
 

 

    
    

 

 

   
 
 
 

     

       

 

 

        

 
 

 
 

 

 
 

 
 

 
 

 
 

 

 
  
 

 

 

 
 

 

 
 

     

 
 

 

 
  

 
 

 
 

 

   
 

 
 

 
 

      

________________________________________________________________________________ 

California Device Recall Information Sheet 

Food and Drug Branch – Device Recalls 

Qiagen Sciences LLC QIAstat-Dx Respiratory Panel Plus 

Recall Date Product Description Recalling Firm Recall Reason 

03/31/2025 Brand Name: QIAstat-Dx 

Product Name: QIAstat-Dx 
Respiratory Panel Plus 

Reference Number (REF): 
691224 

Software Version: n/a 

Component: n/a 

Qiagen Sciences LLC Identified faulty 
cartridges. If such a 
faulty cartridge is 
used for sample 
testing, false test 
results could occur. 

Recall 
Class 

Product Identification Distribution Affected Dates 

II REF: 691224 

Lot 178038604 

UDI-DI: 04053228047438 

Serial numbers (SNs): 
332168961 - 332169486 

445 units nationwide March and prior 

For additional information, please visit the FDA Website. 

CDPH Food and Drug Branch, MS 7602 ●  P.O. Box 997435 ●  Sacramento, CA 95899-7435 
(916) 650-6500 ●   (916) 650-6650 FAX 

CDPH.ca.gov 

https://www.cdph.ca.gov/
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=213097

