
 

       

     
       

 

     
 

  
 

        
 

 
 

 
 

 
 

 
 

 
 

 

  

 
 

 
 
 

 

 
 

 
 

 

 

  

 
 
      

 
 

 
 

 
  

  
 

  
 

  
 

 
  
 

 

 
  
 

  
 

 
 

 
 

  
 

  

    

        

 

     
         

      
   

State of California—Health and Human Services Agency 

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

CALIFORNIA DEVICE RECALL INFORMATION SHEET 
Illumina Recalls MiSeq Dx and NextSeq 550 Dx for Cybersecurity Vulnerability 

Recall Date Product Description Recalling Firm Recall Reason 

6/22/2022 MiSeq Dx 
illumina REF DX-410-1001, 
15036706, 20014053 

Illumina, Inc. 
San Diego, 
California 

cybersecurity 
vulnerability 

6/22/2022 NextSeq 550 Dx 
REF 20005715 

Illumina, Inc. 
San Diego, 
California 

cybersecurity 
vulnerability 

Recall 
Class Product Identification Distribution Affected Dates 

II MiSeq Dx 
Model Numbers: DX-410-1001; 

15036706; 20014053;  UDI-DI 
Code: 00816270020002 
00816270020699  All Instruments 
containing Software version: 
v.1.3.1 to 3.0  Installed Product 
ID: U.S.: M71006-20014737 -
M71016-20014737 

47 Units in 
California 

June 2022 and 
prior 

II NextSeq 550 Dx 
Model Numbers: 20005715  
UDI-DI Code: 
00816270020125  All 
Instruments containing Local 
Run Manager (LRM) 
Software version: v.1.3.1 to 
3.0  Installed Product ID: 
U.S.: NDX550779-15073937 
- NDX550937-15073937 

52 Units in California June 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 

https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/FoodSafetyProgram/FoodRecalls.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?dev?Product=193602
http://www.cdph.ca.gov/

