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Current hepatitis C treatments work equally well,
UT Southwestern and national researchers report

DALLAS — Aug. 6, 2009 — The three treatment combinations for clearing the most common form of
the hepatitis C virus work equally well with similar side effects, UT Southwestern Medical Center
researchers and their colleagues in 13 other institutions have found. Hepatitis C affects nearly 4 million
Americans and leads to cirrhosis and liver cancer but can be arrested permanently in many patients.

Results of the two-year study, called the Individualized Dosing Efficacy vs. Flat Dosing to
Assess Optimal Pegylated Interferon Therapy (IDEAL) Trial, are available online and in today’s print
issue of The New England Journal of Medicine.

Researchers compared a standard dose of the long-acting form of interferon alpha with a lower
~ dose and against a different long-acting interferon alfa preparation. Each achieved about 40 percent
clearance of the virus.

“It doesn’t seem to make any difference which treatment a physician gives a patient,” said Dr.
William M. Lee, professor of internal medicine at UT Southwestern and a principal investigator of the
study. “These standard treatments were shown to be equally successful when used in combination with
the drug ribavirin to treat hepatitis C, so the comparison needed to be done.”

Hepatitis C is the most common reason for liver transplantation in the U.S., and there currently
is no vaccine to prevent hepatitis C infection.

The IDEAL Trial, conducted between March 2004 and June 2006, included 3,070 patients with
the most common and difficult to treat form of hepatitis C virus infection. Participants, who had not
received prior treatment, were assigned randomly to groups that received one of the three treatments: a
standard dose of peginterferon alfa-2b, a low dose of peginterferon alfa-2b, or peginteferon alfa-2a,
each in combination with ribavirin. Sixty-five patients were enrolled at UT Southwestern.

Participants received 48 weeks of treatment and then were followed for six months to see if the
virus remained absent from blood samples. A patient is said to have achieved sustained virologic
response if six months after treatment the virus remains gone. It is then highly unlikely that the virus
will return.

Researchers monitored side effects of the interferon medications throughout the study period.
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Side effects include extreme flu-like symptoms such as fever, chills, fatigue, depression, muscle aches,
chest pain, difficulty breathing, nausea, vomiting, and weight and hair loss.

“There wasn’t any difference in side effects either,” Dr. Lee said.

Although there was little difference overall in treatment results, researchers did find that
women achieved higher rates of virus clearance with the standard dose of peginterferon alfa-2b.

Dr. Lee is currently researching new drug agents such as protease and polymerase inhibitors
that, in addition to interferon and ribavirin, could improve rates of virus eradication.

Also involved in the study were researchers from the Duke Clinical Research Institute and
Duke University Medical Center; Alamo Medical Research in San Antonio; Kelsey Research
Foundation in Houston; the Liver Institute at Methodist Medical Center in Dallas; Liver Specialists of
Texas in Houston; Virginia Commonwealth University; Kaiser Permanente San Diego Medical Center
in Calif.; University of Miami Center for Liver Diseases; South Florida Center of Gastroenterology;
Saint Louis University School of Medicine; Schering-Plough Research Institute in Kenilworth, N.J.;
and Johns Hopkins University School of Medicine in Baltimore.

The study was funded by Schering-Plough Corp.

Dr. Lee has received lecture fees from Schering-Plough; research and grant support from
Beckman Coulter, Bristol-Myers Squibb, GlaxoSmithKline, GlobeImmune, Schering-Plough and
Vertex Pharmaceuticals; and consulting or advisory fees from Gilead, Eli Lilly, Novartis and Westat.

Visit http://www.utsouthwestern.edu/digestive to learn more about UT Southwestern’s clinical

services in digestive disorders, including liver diseases.
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