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Final Statement to complaint # 333271 / 115148 
 
 

Dear Sir or Madam, 

 

 

Thank you for your report concerning one piece of our 70106.7819, HMO 70000 U #SQUADROX-i 

Adult ohne Filt.  

 

As legal manufacturer, MAQUET Cardiopulmonary GmbH, has completed the investigation for the 

customer product complaint. Below please find the investigation results. 

 
In the complaint report of 2020-06-24 it was stated that an unusual high sweep gas flow up to 8L/min 

with a pump flow of about 5L/min during cardiopulmonary bypass was needed to clear the PCO2. 

 

The product in question was investigated in the laboratory of the manufacturer on 2020-06-24. 

No technical defect of the oxygenator could be detected which would lead to the reported failure. 

Clotting and formation of fibrin was detected, which can lead to an impaired gas transfer. 

 

The Risk Assessment of the HLS Set Advanced was reviewed on 2020-06-24. The Risk is covered in 

chapter F1.2.1. 

 

Device History Record (DHR) was reviewed on 2020-07-23. There were no references found, which 

are indicating a non-conformance of the product in question. 

 

A Trend Search was performed on 2020-06-24 for material# 70106.7819, failure low CO2 removal 

and four complaint was recorded within the last 12 months. No additional complaint was found for lot 

#70131464. Due to this information no systemic issue could be determined. 

 

The most probable root cause is a physiological effect or clot formation due to drug administration 

which lead to an impaired gas transfer. 

 

Conclusion: 

The reported failure could be confirmed. The occurrence rate related to the reported issue is currently 

being monitored as part of MAQUET Cardiopumonary’s Trending program and additional 

investigations or corrections will be implemented in case of adverse trending. 

 

Please contact your regional sales representative and refer to this letter in order to request the 

replacement or credit if applicable. 

 

We apologize for any inconvenience this may have caused. 
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Kind Regards, 

 

 

 

 

Sarah Riestenpatt Genannt Richter 

Complaint Analyst 

MCP / Designated Complaint Unit 

Acute Care Therapies 
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