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Item 8.01 Other Events.
On August 27, 2021 the Company received a Warning Letter from the U.S. Food and Drug Administration (FDA) for failure to submit an investigational
new drug application (IND) prior to conducting two clinical studies, K031 and K032, of the Company’s MMT KB109 in subjects with COVID-19. The
Warning Letter followed receipt of a Form FDA 483 that was provided to the Company in March 2021 at the conclusion of a clinical inspection. The Form
FDA 483 and Warning Letter were each based on a single observation that the Company failed to submit an IND for the conduct of these studies; there
were no findings related to the conduct or oversight of these studies or the data that was generated. The Company is coordinating with the FDA and
intends to continue with its plans to submit an IND for KB109 in support of future clinical research.
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