
     
         

    
  

       

     
      

     

 

        

  
  

 

 
 

 

 
      

   
 

 

    
 

        

State of California—Health and Human Services Agency 

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

CALIFORNIA DEVICE RECALL INFORMATION SHEET 

BioRAD Recalls Cytomegalovirus IgM In Vitro Diagnostic for Increased Positivity Rates 

Recall Date Product Description Recalling Firm Recall Reason 

12/07/2022 CMV IgM EIA
In Vitro Diagnostic 

BioRAD 
Tukwila, Washington 

Due to an unusual 
increase in the pos-
itivity rate with hum-
an IgM antibodies to 
cytomegalovirus 
(CMV) Enzyme Imm-
unoassay (EIA).

Recall 
Class Product Identification Distribution Affected Dates 

II Catalog Number: 25178 UDI-DI 
Code: 00847865010733 Lot 
Numbers: B02022 E10022 
G05022 

8 kits in California October 2022 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?dev?Product=196750
www.cdph.ca.gov

