IST()L Are you battling sores on your fingertips?...

A Clinical Trial Opportunity
for Adults with Scleroderma

DISTOL-1 Trial

Digital Ischemic Lesions in Scleroderma Treated with Oral Treprostinil Diethanolamine: A
randomized, double-blind, placebo-controlled, multicenter research study

Purpose of the Study

The purpose of this research study is to determine if treprostinil diethanolamine (UT-15C SR) is
effective at healing your digital ulcers. Digital ulcers (ulcers on your finger tips) often develop in
people with a condition called systemic sclerosis (scleroderma). We are recruiting males and
females, 18 years and older, with systemic sclerosis who have ulcers on their fingertips.

This is a 20 week research study comparing treprostinil diethanolamine to placebo (sometimes
called a fake pill). During the study you will return to the clinic every 5 weeks for your doctor to
evaluate your digital ulcers and to complete study questionnaires. All evaluations and
medications for this study are provided without cost to participants. The risks and benefits of
this study will be explained to you thoroughly before you agree to participate.

Treprostinil diethanolamine is an analog of prostacyclin. Prostacyclin is a naturally occuring
substance produced by the cells of blood vessels that increases blood flow. Treprostinil
diethanolamine (UT-15C SR) is an investigational drug for digital ulcers caused by systemic
sclerosis or scleroderma. An investigational drug is one that has not been approved by the Food
and Drug Administration (FDA) or other agency as a prescription or over-the-counter drug. This
study drug is contained in a tablet that is taken by mouth and is released over an extended period
of time (sustained release, or SR).

Am I eligible for the
DISTOL-1 research study?

You may be eligible for the DISTOL-1 Study if you...
e ...have been diagnosed with systemic sclerosis (SSc) as defined by American College of
Rheumatology (ACR) criteria.
e ...are greater than 18 years at time of study screening.
e ...have at least one active digital ulcer (open wound on the end of your finger).




e ...are willing to use birth control if you are a woman of child-bearing potential.

You probably are not eligible if you ...
e ... have a diagnosis of pulmonary arterial hypertension (PAH).
...weigh less than 40 kg (88 Ibs).
...have another connective tissue disease, such as rheumatoid arthritis or lupus.
...use tobacco, or have in the past 6 months.
...use bosentan for your digital ulcers.

For more information, visit:

www.clinicaltrials.gov
Study Identifier: NCTO00775463

This study is sponsored by
United Therapeutics Corp.

Participating Centers:
United States, Alabama University of Alabama - Arthritis Clinical Intervention Program

Contact: Angela Kendrach  205-975-8091  Angela.Kendrach@ccc.uab.edu
Principal Investigator: Barri Fessler, MD

United States, Arizona Mayo Clinic Scottsdale
Contact: Susanna Murphy, RN 480-301-4319 Murphy.susanna@mayo.edu
Principal Investigator: W. Leroy Griffing, MD

United States, California UCLA
Contact: Karla Largaespada  310-825-4744  klargaespada@mednet.ucla.edu
Principal Investigator: Dinesh Khanna, MD

Stanford University School of Medicine/Palo Alto VA Health Care System
Contact: Charmen Cardenas 650-724-3617 charmenc@stanford.edu
Principal Investigator: Lorinda Chung, MD

United States, Colorado Denver Medical Center
Contact: Janice Wagner, RN 303-724-7516  janice.wagner@ucdenver.edu
Principal Investigator: David H Collier, MD

United States, Connecticut University of Connecticut Health Center
Contact: Elena Breen  860-679-2167 breen@up.uchc.edu
Principal Investigator: Naomi Rothfield, MD

United States, District of Columbia Georgetown University - Dept. of Medicine/Rheumatology
Contact: Catherine Ford 202-687-6317 cf283@georgetown.edu
Principal Investigator: Virginia Steen, MD




United States, Illinois Northwestern University - Feinberg School of Medicine
Contact: Julie Johnson  312-503-2338  j-johnson2@northwestern.edu
Principal Investigator: John Varga, MD

