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Item 8.01 Other Events.
 

On May 28, 2015, XBiotech Inc. (the "Company"), announced that the Food and Drug Administration (FDA) has lifted its clinical hold from the
Company’s IND, enabling the launch of its Phase 1/2 study of an investigational therapy for S. aureus infections. XBiotech was placed on clinical hold by the
FDA while it worked with the agency to prepare its therapy and manufacturing process for human studies. XBiotech will now begin enrollment of
approximately 52 patients in a Phase 1/2 randomized, placebo-controlled, dose escalation study, which will evaluate safety and efficacy of its therapy to treat
serious S. aureus infections.
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