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UNITED THERAPEUTICS FILES IND FOR INTRAVENOUS REMODULIN®
FOR THE TREATMENT OF PULMONARY ARTERIAL HYPERTENSION

Silver Spring, MD and Research Triangle Park, NC, July 14, 2003: United Therapeutics
Corporation (NASDAQ: UTHR) announced today that the Food and Drug
Administration (FDA) has accepted its investigational new drug application (IND) for the
development of Remodulin by intravenous delivery for the treatment of pulmonary arterial
hypertension.

A subcutaneous form of Remodulin is already approved by the FDA for the treatment of
pulmonary arterial hypertension in patients with NYHA Class II-IV symptoms to
diminish symptoms associated with exercise. Remodulin’s active ingredient is a stable,
long-duration variant of the natural molecule prostacyclin. Prostacyclin is believed to be
essential for maintaining proper vascular tone and function but natural prostacyclin is
highly unstable and has a very short duration of action.

“We are excited about the initiation of this registration effort for intravenous delivery of
Remodulin to provide an additional prostacyclin therapy option. Given Remodulin’s
chemical stability and prolonged duration of action, it is a potentially more beneficial form
of intravenous prostacyclin than is currently available in the United States. The only
approved intravenous prostacyclin requires continuous refrigeration and can cause
emergency distress to patients from infusion interruptions,” said Roger Jeffs, Ph.D.,
President and Chief Operating Officer of United Therapeutics. “While we are still
formulating our registration plan, our initial studies will focus on establishing
bioequivalence of intravenous and subcutaneous Remodulin so that we may bridge the
existing subcutaneous Remodulin filing. In addition, we will conduct preclinical toxicology
studies to ensure comparable safety of chronic intravenous infusion.”

In clinical trials, the most common side effects reported with subcutaneous Remodulin
therapy included infusion site pain (85%) and infusion site reaction (83%). Other adverse
events included headache (27%), diarrhea (25%), nausea (22%), rash (14%) jaw pain
(13%), vasodilatation (11%), dizziness (9%), pruritus (8%) and hypotension (4%).
Remodulin should be used only by clinicians experienced in the diagnosis and treatment of
pulmonary arterial hypertension.

United Therapeutics is a biotechnology company focused on combating chronic and life-
threatening cardiovascular, infectious and oncological diseases with unique therapeutic
products.






