


ACHC24-07.E.OUS Page 2 of 3 
 

 
 

 
 

3. Activate the RCRP corrections: 
 Navigate to the Calibration > Results screen. 
 Invalidate all Active Lot and Pack calibrations for the RCRP Assay. 
 Complete the Lot calibration workflow to restore Active calibrations for available 

reagents. 
• Once the above actions are complete, record the additional reagent consumption due to 

the reduced measuring interval on the Field Correction Effectiveness Check form so 
reimbursement/credit can be provided. 

• Complete and return the Field Correction Effectiveness Check Form attached to this letter 
within 30 days.  

• Please retain this letter with your laboratory records and forward this letter to those who 
may have received this product. 

 
We apologize for the inconvenience this situation may cause.  If you have any questions, 
please contact your Siemens Healthineers Customer Care Center or your local Siemens 
Healthineers technical support representative. 

 

Appendix  Table 1. Observed Scenarios with Incorrect Software Flagging 
 

   

 

 

 

 

 

Scenario   
Description 

Error description 

No Calculation flag 
No Calculation flags can be inappropriately posted for samples with true C-

reactive protein (CRP) concentrations that are less than or above the 
measuring interval of 0.05 - 25.00 mg/dL (0.5 - 250.0 mg/L). 

> Measuring Interval flag 

A sample with true CRP concentration of approximately 35.00 to 200.00 mg/dL 
(350.0 to 2,000.0 mg/L) can sometimes display falsely depressed initial results 

0.30 to 24.00 mg/dL (3.0 to 240.0 mg/L), accompanied by a > Measuring 
Interval flag on the analyzer. 

Missing > Measuring 
Interval flag 

(Falsely depressed result 
without a flag) 

 

In rare situations, samples with true CRP concentrations above the measuring 
interval can report as within the measuring interval (with results displaying 
between 12.00 to 18.00 mg/dL (120.0 to 180.0 mg/L) on the analyzer) and 

without the > Measuring Interval flag. 

> Measuring Interval flag 

In rare instances, samples with true CRP concentrations of approximately 
10.00 to 14.00 mg/dL (100.0 to 140.0 mg/L) can initially display as > Measuring 
Interval with no numerical RCRP value. The subsequently auto-diluted result is 
not displayed. Instead, Error is displayed and is accompanied by Conc Error and 

Repeat flags. 
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