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May 9, 2020

Marlene Hanna
Director, Regulatory Affairs

Ortho-Clinical Diagnostics, Inc.
100 Indigo Creek Drive
Rochester, NY 14262

Trade/D8vice Na nodiagnostic Products Anti-SARS-CoV-2 Total
Dated: May1, 2

Received: May

Dear Ms. Hanna:

ended use in accordance with the May 4, 2020 Policy for
@ergency, (2) revise the Sensitivity section to incorporate

Products Anti-SARS-CoV-2 Totaltest to; (
Coronavirus Disease-2019 Tests During t,

revisions, is granted. Upon review, we concur that
supports the requested updates for use with the VI
addition, you have fulfilled condition “S” in the April 14,
interference study. Bysubmitting this amendment for review
complied with the Conditions of Authorizationstated in the le®er aut
Immunodiagnostic Products Anti-SARS-CoV-2 Totalissued on April 14

tic Products Anti-SARS-CoV-2 Total. In
ion that reqmred a supplemental

Sincerely yours,

Uwe Scherf, M.Sc., Ph.D.
Director, Division of Microbiology De
OHT7: Office of In Vitro Diagnostics and Radiological Health
Office of Product Evaluationand Quality

Centerfor Devices and Radiological Health
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