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 Share this letter with your laboratory and /or medical director and 
determine if a retrospective review of previous patient test results is 
necessary. 

 Contact your local Beckman Coulter representative for product 
replacement requests. 

RESOLUTION:  Beckman Coulter is no longer distributing the listed Access Folate and 
Access TSH reagent pack lots to all DxI 9000 Access Immunoassay 
Analyzer customers. 

 Beckman Coulter has investigated and corrected the issue. Access 
TSH and Access Folate reagent packs will not be manufactured using 
the affected elastomeric coating. 

The national competent authority has been informed of this field safety corrective action.  

Please share this information with your laboratory staff and retain this notification as part of your 
laboratory Quality System documentation.  If you have forwarded any of the affected product(s) 
listed above to another laboratory, please provide them a copy of this letter.  

Please complete and return the enclosed Response Form within 10 days so we are assured you 
have received this important communication. 
 
If you have any questions regarding this notice, please contact our Customer Support Center. 

 From our website: http://www.beckmancoulter.com  

We apologize for the inconvenience that this caused your laboratory.  

Sincerely, 
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