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Item 8.01 Other Events

The U.S. Food and Drug Administration (FDA) has notified H Pharmaceuticals K/S, the 50/50 joint venture between Manhattan Pharmaceuticals, Inc.
(Manhattan) and Nordic Biotech Venture Fund II K/S (Nordic), that HedrinTM has been classified as a Class III medical device.  Hedrin is a novel, non-
insecticide treatment for pediculosis (head lice) that is being developed by H Pharmaceuticals K/S.  A Class III medical device designation means that a
Premarket Approval Application will need to be obtained for Hedrin before it can be marketed in the United States.

Manhattan Pharmaceuticals, Inc. believes that the FDA’s designation of Hedrin as a Class III medical device meets all of the criteria under the H
Pharmaceuticals K/S agreements between Manhattan and Nordic to require Nordic to invest an additional $1.25 million into H Pharmaceuticals K/S and for H
Pharmaceuticals K/S to make a $500,000 milestone payment to Manhattan.
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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.
 
 MANHATTAN PHARMACEUTICALS, INC.  
    
Date: January 20, 2009 By: /s/ Michael G. McGuinness  
  Michael G. McGuinness  
  Chief Operating and Financial Officer  
    
 
 

 

 
 


