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FIELD SAFETY NOTICE UPDATE 

Cardiac Surgery Mycobacterium Risks 

Retrofit of Sorin Heater Cooler Devices 
 

Affected Devices: Sorin Group perfusion system – Heater Cooler 3T devices 

Date:    May 3rd, 2017 

 

Reference:  9611109-05/05/17-004-C 

 

Attention: Hygiene Specialists, Cardiac Surgery Operating Room Responsible, Risk/ 

Safety Managers, Distributors, Clinicians, Perfusionists and other users of 

these devices 

Reason: LivaNova is issuing an updated Field Safety Notice to inform users about the 

retrofit of their Heater Cooler 3T devices 

 

Dear Customer,  
 
Over the past two years, LivaNova1 and the broader cardiac surgery community has learned a great 
deal about a newly-identified infection risk to open-heart surgery patients called Nontuberculous 
Mycobacterium (“NTM”).  NTM are widespread in nature and are commonly found in the soil, natural 
water, drinking water distribution systems, and household and building plumbing, especially in 
recirculating hot water systems in hospitals and apartment buildings.  NTM are typically not harmful, 
but in rare cases may cause infections in very ill patients or individuals with compromised immune 
systems. 
 
In June 2015, Sorin Group Deutschland GmbH, now LivaNova Deutschland GmbH2,  issued a Field 
Safety Notice regarding “Cardiac Surgery Mycobacterium Risks; Disinfection and Cleaning of Sorin 
Heater Cooler Devices” (Attachment 1) to mitigate a potential risk of patient infection by non-
tuberculous mycobacteria released from the Heater-cooler 3T. 
 
In October 2016, following several communications related to nontuberculous mycobacterial (NTM) 
infections associated with the use of heater-cooler devices issued by the United States Centers for 
Disease Control and Prevention (CDC) and Food and Drug Administration (FDA), LivaNova distributed 
a second FSN (Attachment 2) reiterating and supplementing some of the recommendations 
contained in the June 2015 FSN.  Additionally, the October 2016 communication indicated that, 
LivaNova continued to develop solutions that further mitigate the potential risk of M. chimaera 
contamination, working closely with the regulatory authorities to obtain approval. 

                                    
1 LivaNova PLC is a U.K. holding company with a number of wholly-owned subsidiaries, including 
Sorin Group Deutschland GmbH and Sorin Group USA, Inc.  In this document, we refer to all 
entities using the brand name LivaNova. 
2 LivaNova Deutschland GmbH and Sorin Group Italia srl are wholly-owned subsidiaries of LivaNova 
PLC that is a U.K. holding company.  In the present document, the brand name LivaNova is also 
used to refer to either Sorin Group Deutschland GmbH or Sorin Group Italia srl 
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Attachment 1  
 

LivaNova 2015 FSN 
  



 

 

Attachment 2 
 

LivaNova 2016 FSN 
 


