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Customer Reply Form 

1. Field Safety Notice (FSN) information 

FSN Reference number* 2022-05 

FSN Date* 2022-09-23 

Product/ Device name*  Olerup QTYPE 11 

Product Code(s) 201.701-03/10 

Batch/Serial Number (s) E050, E051, E053, E054, E055, E056, 
E057, E058, E059, E060 and E061 

 

2. Customer Details 

Account Number  

Healthcare Organisation Name*  

Organisation Address*  

Department/Unit  

Shipping address if different to above  

Contact Name*  

Title or Function  

Telephone number*  

Email*  

 

3. Customer action undertaken on behalf of Healthcare Organisation 

 
* I confirm receipt of the 
Field Safety Notice and 
that I read and understood 
its content.  

Customer to complete 
 

 
* I performed all actions 
requested by the FSN. 

Customer to complete 
 

 * The information and 
required actions have been 
brought to the attention of 
all relevant users and 
executed. 

Customer to complete 

 
I have destroyed affected 
devices – enter number 
destroyed and date 
complete. 

Qty: N/A Lot/Serial Number: N/A 

N/A Comments: N/A 

 No affected devices are 
available for destruction 

Customer to complete or enter 

N/A 

 Other Action (Define): N/A 

 
I do not have any affected 
devices.  

Customer to complete or enter N/A 

N/A 

 
I have a query please 
contact me  
(e.g. need for replacement of the 

product). 

Customer to enter contact details if different from above and brief 
description of query 
 

Print Name* Customer print name here 

Signature* Customer sign here 

Date*  
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4. Return acknowledgement to sender 

Email regulatory-se@caredx.com 

Postal Address Franzéngatan 5, 112 51 Stockholm, 
Sweden 

Web Portal https://labproducts.caredx.com/ 

Deadline for returning the customer reply 
form* 

2022-10-10 

 
 
Mandatory fields are marked with * 
 
 
 

It is important that your organisation takes the actions detailed in the FSN and 
confirms that you have received the FSN.  
 
Your organisation's reply is the evidence we need to monitor the progress of the 
corrective actions.  
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