
 

 

 

 

Atellica CH Analyzer 

 

                                                  

Title   Atellica CH Reaction Ring Cuvette Segments May Cause Imprecision on Seven (7) Assays 

Date Issued  Oct-2024 

Issue Description 

 

Siemens Healthineers has confirmed, through the internal investigation of customer complaints 
that there is a potential for imprecision with seven (7) assays identified to have optical sensitivity 
when using a subset of lots of Atellica® CH Reaction Ring Cuvette Segments on some Atellica CH 
analyzers (See Appendix Table 1).  The lot numbers of potentially impacted Atellica CH Reaction 
Ring Cuvette Segments begin with “N15” on the packaging or “15” on the underside of the 

cuvette segment. Not all Atellica CH analyzers are impacted by this issue.  

Quality Control (QC) failures may alert customers to the issue before patient samples are 
processed. See Table 2 in the Appendix for impacted assay bias data. 

This issue does not impact Atellica CH Reaction Ring Cuvette Segments which have lot numbers 
that begin with “11”. 

. 

   

Products  
Product 

Siemens Material Number / 
Unique Device Identification 

Lot Numbers 

  Atellica CH Reaction Ring Cuvette 
Segment 

11099326 / 00630414596143 
All lots starting with 

“N15” or “15” 

      

Impact to Results    Erroneously elevated or depressed QC and patient results for seven (7) analytes may occur 
due to this issue (See Table 1 in the Appendix). The data from internal studies are displayed 
in the Appendix, Table 2. Results of these tests should be interpreted in conjunction with the 
patient’s medical history, clinical presentation, and other findings. 

Customer Actions 

 

 • Please review this letter with your Medical Director to determine the appropriate course of 
action, including for any previously generated results, if applicable. 

• Review your current Atellica CH Reaction Ring Cuvette Segment stock. All Atellica CH 
Reaction Ring Cuvette Segments beginning with “11” are not part of this communication 
and can be used without restriction. Any other lot in your stock must be immediately 
discarded.  

• Instruments connected to Smart Remote Services (SRS) were assessed remotely on 07-Oct-
2024. Your analyzer(s) was determined to be NOT impacted. However, if you have replaced 
your cuvettes since 07-Oct-2024 then inspect and/or replace Atellica CH Reaction Ring 
Cuvettes Segments provided in the Appendix below. 

• Determine your laboratory’s replacement needs and provide detailed information to 
Siemens Healthineers for reporting to authorities. Complete and return the Field Correction 
Effectiveness Check Form attached to this letter within thirty (30) days.  

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

Urgent Field Safety Notice 
ACHC25-01.B.OUS  
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Resolution  Siemens Healthineers has confirmed Atellica CH reaction ring segments beginning with lot 
number “11” are not impacted, and going forward all future lots will work as expected.  

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. 

 

Single Registration 
Number (SRN) 

 
US-MF-000016560  

Appendix  Table 1. Assays with Potential Bias Due to Imprecision  

Table 2. Potential Bias for Impacted Assays Due to Imprecision 

Product Name Siemens Material Number 

Atellica CH Ammonia (Amm) 11097529 

Atellica CH Acetaminophen (Acet) 11097522 

Atellica CH Alanine Aminotransferase (ALT) 11097605 

Atellica CH Enzymatic Hemoglobin A1c (A1c_E) 11097536 

Atellica CH Creatine Kinase (CK_L) 11097640 

Atellica CH Cystatin C_2 (CYSC_2) 11097647 

Atellica CH Salicylate (Sal) 11097523 

Assay QC Level Expected Result Maximum 
Observed Positive 
Relative Bias (%) 

Maximum 
Observed Negative 

Relative Bias (%) 

Amm 
L1 122.0 μg/dL 

[71.6 µmol/L] 
9.8 -24.8 

Acet 

L1 1.4 mg/dL 
[92.5 µmol/L] 

21.4 -14.3 

L3 13.8 mg/dL 
[912.2 µmol/L] 

2.9 -3.6 

ALT 
L1 34 U/L 12.9 -16.5 

L3 195 U/L 4.3 -1.1 

A1c_E 

L1 4.3 % 
[23.5 mmol/mol] 

14.0 -14.0 

L2 9.4 % 
[79.2 mmol/mol] 

6.9 -2.8 

CK_L 
L1 70 U/L 80.0 >-80.0 

L3 547 U/L 18.6 -2.7 

CYSC_2 
L1 0.5 mg/L 34.0 -44.0 

L2 0.6 mg/L 28.3 -23.3 

Sal 

L1 6 mg/dL 
[0.4 mmol/L] 

66.7 >-60.0 

L2 15 mg/dL 
[1.1 mmol/L] 

31.3 -26.0 
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Assessing the Atellica CH Reaction Ring Cuvette Segments on the Atellica CH Analyzer.  

