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Item 8.01 — Other Events

On May 9, 2011 MELA Sciences, Inc. (the “Company”) submitted a Citizen Petition to the U.S. Food and Drug Administration (the “FDA”) requesting
enforcement by the FDA Commissioner of the October 20, 2004 binding Protocol Agreement the Company entered into with the FDA, and that the FDA
Commissioner require that the Company’s premarket approval application (the “PMA”) for its MelaFind® device is reviewed fairly and consistently with the
FDA'’s laws and regulations.
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