
     
         

      
   

 

       

     
       

 

     
 

 
  

 
 

        
 

 
 

  
      

 

 
 

 
 

 
 

 

 
 

 
 

  

 
 
      

 
 

 
  

  

 
 

 

 
 

 
  
 

        
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 

State of California—Health and Human Services Agency 

California Department of Public Health 
Food and Drug Branch – Device Recalls 

CALIFORNIA DEVICE RECALL INFORMATION SHEET 

Biofire Diagnostics Recalls Filmarray Pneumonia Panel (Pneumo), For Filmarray Systems, Due 
To Manufacturing Issue, Panels May Result  In False Negative Results. 

Recall Date Product Description Recalling Firm Recall Reason 

8/30/2023 BioFire Diagnostics LLC 
FilmArray Pneumonia 

Panel (Pneumo), REF: RFIT-
ASY-0145, For FILMARRAY 
systems, CE 2797, IVD, Rx 
Only 

BioFire 
Diagnostics, LLC
Salt Lake City, Utah 

Due to 
manufacturing issue, 
panels may result  in 
false negative 
results. 

Recall 
Class Product Identification Distribution Affected Dates 

II BioFire Diagnostics LLC 
FilmArray Pneumonia Panel 
(Pneumo), Pouch Lot # 2NBT22 
/Kit # 2187822 ;UDI-DI: UDI: 
00815381020482 

24 kits 
Nationwide including 
California 

May 2023 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
Internet Address: www.cdph.ca.gov

http://www.cdph.ca.gov/
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=200700
www.cdph.ca.gov

