




Urgent Field Safety Notice 
Molecular Diagnostics at Abbott  

Product: Alinity m HCV AMP Kit 
List Number: 08N50-090 

Lot Numbers: 383203, 385720, 381581, 382447 
Unique Device Identifiers (UDIs):  

(01)00884999047648(10)383203(17)241230(240)08N50-090 
(01)00884999047648(10)385720(17)250226(240)08N50-090 
(01)00884999047648(10)381581(17)241006(240)08N50-090 
(01)00884999047648(10)382447(17)241111(240)08N50-090 
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Abbott 
1300 E. Touhy Ave. 
Des Plaines, IL 60018 

 

Appendix A 

 

Figure 1. Baselined Fluorescein Amidites (FAM) Fluorescence:  

 

In the case of a suspected false HCV positive, a curve similar to the solid red line would be 
expected. In the case of a true positive, a curve similar to the solid blue line would be expected. 
 
For detailed instructions on how to find the graphical representation of the results data, refer to 
page 425 of the Alinity m System Operations Manual, 09N33-020 (54-605001 / R12) - 2022-03-
21 if using Alinity m Software prior to version 1.8.0 and page 425 of 09N33-020 (54-605001 / 
R13) - 2022-12-16 if using Alinity Software version 1.8.0.  
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