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Risk to Health: 
If a non-sterile medical device is used inside a body cavity of a patient, that patient is at risk of 
developing a post-operative infection that could result in a serious or critical condition requiring 
additional medical management. The patient population most at risk for such a serious harm 
consists of patients who are critically ill, immunocompromised and the elderly. 
 
Actions to be taken by the Customer: 
Our records indicate that you have received the Hemopro lot(s) affected by this recall. Please, 
note that Distributed Affected Lot Number(s) appear on the device shelf boxes only (see below 
for example). 
 

 
 
Please examine your inventory immediately to determine if you have any of the Hemopro with 
the product code/lot number(s) listed in this notice. 

 

 Should you have any affected product lot(s) as listed in this notification, please stop 
using and remove the complete device from areas of use.  If you have affected product, 
you are entitled to a credit.  You will receive credit upon your acknowledgement that you 
have affected product for return.  

 Please forward this information to all current and potential Hemopro and Hemopro 2 users 
within your hospital / facility. 

 If you are a distributor who has shipped any affected product(s) to customers, please 
forward this document to their attention for appropriate action. 

 For any affect product being returned, we are offering a full credit. Please contact your 
local GETINGE INSERT SSU CONTACT INFORMATION if you have product to return 
for credit. 

 Whether you have affected product or not, please complete and sign the attached 
RESPONSE FORM (page 4) to acknowledge that you have received this notification by 
e-mailing a scanned copy to INSERT SSU EMAIL or by faxing the form to INSERT SSU 

FAX.  
 
Type of Action by the Getinge: 
Maquet Cardiovascular, LLC / Getinge has identified the cause of the issue and has already 
implemented corrective measures. 
 

This voluntary recall only affects the products listed on page 1; no other products are affected by 
this voluntary recall. 
 

We apologize for any inconvenience this recall may cause.  If you have any questions, please 
contact your Maquet Cardiovascular, LLC /Getinge representative or office. [INSERT SSU 
CONTACT INFO] 
 

Sincerely, 
___________________________________________ 

 
  




