily unavailable.  Once sufficient 
stock is available Smiths Medical will replace any affected product.  The customer letter, pre-use 
checks and alternative warming methods are appended to this alert. 

 
3. ACTION BY:  

All those involved in the use of these devices including perfusionists, operating department 
practitioners, theatre staff/managers and anaesthetists. 

 

4. ACTION:  
• Identify products with an expiry date on or prior to July 2011 and not labelled “Helium 

Tested”. Catalogue numbers can be found in the ‘Device’ section overleaf. 
• Carry out pre-use checks on these devices as recommended by the manufacturer and 

detailed in the customer letter which can be found appended to this alert. 
• If the pre-use checks cannot be followed, use the alternative methods of fluid warming, also 

detailed in the Appendix, until replacement stock can be provided by the manufacturer. 
• Return the customer reply letter to the manufacturer with your indicated preference of action. 



 

 Page 3 of 10 pages  
 

 
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 
• Adult intensive care units 
• All surgical  wards 
• Anaesthetic nursing staff 
• Anaesthetists 
• Clinical perfusionists 
• Hospital pharmacies 
• Intensivists 
• IV nurse specialists 
• Medical directors 
• Nursing executive directors 
• Operating department practitioners 

 

•  Outpatient theatre managers 
• Outpatient theatre nurses 
• Purchasing managers 
• Risk managers 
• Supplies managers 
• Theatre managers 
• Theatre nurses 
• Theatres 
• Transfusion practitioners  
• Independent Health and Social Care 

Providers – Private Hospitals and Clinics 
through RQIA 

 

6. CONTACTS:  
Enquires to the manufacturer should be 
addressed to: 

Enquires to NIAIC should quote reference number 
MDEA(NI)2007/70 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  

Jon Charters 
Quality Assurance Manager 
Smiths Medical International Ltd 
Colonial Way 
Watford 
Hertforshire WD24 4LG  
 
Tel: +44 (0) 1923 475 809 
Fax: +44 (0) 1923 237 576 
E-mail: jon.charters@smiths-
medical.com  

 
7. FEEDBACK:  

In accordance with PEL(06)17 the following acknowledgment of assurance should be given:- 
 
Deadline (Email received)   : 17th Aug 2007 
Deadline (action underway)  : 30th Aug 2007 

 Deadline (action complete)  : 14th Sept 2007 
 
 
 
 
 
 
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:jon.charters@smiths-medical.com
mailto:jon.charters@smiths-medical.com
mailto:NIAIC@dhsspsni.gov.uk
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APPENDIX to MDEA(NI)2007/070 
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