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Item 8.01. Other Events.

The Food and Drug Administration (“FDA”) announced (and made available on the FDA’s website) that, on October 26, 2022, a public advisory
committee meeting of the General and Plastic Surgery Devices Panel of the Medical Devices Advisory Committee (the “Committee”) will convene to
discuss, among other things, and make recommendations on the classification proposal for tissue expanders and accessories, which are currently
unclassified preamendments devices, to be class III (general controls and premarket approval) and class II (general and special controls). If the
Committee recommends and, after the comment and review process, reclassifies tissue expanders as Class III devices, it may create additional barriers to
entry for future tissue expanders products such as clinical studies and testing and other requirements generally associated with pre-market approval,
which may delay approval of our next generation tissue expander.
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