Total time for this procedure is ~ 90-100 minutes  

• Assess your current Atellica CH Reaction Ring Cuvette Segment stock. 

All Atellica CH Reaction Ring Cuvette Segments beginning with “11” can be used without 
restriction. Any other lot in your stock must be immediately discarded.  

 

Figure 1. Location of the lot number on Atellica CH Reaction Ring Cuvette Segment  
 

 

 

 

 

 

 

 

 

 

1. Enter diagnostic state (Enter Diagnostics State in Atellica CH per Section 18 Troubleshooting of 

the Atellica Solutions Operator Diagnostics Online Help). 

2. Select Subsystems > Cuvette.  

3. Select Replacing the CH Reaction Ring Cuvette Segments > Perform> Yes. 

4. Wait for the analyzer to prepare for maintenance. 

NOTE: The covers automatically unlock. If the covers are locked, select Unlock Covers. 

5. Open the Atellica CH front cover. 

6. Grasp the reaction ring and rotate it clockwise or counterclockwise to access the reaction 

cuvette segment. 

NOTE: The analyzer identifies each cuvette segment position with a capital letter.  

7. To unlock the segment, turn the thumbscrews one-quarter counterclockwise so the locking 
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tabs are at the 12 or 6 position and the segment lifts out. (Figure 2) 

Figure 2.  Unlock and lift up the cuvette segment  

8. To remove the segment, lift and inspect the underside barcode (see Figure 1).  

• If the lot number begins with “11” it is not impacted. Re-insert the cuvette segment back 
into the location it was removed from. 
 

• If the lot number begins with an “N15” or “15” locate a new segment with a barcode that 
starts with an “11” and place the segment on the reaction ring. If you don’t have a new 
segment that starts with “11” reinsert the “N15” or “15” segment and record the capital 
letter position and lot number. This information is needed for Siemens personnel to assess 
your analyzer’s performance. 

 

 

 

 

 

 

 

 

 

Figure 3. Install cuvette segment  

9. Align the pins to the holes in the segment. (Figure 3.) 
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10. Tighten the thumbscrews clockwise to lock the segment in place.  

11. Repeat step 6–11 by removing, inspecting, and if needed, replacing the cuvette segments 

one at a time until the operator inspects all cuvette segments.  

12. Close the front cover. 

13. Select Continue > Close. 

14. Select Exit Diagnostics > Yes. 

Note: Do not mark the activity as complete in the Maintenance Log unless all cuvette segments 
are replaced. 

15. Perform CH Weekly Maintenance (Performing CH Weekly Maintenance on the CH Analyzer per 

Section 17 Maintenance of the Atellica Solutions Online Help). 

16. Wait for CH Weekly Maintenance to complete before analyzing samples.  

If you are unable to complete the instructions above due to inadequate supply of product with 
lot number beginning with “11”, contact your local technical support provider or distributor for 
further assistance. 

   

 
Atellica is a registered trademark of Siemens Healthcare Diagnostics Inc. © Siemens Healthcare Diagnostics Inc. 2024   
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FIELD CORRECTION EFFECTIVENESS CHECK  

 

This response form is to confirm receipt of the enclosed Siemens Healthineers Urgent Field Safety Notice ACHC25-01.B.OUS 

dated Oct-2024. Please read each question and indicate the appropriate answer.  

If you have received any complaints of illness or adverse events associated with the products listed in the table on Page 1 , 

immediately contact your local Siemens Healthineers Customer Care Center or your local Siemens Healthineers technical 

support representative.  

Return this completed form as per the instructions provided at the bottom of this page.  

1. Have you read and understood the instructions provided in this letter? Yes ☐ No ☐ 

2. Do you have the affected product(s) on hand? Please check 

inventories before answering. 
Yes ☐ No ☐ 

3. Were affected Site Personnel notified? Yes ☐ No ☐ 

4. Was a copy of the letter retained and posted with the current product 

labeling? 

Yes ☐ No ☐ 

If the answer to the question #2 above is yes, please complete the table below to indicate the quantity of affected product in 

your laboratory and replacement product required.  

 

Product Description 

Product Catalog #/SMN #/Lot # 

Quantity of Affected Product in inventory  

Discarded/Replacement Quantity Required 

Atellica CH Reaction Ring Cuvette Segments / 11099326 / Lots 

beginning with “N15” or “15”  

 

Name of person completing questionnaire:   

Title:  

Institution:  

Street: 

City:  State: Zip Code: 

Phone:  Country:  

 

Please send a scanned copy of the completed form via email to XXXX@XXXX. 

Or to fax this completed form to the Customer Care Center at XXXXXX. 

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.  

 

  


