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CALIFORNIA DEVICE RECALL INFORMATION SHEET

State of California—Health and Human Services Agency

O)CBPH California Department of Public Health

Food and Drug Branch — Device Recalls

Ortho Clinical recalls Vitros Immunodiagnostic Products Anti-SARS-CoV-2 IgG Quantitative
Controls

Recall Date

Product Description

Recalling Firm

Recall Reason

05/12/2021

VITROS Immunodiagnostic

Products Anti-SARS-CoV-2 IgG
Quantitative Controls (IVD)

For use in monitoring the
performance of the VITROS
ECI/ECiQ/3600 Immunodia-
gnostic Systems and the
VITROS 5600/XT 7600
Integrated Systems when used
with the VITROS Immunodiag-
nostic Products Anti-SARS-
CoV-2 IgG Quantitative Rea-
gent Pack used in combination
with the VITROS Immuno-dia-
gnostic Products Anti- SARS-
CoV-2 IgG Quantitative Cali-
brator for the determination of

IgG antibodies to SARS-CoV-2.

Product Code: 6199966 & 50

Ortho Clinical
Diagnostics Inc
Rochester, New York

Quantitative Controls
Outside of Expected
Control Range,
potential for delayed
results

Recall
Class

Product Identification

Distribution

Affected Dates

Lot Number: 0040(*and
potentially future lots) UDI:
10758750034475 Exp. Date:
19NOV2021

74 Units
Nationwide
including California

May 2021 to Nov
2021

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE EDA WEBSITE

CDPH Food and Drug Branch
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MS 7602 ® P.O. Box 997435 @ Sacramento, CA 95899-7435
(916) 650-6500 e (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov
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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=187438



