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Item 8.01 Other Matters.
 
On December 21, 2021, the U.S. Food and Drug Administration, or FDA, notified us that it was declining to review our application for an emergency use
authorization, or EUA, for the DPP Respiratory Antigen Panel. The DPP Respiratory Antigen Panel is a test system designed, when used in combination
with the DPP Micro Reader optical analyzer, to provide simultaneous, discrete and differential detection of SARS-CoV-2, Influenza A and Influenza B
antigens from a single patient respiratory specimen, such as a nasal swab, in approximately 20 minutes.
 
As we disclosed previously, during the clinical trials for the DPP Respiratory Antigen Panel we encountered delays resulting principally from the near
absence of influenza in the United States. As a result, we had incorporated in our clinical data for the DPP Respiratory Antigen Panel foreign-sourced
influenza-positive samples preserved in viral transport media, which we intended to mitigate the impact of the extremely low incidence of influenza in the
United States.
 
The FDA notice informed us that, in order to proceed, we will need to prospectively collect Influenza A and Influenza B samples and then submit a new
EUA application for the DPP Respiratory Antigen Panel. We cannot assure you that we will be able to compile the additional specimens requested by the
FDA in a timely manner or at all, and therefore we cannot assure you that we will be able to submit a new EUA application for the DPP Respiratory
Antigen Panel at any specific time in the future or at all.
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