ADMINISTRATION

S/@ 2YY U.S. FOOD & DRUG

October 23, 2020

Marlene Hanna
Director of Regulatory Affairs
Ortho-Clinical Diagnostics, Inc.
100 Indigo Creek Drive,
Rochester, NY 14626

Re:

This is to notify you that yo the Fact Sheet for Health Care Providers and the Instructions for
Use (IFU) of the VITROS ImmunSg i ducts Anti-SARS-CoV-2 IgG Reagent Pack, to include a limitation, is
granted. Upon review, for the VITROS Im roducts Anti-SARS-CoV-2 IgG Reagent Pack, we concur
with the additional limitation to the pac . itive result may not indicate previous SARS-CoV-2
infection. Consider other information in ini ' ocal disease prevalence, in assessing the need
se.” We also concur with the additional
statement to the Fact Sheet for Health Care Provid@lfs: alisk of false positive results, confirmation of
positive results should be considered — using a seco say that detects the same type of

updates to the IFU, the Fact Sheet for Healthcare Provide
authorizations.
Conditions of Authorization stated in the letter authorizing the emer

Products Anti-SARS-CoV-2 IgG Reagent Pack issued on April 24, 2020.

Sincerely yours,

Uwe Scherf, M.Sc., Ph.D.

Director, Division of Microbiology Devices

OHT7: Office of In Vitro Diagnostics and Radiological Health
Office of Product Evaluation and Quality

Center for Devices and Radiological Health
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