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Dear Ms. Spies:

This is to notify you that your request to provide an interim update to the Instructions for Use
labeling for the CDC Zika Immunoglobulin M (IgM) Antibody Capture Enzyme-Linked
Immunosorbent Assay (Zika MAC-ELISA) to provide additional acceptance criteria designed to
enhance the precision and accuracy of the assay across all testing laboratories, has been granted.
The CDC communication to Zika Testing Laboratories has been appended to the front of the
currently posted Zika MAC-ELISA IFU document. By submitting this amendment for review by
FDA, you have complied with the Conditions of Authorization stated in the letter authorizing the
emergency use of the Zika MAC-ELISA issued June 29, 2016.

Sincerely yours,

Uwe Scherf, M.Sc., Ph.D.
Director
Division of Microbiology Devices
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health
Enclosure



