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Medical Device/Equipment ALERT 

 MDEA(NI)2004/32  
d: 2 July 2004  

NORTHERN
IRELAND 
ADVERSE 
INCIDENT 
CENTRE

   

 IMMEDIATE ACTION  
For: ACTION 9 

UPDATE   
INFORMATION REQUEST 9

Section
cal Device/Equipment:  
 Auto Suture TA* single use linear staplers ► ① 
lem:  
 misfire resulting in failure to form staple lines. ► ② 
n by: 

ns 
ing theatre managers 
s managers 

►  ③

n: 
ntify and quarantine all staplers with the affected lot numbers 
urn affected staplers to the manufacturer (see Tyco’s letter of 10/5/2004 at appendix 1) 
ort any incidents of misfire to the NIAIC and the manufacturer 

►  ④

ibuted by NIAIC to: 
ief Executive of each HSS Board  
ief Executive of each HSS Trust 
ief Executive of each Agency 
AIC Liaison Officers 

 
►  ⑤

   
acts 
 of manufacturer contacts, NIAIC contacts for technical aspects. ►  ⑥
back Requirements to NIAIC 
any cases of failure of surgical staplers to NIAIC and the manufacturer ►  ⑦

This Alert is on our web site: http://www.dhsspsni.gov.uk/niaic 
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1.  DEVICE/EQUIPMENT:  
TA* single use linear staplers, model numbers TA30V3S, TA3035S, TA3048S, TA4535S, TA4548S, 
TA6035S, TA6048S, TA9035S, TA9048S. A full list of the affected batch numbers can be found in 
appendix 2. 

2. PROBLEM:  
Tyco Healthcare UK Ltd has initiated a recall of all Auto Suture TA* single use staplers distributed 
between June 2002 and March 2004.  
 

During routine quality assurance checks Tyco identified that some instruments had a spring mis-
assembled in the instrument handle. Tyco has received three reports of misfire from users in the USA but 
no incidents in the UK have been reported to date. 
 

These staplers have the potential to clamp and fire without the staples being formed into the tissue. This 
could have potentially serious consequences for the patient. 
 

188 hospitals in the UK have received devices from the 497 affected batches. 
 
3. ACTION BY:  
Surgeons 
Operating theatre managers 
Supplies managers 

4. ACTION:  
• Identify and quarantine all staplers with the affected lot numbers 
• Return affected staplers to the manufacturer (see Tyco’s letter of 10/5/2004 at appendix 1) 
• Report any incidents of misfire to the NIAIC and the manufacturer 

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: 
• Liaison Officers 
• Risk Managers 
• Health & Safety Officers/Advisors 
• Clinical Governance Leads 
• Medical Directors 
• Nursing Directors 
• Medical & Nursing Staff 
• Supplies Staff (RSS) 
• Surgeons 
• Theatre Managers 

• Independent Health and Social Care Providers – 
Private Clinics through HSS Board R&I Units 

 

 

6. CONTACTS:  
Enquiries to the manufacturer should be addressed to: 
Jeanette James 
Tyco Healthcare UK Ltd 
154 Fareham Road 
Gosport 
H
 

ampshire PO13 0AS 

Tel: 01329 224468 
Fax: 01329 224390 
 
E-mail: jeanette.james@emea.tycohealthcare.com 
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Enquires to NIAIC should quote reference number MDEA(NI)2004/32 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:  
Report any cases of failure of surgical staplers to NIAIC and the manufacturer 
 
 

 
Brian Godfrey 
NIAIC Manager 
               
 
 
               
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Adverse Incidents relating to medical devices, n
Advice on how to report is given in MDEA(NI)20
contact NIAIC using the telephone number pro  
NIAIC website at www.dhsspsni.gov.uk/niaic 

Heath Estates is an Executiv

 
 
 

HOW TO REPORT ADVERSE INCIDENTS 
on-medical equipment, plant and buildings should be reported to NIAIC as soon as possible.
04/01. If you are in doubt about how to report incidents, please speak to your liaison officer or
vided. Adverse Incident reporting forms and an on-line reporting facility are available on the

 
 

e Agency of the Department of Health, Social Services and Public Safety 
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