
 

Medical Device/Equipment ALERT 
 
Ref.  MDEA(NI)2006/43  
Issued: 20th July 2006  
 

   

For: IMMEDIATE ACTION 9 
 ACTION  
 UPDATE   
 INFORMATION   
 
 

Section
Medical Device/Equipment:  

Cardiac atrial septal occluder – AMPLATZER®, AGA Medical. ► ① 
Problem:  

Haemodynamic compromise associated with incorrectly sized occluder. ► ② 
Action by: 

Interventional cardiologists. ►  ③
Action: 

Follow the guidance in the manufacturer’s technical note on patient selection, follow-up 
and education (see page 4 of the attached Appendix). 

 
►  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

 For onward distribution see Section 5   
Contacts 

Details of manufacturer/supplier contacts and NIAIC contacts for clinical 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:  
Cardiac atrial septal occluder – AMPLATZER®, AGA Medical. 

 

2. PROBLEM:  
On-going review by AGA Medical’s panel of experts of incidents of haemodynamic compromise 
associated with the AMPLATZER® septal occluder identified a common trend of occluder over-
sizing. 
 
Between February 1998 and December 2005 AGA Medical received 37 reports of haemodynamic 
compromise, an incidence of 0.11% or approximately 1 in 1,000. AGA Medical issued the attached 
technical note (see Appendix) to their customers earlier this year providing information to 
interventional cardiologists on minimising the risk of tissue erosion and haemodynamic 
compromise. It gives recommendations on the correct device sizing and patient follow-
up/education. AGA Medical plan to modify the device instructions for use to include relevant 
information along with training material and updated guidance.  
 
The review findings confirmed that for most patients the anterior/superior atrial free wall (right or 
left) is in close contact with the device edge(s), especially at the aortic/superior rim. If the device is 
oversized, the aorta compresses the waist of the device (not the discs) which stretches the atrial 
free wall over the device discs and the device edge may erode the free wall/aorta causing 
haemodynamic compromise. Tissue erosion is more likely to occur if the diameter of the device is 
greater than 1.5 times the diameter of the defect.  

 
 
3. ACTION BY:  

Interventional cardiologists. 
 

4. ACTION:  
When implanting this device: 

 

• Measure the defect diameter using echocardiographic imaging prior to balloon sizing. 
• Perform balloon sizing. Do not use the ‘pull’ technique. When using the 'stop flow' technique do 

not inflate the balloon beyond the cessation of the shunt. When using the ‘stretch’ technique do 
not inflate the balloon beyond the point where a small waist is visible. Never over inflate the 
balloon. 

• Select a device which is equal to or one size larger than the defect (as determined by balloon 
sizing). Do not select a device greater than 1.5 times the defect diameter (as determined by 
echocardiography prior to balloon sizing). 

 

In addition, follow the guidance in the manufacturer’s technical note on patient selection, follow-up 
and education (see page 4 of the attached Appendix). 

 

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: 

 
• Cardiovascular Surgeons (For Information) 
• Cathlab Managers 
• Clinical Governance Leads 
• Independent Health and Social Care Providers 

– Private Hospitals through RQIA 
• Interventional Cardiologists  

• Interventional Radiologists (For Information) 
• Medical Directors 
• Risk Managers 
• Supplies Managers 
• Theatre Managers 
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6. CONTACTS:  
Enquiries to the manufacturer/supplier should be addressed to: 
Manufacturer 
 
AGA Medical Corporation 
628 Mendelssohn Avenue 
Golden Valley 
Minnesota  
MN 55427  
USA 
 
Tel: 001 763 513 9227 
Fax: 001 763 513 9226 
  
E-mail: jraus@amplatzer.com

Supplier 
 
BVM Medical 
Trinity Lane 
Hinckley  
Leicestershire  
LE10 0BL 
 
 
Tel: 01455 614555 
Fax: 01455 614546 

 
E-mail:   hitesh@bvmmedical.com  
 

Enquires to NIAIC should quote reference number MDEA(NI)2006/43 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 
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