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Humira provides effective, non-steroid
alternative for eye inflammation

September 7 2016

Patients suffering from noninfectious uveitis, a group of diseases that
causes eye inflammation, can get effective treatment from a
corticosteroid alternative that has previously been approved for
treatment of arthritis and Crohn's disease, according to a study led by a
Duke Health researcher.

The Food & Drug Administration recently approved the additional use
of adalimumab (sold as Humira) for patients with noninfectious uveitis.
Corticosteroids have traditionally been the only FDA-approved
treatment for these diseases, although some doctors had prescribed
adalimumab off-label.

The FDA's approval is limited to treatment of the three types of
noninfectious uveitis that pose the greatest threat of vision loss.

Glenn Jaffe, M.D., a professor in the Department of Ophthalmology at
Duke University School of Medicine, said adalimumab works to treat
uveitis by targeting a protein that is thought to promote inflammation.
Jaffe led one of two clinical studies that formed the basis of the FDA's
approval and was senior author of the study appearing Sept. 8 in the New
England Journal of Medicine (NEJM).

"Patients may have many unwanted side effects when taking steroids
long-term, as many uveitis patients do," Jaffe said. "The goal of these
studies was to determine whether there was an alternative that could
replace or minimize the use of steroids. The studies also looked at
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whether an alternative would be better tolerated or more effective, yet
still safe."

The study consisted of 217 adults who had active, non-infectious
intermediate or posterior uveitis, or panuveitis. Participants were
randomly assigned to a group that received either adalimumab or a
placebo at the start of the trial and every two weeks thereafter. All
participants also initially received standard doses of the corticosteroid
prednisone, and continued to receive it in diminishing doses over the
course of 15 weeks.

Jaffe and colleagues then analyzed patients' time to treatment failure, or
how soon they saw a recurrence or worsening of one or more of four
signs of inflammation: new areas of inflammation in the back of the eye,
reduced visual clarity, more inflammatory cells in the front of the eye, or
more cloudiness of the gel that fills the eye. Jaffe said the study focused
on time to treatment failure because delaying or preventing
inflammation is the key to successful treatment.

"It 1s the active inflammation, caused by the body's immune system
reacting against itself, that can potentially permanently decrease the
patient's vision and cause unwanted symptoms, such as eye pain and
floaters in the field of vision," he said. "The hope is that by delaying or
eliminating recurrences, the symptoms will be minimized or eliminated."

The researchers found that median time to treatment failure was 24
weeks in the adalimumab group and 13 weeks in the placebo group.
Patients in the adalimumab group were also significantly less likely to
experience treatment failure during the duration of the study (80 weeks)
and they were at lower risk of treatment failure due to each of the four
signs.

Jaffe said the study's results are significant not only because they
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indicate adalimumab delays treatment failure, but also because the
investigation considered several signs as causes for treatment failure.

"Using these multiple, possible endpoints was something unique to this
study," Jaffe said. "Since each of these signs can be associated with
different types of uveitis, the study's results broaden the applicability of
treatment for patients."

The study authors note, however, that patients in the adalimumab group
reported serious adverse effects, such as respiratory tract infections and
allergic reactions, more frequently than those in the placebo group.
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