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Siemens Healthcare Diagnostics GmbH, SHS EMEA CEET QT, Siemensstrasse 90, 
1210 Vienna 

 Name M.A. Roland Ertl 
Department SHS EMEA CEET QT 

   
Mobile +43 (664) 8011738274 
E-mail roland.re.ertl@siemens-healthineers.com 

 
Date October 10, 2023 
  
Document Ref# POC 23-018.A.OUS 

Urgent Field Safety Notice: 
 
RAPIDPoint® 500 Blood Gas System / RAPIDPoint® 500e Blood Gas System 
Perhexiline Maleate and Atomoxetine Hydrochloride Interference on Sodium Measurement 
 

To whom it may concern, 
 

Our records indicate that your facility may have received the following products: 

Table 1. Affected Products 

Note: All analyzer serial numbers are affected 

Reason for Urgent Field Safety Notice 

The purpose of this communication is to inform you of a potential issue with the products indicated in Table 1 
above and provide instructions on actions that your laboratory must take.  

Siemens Healthcare Diagnostics Inc. has determined that two drugs, Perhexiline Maleate and Atomoxetine 
Hydrochloride, may interfere with sodium results that are reported on the RAPIDPoint 500 and RAPIDPoint 500e 
Blood Gas Systems indicated in Table 1.  

Tables 2 below summarizes the effect on samples that contain Perhexiline Maleate and Atomoxetine 
Hydrochloride, respectively.  

Table 2. Interference Observed on Sodium Results on the RAPIDPoint 500/500e Blood Gas Systems  

Substance 
Concentration Tested 

(mg/dL) 

Level of Interference on Sodium 

(mmol/L) 

Perhexiline Maleate ≥ 0.01 > + 2.0 

Atomoxetine Hydrochloride ≥ 0.04 > + 2.0 

Product Description 
Siemens Material Number  

(SMN) 

Unique Device Identification 

(UDI-DI) 

RAPIDPoint 500 Blood  
Gas System 

     10492730 (USA) 00630414589169 

     10696855 (CHINA) 00630414590851 

     10696857 (JAPAN) 00630414590868 

     10697306 (ROW) 00630414590844 

RAPIDPoint 500e Blood  
Gas System 

     11416751 (USA) 00630414286143 

     11416752 (CHINA) 00630414286150 

     11416754 (JAPAN) 00630414286167 

     11416755 (ROW) 00630414286174 
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Siemens Healthcare is aware of two complaints associated with this issue. There have been no reports of adverse 
events. 

Risk to Health 

The presence of perhexiline maleate and atomoxetine hydrochloride has the potential to cause erroneously 
elevated sodium results which may lead to unrecognized hyponatremia and/or the inappropriate treatment of 
hypernatremia. Hyponatremia is associated with significant symptoms including nausea, malaise, headache, 
lethargy, obtundation and eventually seizures, coma, and respiratory arrest. Mitigations include the 
geographically restricted use of perhexiline maleate (which is mostly used in Australia and New Zealand), the 
short time-interval testing needs to occur after drug dosing for atomoxetine hydrochloride due to its short half-
life, correlation of results with other electrolyte results such as chloride, historical sodium results, and the clinical 
history of the patient.  

Actions to be Taken by the Customer 

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

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

• If you are a distributor, please ensure your customers receive this UFSN letter. 

• Please retain this letter with your system’s Operator’s Guide and forward this letter to those who may have 
received this product. 

Siemens Healthcare Diagnostics will be revising the RAPIDPoint 500 and RAPIDPoint 500e System Operator’s 
Guide with information on the interfering substances. Once the revisions are  
completed, they will be available in Siemens Healthineers Document Library. 

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. 
 
 

Sincerely yours, 

  

Siemens Healthcare Diagnostics GmbH 
 
 
 
 
 
 
 
 
i.A. Roland Ertl, MA  i.A. Mag. Thomas Hufnagl 
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