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Medical Device/Equipment ALERT 
 
Ref.  MDEA(NI)2008/063  
Issued: 4th August 2008   
 

   

 IMMEDIATE ACTION  
For: ACTION 9 

 UPDATE   
 INFORMATION   
 
 

Section
Medical Device/Equipment:  
Laboratory analyser – ADVIA Centaur CP immunoassay system, serial 
number 086-A001-XX, manufactured by Siemens Healthcare Diagnostics. 

► ① 

Problem:  
Dispensing errors using the 10μl probe may have lead to falsely low results for alpha-
fetoprotein (AFP) and myoglobin tests. 
 

► ② 

Action by: 
Laboratory staff who use this device ►  ③
Action: 

1. Ensure your laboratory has received the manufacturer’s software and hardware 
upgrades that were issued in July 2008.  

2. Consider the need for clinical review of patient results. 
 

►  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 

 
►  ⑤

    
Contacts 
Details of manufacturer 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: 
6th Aug 2008 

Action Under Way: 
11th Aug 2008 

Action Complete: 
6th Oct 2008 

►  ⑦

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

Laboratory analyser – ADVIA Centaur CP immunoassay system, serial number 086-A001-XX, 
manufactured by Siemens Healthcare Diagnostics. 

 

2.   PROBLEM:  
The 10µl probe may have failed to dispense sample with no subsequent error message. This may 
have led to falsely low AFP and myoglobin test results. 

 
1. The AFP assay is intended as an aid in managing non-seminomatous testicular cancer. False 

negative AFP results in non-seminomatous testicular cancer may not be clinically apparent and 
therefore may need to be reviewed.  

 
2. The AFP assay on the ADVIA Centaur is also used as an aid in detecting open neural tube 

defects. False negative AFP results in pregnancy should be easily identified as undetectable 
levels are not compatible with pregnancy.  

 
3. The myoglobin assay on the ADVIA Centaur is intended to be used as an aid in the diagnosis 

of acute myocardial infarction.  Myoglobin results are interpreted in conjunction with other 
cardiac markers and clinical assessment, therefore reducing the risk of misdiagnosis of an 
acute myocardial infarction based on one negative myoglobin result.  

 
The manufacturer issued an urgent Field Safety Notice in March 2008 advising users to repeat and 
review all AFP results that were below 1.7ng/ml before releasing them from the laboratory. A 
software and hardware upgrade to resolve this issue was scheduled to be completed by July 2008.  

 
No adverse incidents have been reported to the MHRA. 

 
3. ACTION BY:  

Laboratory staff who use this device 

4. ACTION:  
1. Ensure your laboratory has received the manufacturer’s software and hardware upgrades that 

were issued in July 2008.  
2. Consider the need for clinical review of patient results. 

 
 

 
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 consultants 
• A&E departments 
• A&E directors 
• Biochemists 
• Cardiologists 
• Clinical biochemistry/chemical pathology 

departments 
• Clinical governance leads 
• Clinical pathologists 
• Clinical pathology directors 

 

•  Gynaecologists 
• Medical directors 
• Nursing executive directors 
• Oncology directors 
• Risk managers 
• Urological surgeons 
• Urological surgery, directors of  
• Independent Health and Social Care Providers – 

Private Hospitals and Clinics through RQIA 
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6. CONTACTS:  

Enquiries to manufacturer should be addressed to: 
Brett Bullough 
Siemens Healthcare Diagnostics 
Sir William Siemens Square 
Frimley 
Camberley 
Surrey 
GU16 8QD 
 
Tel: 01276 696 446 
Fax: 01276 696 680 

 
E-mail: brett.bullough@siemens.com  
 

Enquiries to NIAIC should quote reference number MDEA(NI)2008/063 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: 
6th Aug 2008 

Action Under Way: 
11th Aug 2008 

Action Complete: 
6th Oct 2008 

 
 
 
 
 
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)2008/063 
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APPENDIX to MDEA(NI)2008/063 
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