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PALM BEACH, MARTIN COUNTY RESEARCH SHOWS NO INCREASED RISK OF STROKE FROM LUCENTIS

Retina Care Specialists Present Key Finalized Data for National Trial

PALM BEACH GARDENS, FL (October 28, 2008) – Mark Michels, MD, FACS of Retina Care Specialists (www.retinacarespecialists.com) announced at last week’s annual American Society of Retina Specialists meeting that final research data shows there is no statistically increased risk for stroke associated with Lucentis use, though there was a slightly increased trend for stroke in patients who had suffered previous stroke. 

Lucentis, a medication used to treat wet age-related macular degeneration (AMD) was approved by the Food and Drug Administration in June 2006.  In January 2007, Genentech, Inc., warned health care professionals regarding the potential increased risk of stroke.
“The Genentech warning was based on interim data from an ongoing safety study called SAILOR,” said Dr. Michels. “Interim data means that mid-way through a study, any safety concerns are disseminated to all participating investigators, and, in this case, to the lay press. The data was showing generally that the risk for patients was significantly higher in patients receiving the recommended dose of Lucentis.” 
The final results show that use of Lucentis did not subject most patients to a higher risk.  To understand this, it is important to note that the risk of ischemic stroke is about 3.5% a year in elderly patients, regardless of whether or not they have AMD. Patients who have a history of a heart attack or stroke have a 35% risk of having another stroke in the following year.  The rates in the SAILOR study were actually lower than this, even with Lucentis treatment at either dose.
SAILOR is the largest phase III study to date to investigate Lucentis safety in a large population of patients with wet AMD.  The data announced last week was gathered over 12 months.

“We are extremely committed to participating in the scientific processes that determine the safest possible and most effective treatments for our patients,” said Dr. Michels.

Dr. Michels co-authored an article in the October 5, 2006 issue of The New England Journal of Medicine that reported the results from the original clinical trial that contributed to the FDA approval of Lucentis.
For more information, visit www.retinacarespecialists.com or call (561) 624-0099.
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About Retina Care Specialists
Mark Michels, M.D., F.A.C.S., Adrian Laviña, M.D., and Paul Gallogly, M.D. of Retina Care Specialists are board certified and fellowship-trained ophthalmologists who focus in diseases and surgery of the retina, vitreous, and macula.  

Retina Care Specialists patients have the advantage of access to national collaborate drug trials in a community setting.  With offices in Palm Beach Gardens and Stuart, each doctor brings his unique insight from years of investigational work to benefit patients every day.

For more information, visit www.retinacarespecialists.com.
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