
Appendix A: 

To be added to Appendix A, a SARS-CoV-2 antibody test (lateral flow or ELISA test), upon submission of 
a request from a manufacturer, must be confirmed by FDA to meet the applicable criteria for 
performance and labeling set forth in the Scope of Authorization (Section II).  

Lateral Flow Tests 

Manufacturer Product Name Instructions for Use (link) Date of Addition 

ELISA Tests 

Manufacturer Product Name Instructions for Use (link) Date of Addition 

REVOKED

https://www.fda.gov/media/137470/download
https://www.fda.gov/media/137470/download



