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URGENT FIELD SAFETY NOTICE 
 

Subject: FSCA 781869 - QUADROX / VHK / VKMO – potentially compromised sterile 
barrier 

Affected Product: Refer to Annex I 

 
Affected Batch No.: 

 
All 

Unique Device 
Identifier: 

Refer to Annex I 

 
 

Dear valued customer, 

Maquet Cardiopulmonary GmbH (MCP) became aware of various failure modes in regard to the QUADROX-i/ 
-iD, VHK 11000 and VKMO 10000/ 11000 products in the course of six non-conformity reports. The identified 
failure modes can be divided into two categories: a potentially compromised sterile barrier and a deviation from 
the coating specifications. 

Health-Hazard-Evaluations (HHEs) were performed to assess the risk of the non-conformities. The outcome of 
the HHEs states, that the residual risk which results from the non-conformities is not justifiable according to the 
current product Risk Management. 

The HHEs documented potential hazardous situations and harmful events related to the non-conformities. 
These are shown in the table below. 

 

Failure Potential hazardous situation Potential harm 

1 • Failure of sterile packaging 
• Contamination of device 
• Application of contaminated device 
• Product exchange/ replacement 
• Patient is exposed to pathogenic agents 
• Delay in the procedure: Patient is exposed 

to inappropriately low blood flow 

• Inflammation 
• Infection 
• Sepsis 
• Ischemia 
• User inconvenience 

2 • Insufficient gas exchange 
• Systemic thrombotic event 
• Final product with degraded coating 

properties is used 
• Replacement/ exchange of product 

• Hypoxemia 
• Ischemia (Thromboembolism) 
• Haemolysis 
• Inflammation 
• User inconvenience 
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Maquet Cardiopulmonary GmbH is working with all possible urgency on investigating the root causes for the 
various failure modes. In the meantime, Maquet Cardiopulmonary GmbH has not identified any complaints of 
patient harm, serious injuries or deaths due to failure modes described above. 

 
 
 

Corrective actions: • Recall of all affected products according to Annex I 

Action to be taken by 
the customer: 

• Please identify all affected products according to Annex I in your stock and 
return product which is not in use immediately to your local Getinge 
representative for credit. 

• Please contact your local Getinge representative for potential alternative 
products. 

• Please always report any adverse events, e.g. infections potentially related to 
the affected products, to your Getinge representative. 

• Duly fill out the enclosed Letter of Acknowledgement and return it to your local 
Getinge representative by May 15, 2023 the latest. Please mention FSCA- 
781869 as reference in the subject line of your email. 

Actions to be taken by 
the manufacturer 

• Inform all customers possessing the affected products promptly about this 
Field Action by sending the Field Safety Notice for Customers. 

• Identify the root cause for the various failure modes. 

Enclosed documents: • Letter of Acknowledgement 
 
 

 
Transmission of the Field Safety Notice: 

• Please ensure that within your organization, all users of the above-mentioned products, as well as 
others who need to be informed, are made aware of this urgent Field Safety Notice. 

• Please transfer this notice to other organizations on which the action has an impact. 

• If you have given the products to third parties, please forward a copy of this information or inform the 
contact person indicated below. 

• Please maintain awareness on the notice and resulting actions for an appropriate period to ensure 
effectiveness of the corrective action. 

 
 

We sincerely apologize for any inconvenience this may cause you and will do our utmost to carry through this 
action as swiftly as possible. 

As required, we have provided this notification to the necessary Regulatory Agencies. 
 

Should you have questions or require additional information, please contact your local Getinge 
representative, or send an e-mail to FSCA.cp@getinge.com. 
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2023-03-23 
Sincerely, 

 
 










