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Item 8.01. Other Events.
 
 

On January 12, 2012, Delcath Systems, Inc. (the “Company”) met with the United States Food & Drug Administration
(FDA) to conduct the scheduled pre-New Drug Application (NDA) meeting.  Based upon the meeting and FDA correspondence
received in response to our meeting request and the briefing packet we submitted, we are satisfied with the responses that we
received from the FDA to certain questions we had regarding the NDA submission.  Accordingly, we will continue with the
preparation of our NDA submission as planned and expect to make the submission in the second quarter of 2012.

 
 

 
 



 

 
 
 
 
 

SIGNATURES
 
 
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.

 
 DELCATH SYSTEMS, INC.
   
Dated: January 13, 2012 By: /s/ Peter J. Graham
 Name:Peter J. Graham
 Title: Executive Vice President,
  General Counsel
  
   
             

 
 
 
 
 

 


