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Study will evaluate investigational
medication for PTSD symptoms

April 28 2015, by Keith Herrell

The University of Cincinnati (UC) is one of 25 sites nationwide for a
clinical research study of an investigational medication for treatment of
Posttraumatic Stress Disorder (PTSD) symptoms related to military or
police work.

The trial, called the AtEase Study, will evaluate how well the
investigational medication, taken at bedtime, works compared with a
placebo for trauma-related symptoms, including sleep disturbances. It is
a Phase-2 trial, designed to assess efficacy and safety.

"Studies show that there is a strong relationship between work-related
trauma and sleep problems such as insomnia and nightmares," says
Lesley Arnold, MD, a professor of psychiatry and behavioral
neuroscience at the UC College of Medicine, UC Health psychiatrist and
principal investigator at the Cincinnati site. "These symptoms and others
related to PTSD can impact family life and interfere with work and
school."

The study is open to men and women between the ages of 18 and 65 who
have served or are currently serving in the Armed Forces, law
enforcement or as a military contractor. Border Patrol agents and other
members of the U.S. Department of Homeland Security, Secret Service
and intelligence agencies are included as well. Study volunteers must
have suffered a work-related traumatic event at some time after the year
2000 and have trauma-related lingering effects.
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Volunteers will be randomly assigned to one of three groups whose
members will receive differing doses of the study drug or a placebo.
This i1s a double-blind study, meaning neither the volunteer nor the study
doctor will know which group the volunteer has been assigned to.

The study drug dosing period will last for approximately 12 weeks,
during which time volunteers will participate in consultations and visit
the study center to undergo a variety of tests to monitor their condition
and well-being. Patients who complete the study—no matter which of
the three groups they are in—are eligible to enroll in an extension study
in which they will have the opportunity to try the new medication on an
open label basis, with no placebo involved.

The UC study center is the Stetson Building, home to UC Health
Psychiatry. All clinical tests, examinations and assigned study drugs are
provided at no cost, and volunteers will receive compensation for time
and travel expenses.
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