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Item 8.01 Other Events

Close-Out of FDA Warning Letter
As previously disclosed, including on our Form 10-Q for the quarter ended September 30, 2022 (the “Form 10-Q”), on December 29, 2015, the

Food and Drug Administration (the “FDA”) issued a Warning Letter alleging certain violations of FDA regulations applicable to medical device
manufacturers at our Munich, Germany and Arvada, Colorado facilities. We took actions to remediate the alleged violations and related inspectional
observations. On December 12, 2022, the Company received a communication from the FDA, dated November 28, 2022, indicating that the FDA considers
the Warning Letter closed. See “Note 10. Commitments and Contingencies” in the Notes to the Condensed Consolidated Financial Statements and Item 1A.
“Risk Factors” in the Form 10-Q for additional information.

Item 9.01 Financial Statements and Exhibits

(d)    Exhibits.

Exhibit Description

104 Cover Page Interactive Data File (embedded within the Inline XBRL document)
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