
     
         

      
   

 

       

     
       

 

     
 

  
 

 

        
 

 
 

 
 

 
  

 
 

 
 

 
 

 

  

 

 
 

 
 
      

 
 

 
  

 

 
 

  
 

 

 

 

        
 
 
 
 
 
 
 
 
 

 
 

State of California—Health and Human Services Agency 

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

CALIFORNIA DEVICE RECALL INFORMATION SHEET 

Potential for Signal Amplification Delay in Simplexa COVID-19 Positive Control Pack 

Recall Date Product Description Recalling Firm Recall Reason 

10/27/2021 SIMPLEXA COVID-19 Positive 
Control Pack, REF MOL4160, 
IVD, Rx Only 

UDI: (01) 20816101027051 

1690 kits 

DiaSorin Molecular 
LLC, 
Cypress, California 

Due to unapproved 
raw materials used 
in the manufacturing  
of Covid-19 control 
pack, their is the 
potential for delayed 
amplification signals. 

Recall 
Class Product Identification Distribution Affected Dates 

Voluntary MOL4160 Lot# 12175N & 
12722N 

32 kits of 12175N 
13 kits of 12722N 
in California 

September 2021 
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/FoodSafetyProgram/FoodRecalls.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?dev?Product=189702
www.cdph.ca.gov

