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Elecsys Anti-CCP: lot-specific false high results on 

plasma samples 

Product Name Elecsys Anti-CCP   

System cobas e 411 / 601/ 602/ 801 

Modular Analytics E170 

  

GMMI / Part No 

Device Identifier 

Elecsys Anti-CCP (Modular Analytics E170, cobas e411, cobas e 601, 

cobas e 602, 100 tests)  05031656190 

Elecsys Anti-CCP (Modular Analytics E170, cobas e 411, cobas e 601, 

cobas e 602, 100 tests) 05031656160 (US Only) 

Elecsys Anti-CCP (cobas e 801, 100 tests) 07251670190 

  

Production Identifier  

(Product name/Product code) 

 

n/a 

valid for all current and upcoming lots 

  

SW Version n/a   

Type of Action  Field Safety Corrective Action  

 

Dear Valued Customer, 

 

With version 1 of the FSN-CPS-2019-012 we informed regarding received reports of performance issues with certain 

lots of the Elecsys Anti-CCP assay when using plasma samples on the cobas e 601 and cobas e 602 systems. 

Sporadically cases have been reported on the cobas e 411 analyzer and cobas e 801 analytical unit. With the FSN-

CPS-2019-012 version 2 we would like to inform about the recent decision to remove human plasma as sample type 

from the intended use and remove all claims associated with the sample type plasma. The change is applicable for all 

current and upcoming lots.   

Description of Situation 

Based on the current reports, the following 3 main patterns are observed: 

  

1)    Discrepant results between serum and plasma samples from the same blood draw of a given patient: negative 

results (< cutoff) on serum and positive results on plasma samples. 

  

2)    Decreasing concentration of anti-CCP with the same plasma sample tube over time: starting from a positive 

result (>cutoff) and becoming negative within 24 hours. 

  

3)    Discrepant concentrations obtained on plasma samples depending on the reagent lots used. 

CPS / Immunology 

Version 2 

June 2020 

Urgent Field Safety Notice 

SBN-CPS-2019-012 



 

Elecsys Anti-CCP: lot-specific false high results on 

plasma samples 

 Urgent Field Safety Notice | Immunology| FSN-CPS-2019-012 | Version 2    2/3 

 

  

Customer reports alleged issues only with plasma samples. 

Subsequent Roche internal investigations could only confirm pattern 1) and 3) as listed above; these issues could 

only be reproduced with plasma samples. Serum samples are not affected and thus do not require a 

workaround. Pattern 2) could not be confirmed yet. 

Further internal investigations were conducted and although no final root cause was identified, an interaction 

between bead quality and matrix is most likely. 

 

Irrespective of the sample type, we would like to remind you of the importance of pre-analytical handling 

and sample quality when running Elecsys Anti-CCP or any other immunoassay. 

The issue can lead to a wrong Anti-CCP result in plasma samples and therefore affect clinical interpretation.  

 

Due to the residual medical risk associated with this issue, customers must be informed using the FSN-CPS-2019-

012 version 2. 

 

Actions taken by Roche Diagnostics 

Human plasma as sample type will be removed from the intended use including all claims, associated to plasma 

sample type. Respective Method Sheets will be updated until the end of Q3 2020. The change is applicable for all 

current and upcoming lots.   

 

Actions to be taken by the customer/user  

Customers are advised to consider the upcoming update of the method sheet and no longer use human plasma 

samples.     

 

General reminder: 

 We advise you to perform maintenance according to the operator manual (e.g. Liquid Flow Cleaning 

(LFC)) to ensure proper functioning of the analyzer 

 We remind you that sample quality can be affected by fibrin clots and this can significantly impact results 

 

 

 

 

Communication of this Field Safety Notice (if appropriate) 
 

This notice must be passed on to all those who need to be aware within your organization where the devices have 

been distributed/supplied. (If appropriate). 

Please transfer this notice to other organizations/individuals on which this action has an impact.  

Please maintain awareness of this notice and resulting action for an appropriate period to ensure the effectiveness of 

the corrective action.  

The following statement is mandatory in FSNs for EEA countries but is not required for the rest of the 

World: 
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Include if applicable: The undersigned confirms that this notice has been notified to the appropriate Regulatory 

Agency. 

We apologize for any inconvenience this may cause and hope for your understanding and your support. 

 

<closing salutations>,  
 

Contact Details  

 

To be completed locally: 

Name 

Title 

Company Name 

 

Address 

Tel. +xx-xxx-xxxx xxxx 

Email name@roche.com 

 

 


