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Item 8.01 Other Events.

On December 28, 2010, we announced that the U.S. Food & Drug Administration (the “FDA”) had informed us that the agency will not be able to complete
the review of the New Drug Application (the “NDA”) for AFREZZA® (insulin human [rDNA origin]) Inhalation Powder by the action date of December 29,
2010. The FDA stated that it will require approximately four additional weeks to complete its review of the NDA.

Forward Looking Statements

This Current Report contains forward-looking statements, including statements related to the regulatory approval process with respect to AFREZZA, that
involve risks and uncertainties. Words such as “anticipates”, “intends”, “plans”, “proposes”, “expects”, “will”, and similar expressions are intended to identify
forward-looking statements. These forward-looking statements are based upon our current expectations. Actual results and the timing of events could differ
materially from those anticipated in such forward-looking statements as a result of these risks and uncertainties, which include, without limitation, risks
related to difficulties or delays in seeking or obtaining regulatory approval and other risks detailed in our filings with the Securities and Exchange
Commission, including the Annual Report on Form 10-K for the year ended December 31, 2009 and periodic reports on Form 10-Q and Form 8-K. You are
cautioned not to place undue reliance on these forward-looking statements, which speak only as of the date of this Current Report. All forward-looking
statements are qualified in their entirety by this cautionary statement, and we undertake no obligation and expressly disclaim any duty to revise or update any
forward-looking statements to reflect events or circumstances after the date of this Current Report.

 



 

SIGNATURE

     Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned hereunto duly authorized.
     
 MANNKIND CORPORATION

  

 By:  /s/ David Thomson   
  Name:  David Thomson, Ph.D., J.D.  

  Title:  Corporate Vice President, General Counsel and
Secretary  

 

Dated: December 28, 2010

 