United States, Maryland Johns Hopkins University - Division of Rheumatology
Contact: Cindy Anderson  410-550-8582 canderson@jhmi.edu
Principal Investigator: Fredrick Wigley, MD

United States, Massachusetts Boston University School of Medicine - Rheumatology/Arthritis
Contact: Fei-Ying Cheong 617-638-4344  fycheong@ @bu.edu
Principal Investigator: Robert Simms, MD

United States, Michigan University of Michigan Scleroderma Program
Contact: Theresa Thielan  734-936-7009 tthielan@med.umich.edu
Principal Investigator: Elena Schipou, MD

United States, Minnesota University of Minnesota - Rheumatic/Autoimmune Disease Contact:
Patt Carlson  612-626-8640 carls006@umn.edu
Principal Investigator: Jerry Molitor, MD

United States, New Jersey UMDNJ Clinical Research Center
Contact: Halina Malvieaux  732-418-8483 malveaha@umdnj.edu
Principal Investigator: Vivien Hsu, MD

United States, New York North Shore-L1J Health System - Division of Rheumatology
Contact: Laura Donohue, CCRC  516-708-2558  Idonohue@nshs.edu
Principal Investigator: Avram Goldberg, MD

The Hospital for Special Surgery - Rheumatology Division, New York, New York
Contact: Jamie Mersten  212-774-2123  MerstenJ@hss.edu

Contact: Stacey Kloiber, RN 212-774-7194  kloibers@hss.edu

Principal Investigator: Robert Spiera, MD

United States, Ohio Cleveland Clinic Foundation/Dept. of Rheumatologic and Immunologic
Disease

Contact: Tara Barker 216-445-6139 BARKERT2@ccf.org

Principal Investigator: Soumya Chatterjee, MD

University of Toledo, Ohio
Contact: Sharon Loukx 419-383-6915 sharon.loukx@utoledo.edu
Principal Investigator: M. Bashar Kahaleh, MD

United States, Pennsylvania University of Pittsburgh - Medicine/Rheumatology
Contact: Dana lvanco  412-648-7040 des2@pitt.edu
Principal Investigator: Thomas Medsger, MD



United States, South Carolina Medical University of South Carolina
Contact: Kelley Gibson  843-792-5290 gibsonke@musc.edu
Principal Investigator: Richard Silver, MD

United States, Texas University of Texas - Houston - Rheumatology Health Science Center
Contact: Ann Saulino, RN~ 713-500-7118 Ann.r.saulino@uth.tmc.edu
Principal Investigator: Maureen Mayes, MD

United States, Utah University of Utah - Dept. of Rheumatology
Contact: Martha Finco  801-585-6468 Martha.Finco@hsc.utah.edu
Principal Investigator: Tracey Frech, MD

United States, Washington Benaroya Research Institute Recruiting Seattle, Washington,
Contact: Cora Fix  206-625-7373 ext 66040 cora.fix@vmmc.org
Principal Investigator: Stanford Peng, MD

United States, Wisconsin Medical College of Wisconsin, Milwaukee,
Contact: Marit Johnson  414-955-7022 mjohnson@mcw.edu
Principal Investigator: Mary Ellen Csuka, MD

Canada, Manitoba Arthritis Centre Research - Health Sciences Centre
Contact: Ann Huggard 204-787-1969 ahuggard@hsc.mb.ca
Principal Investigator: David Robinson, MD

Canada, Ontario St Joseph's Health Care London - Division of Rheumatology
Contact: Donna McBain, RN 519-646-6344  donna.mcbain@sjhc.london.on.ca
Principal Investigator: Janet Pope, MD

Canada, Quebec McGill University - Jewish General Hospital Recruiting Montreal, Quebec,
Contact: Maura Buchignani  514-340-7906 maura.buchignani@mail.mcqill.ca
Principal Investigator: Murray Baron, MD




