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Appendix A  Additional Data Describing the Product Issue 
 
Table 1. Impact of Iron3 Carryover on Chol_2 Results 

Chol_2 
mg/dL 

Chol_2 After 
Iron3 

mg/dL 

Chol_2 
mmol/L 

Chol_2 After 
Iron3 

mmol/L 
% Bias 

108 125 2.80 3.24 16% 
164 188 4.25 4.87 15% 
194 224 5.02 5.80 15% 
300 345 7.77 8.94 15% 

 
Table 2. Impact of Iron3 Carryover on LDLC Results 

LDLC 
mg/dL 

LDLC After 
Iron3 

mg/dL 

LDLC 
mmol/L 

LDLC After 
Iron3 

mmol/L 
% Bias 

67 76 1.74 1.97 13% 
106 119 2.75 3.08 12% 
163 176 4.22 4.56 8% 

 
Table 3. Impact of Iron3 Carryover on Trig_2 Results 

Trig_2 
mg/dL 

Trig_2 After 
Iron3 

mg/dL 

Trig_2 
mmol/L 

Trig_2 After 
Iron3 

mmol/L 
% Bias 

93 101 1.05 1.14 9% 
140 150 1.58 1.70 7% 
217 239 2.45 2.70 10% 
535 545 6.05 6.16 2% 
806 820 9.11 9.27 2% 

     
     

 

Appendix B  Customers with Multiple Atellica Analyzers 

  Segregate Iron3 to a single analyzer and perform Chol_2, Trig_2, and LDLC testing on a 
different analyzer(s). For customers utilizing automation systems, please consult the 
appropriate instructions to perform the steps below. 
 
1. On the system(s) that will run Iron3 assay: 

 Allow the system to complete testing and go into standby. 
 Once in standby, disable the Chol_2, LDLC, and Trig_2 assays by following instructions 

in the Atellica Online Help "About Enabling and Disabling Assays on the System." 
 Resume processing all assays except Chol_2, LDLC, and Trig_2. 
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2. On the system(s) that will run Chol_2, LDLC, and Trig_2 assay: 
 Allow the system to complete testing and go into standby. 
 Once in standby, disable the Iron3 assay by following instructions in the Atellica 

Online Help "About Enabling and Disabling Assays on the System." 
 For Atellica CH: 

o Perform 221 Chol_2 tests to eliminate the Iron3 reagent impact prior to 
testing with Chol_2, LDLC, or Trig_2. 

 For Atellica CI: 
o Perform 130 Chol_2 tests to eliminate the Iron3 reagent impact prior to 

testing with Chol_2, LDLC, or Trig_2. 
 Resume processing all assays except Iron3. 

3. You may request 1 replacement kit of Chol_2 reagent to be used in the steps above, via 
the attached FIELD CORRECTION EFFECTIVENESS CHECK response form. 

 
Customers with a Single Atellica Analyzer  
 
Stop use of Iron3 and identify alternative methods for Iron testing. Prior to continuing routine 
processing on the Atellica system for assays besides Iron3, follow the steps below: 
 
1. When the system is in standby, disable the Iron3 assay by following instructions in the 

Atellica Online Help "About Enabling and Disabling Assays on the System." 
2. Remove Iron3 reagent prior to testing with Chol_2, LDLC, or Trig_2. 

 For Atellica CH: 
o Perform 221 Chol_2 tests to eliminate the Iron3 reagent impact prior to 

testing with Chol_2, LDLC, or Trig_2.  
 For Atellica CI:  

o Perform 130 Chol_2 tests to eliminate the Iron3 reagent impact prior to 
testing with Chol_2, LDLC, or Trig_2. 

3. Resume all testing except for Iron3.  
4. You may request 1 replacement kit of Chol_2 reagent to be used in the steps above, via 

the attached FIELD CORRECTION EFFECTIVENESS CHECK response form. 
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