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FDA EXTENDS TIMELINE FOR  
COMPLETION OF REMODULIN® PHASE IV STUDY 

 
Silver Spring, MD and Research Triangle Park, NC, August 21, 2003:  United 
Therapeutics Corporation (NASDAQ:UTHR) announced today that the U.S. Food and 
Drug Administration (FDA) has issued new timelines for completion of a required Phase 
IV postmarketing study to further assess the clinical benefits of Remodulin, United 
Therapeutics’ approved therapy for pulmonary arterial hypertension.  
 
The FDA agreed to allow United Therapeutics an additional eighteen months to submit 
the final study report which is now due on December 2, 2005.  The FDA also agreed to a 
reduction of the overall sample size of the postmarketing study from 100 to 39 patients.  
Additionally, an interim analysis of the study results may be performed after only 21 
patients have completed the study.  If these early results achieve the required interim level 
of significance, the study will be complete at that time. Seven patients have been enrolled 
in the study to date. 
 
In May 2002, United Therapeutics agreed with the FDA to conduct the Phase IV study at 
the time that Remodulin was approved for the treatment of pulmonary arterial 
hypertension in patients with NYHA Class II-IV symptoms to diminish symptoms 
associated with exercise.  The Phase IV study involves a randomized transition of patients 
treated with Flolan® -- a synthetic form of prostacyclin that is delivered intravenously – to 
either subcutaneous Remodulin or to placebo.  Outcome measures include clinical 
deterioration, symptoms and exercise performance.  
 
United Therapeutics is a biotechnology company focused on combating chronic and life-
threatening cardiovascular, infectious and oncological diseases with unique therapeutic 
products.   
 


