




Confirmation of Receipt – Response Required  

FOLLOW-UP TO URGENT PRODUCT 
CORRECTION NOTIFICATION  
 

Increased Haemolysis Reported for Reagent Red Blood Cell Products 
  

Please return completed form by fax or scan to PDF and email so that we can complete our records no later than: 6-DEC-2016 
Send to: Anthony Leung e-Mail Address: anthony.leung@orthoclinicaldiagnostics.com Fax: 6486 1186 

 

Please Confirm I received the follow-up to the Urgent Product Correction Notification (Ref. CL2016-212ea_fu) informing me that 
subsequent to the issuance of the earlier Product Correction Notification (Ref. CL2016-212ea), additional lots have 
been identified as potentially affected by haemolysis due to microbial contamination.  

I understand that the potential for microbial contamination exists in products with expiry dates up to 2017-01-24. We 
will continue to inspect all products prior to use for each day of use, and, per the Instructions for Use, will not use red 
cell products if marked haemolysis or evidence of contamination is observed. 

Please choose from the following: 

 My laboratory has reviewed the Follow up to the Urgent Field Safety Notice and our response has not changed since we submitted the 
Confirmation of Receipt form included with the original communication. 

 My laboratory has reviewed the Follow up to the Urgent Field Safety Notice. Since submitting the Confirmation of Receipt form included with 
the original communication, we have identified additional products with marked haemolysis in our inventory and will contact Ortho Care for 
credit of affected products. 

 

 
 

Your signature provides confirmation that you have received and understand this notification. 

Your Name:  Signature: 
 

Phone Number:  Date:  
Required if sent by  
fax or a scanned PDF 

 

Your Comments:  
 

 
 

 

Your Name and Address  

Please complete this section 
Institution/ 
Contact Name: 

 

Address:  
City:  State/Prov:  Zip/Postal Code:  
Phone:  Fax:  
e-Mail:  
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