
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 

 

State of California—Health and Human Services Agency 

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

 

CALIFORNIA DEVICE RECALL INFORMATION SHEET 
 

Ortho Clinical issues Booklet Correction for Documentation of Vitros Immunodiagnostic 
Products Anti-HBc IgM Controls 

 
 

Recall Date Product Description Recalling Firm Recall Reason 
 

10/15/2021 
 
VITROS Immunodiagnostic 
Products  Anti-HBc IgM Controls  

For use in monitoring the 
performance of the VITROS 
ECi/ECiQ/3600 
Immunodiagnostic Systems 
and the VITROS 5600/XT 7600 
Integrated Systems 

 
Ortho Clinical 
Diagnostics Inc 
Rochester, New York 

 
Ortho Clinical Dia-
gnostics confirmed a 
complaint that some 
VITROS Immunodia-
gnostic Products 
Anti-HBc IgM Con-
trols Lot 1690 Con-
trols Values booklet 
contained informa-
tion for the incorrect 
product. While the 
accuracy of patient 
test results is not 
affected by this iss-
ue, there is a pot-
ential for delayed 
results due to the 
troubleshooting of 
Quality Control 
results 
 

 
Recall 
Class Product Identification Distribution Affected Dates 

 
III 

 
Lot 1690 UDI 10758750001200 

 
8 Booklets in 
California 

 
October 2021 and 
prior 
 

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE
 

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=189881



