Results of the Ginkgo Biloba Phase III Trial
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Results of a large, six-year long, randomized trial showed no beneficial effect of Ginkgo biloba in the prevention of Alzheimer's disease or dementia in subjects with normal cognition or in those with mild cognitive impairment. The findings from the Ginkgo Evaluation of Memory (GEM) trial were published in the November 19, 2008 issue of the Journal of the American Medical Association.  The study was led by Stephen T. DeKosky, M.D., formerly of the University of Pittsburgh, now vice president and dean of the School of Medicine at the University of Virginia in Charlottesville
Ginkgo biloba is a Chinese medicine that has been used for centuries. Ginkgo is one of the most popular herbs in the United States and Europe, with sales over $250 million per year. The medicine is extracted from leaves of the ginkgo biloba tree. It has been believed to improve brain function. The purported effect of Ginkgo biloba is by the action of multiple antioxidants, as well as its ability to increase blood flow to various parts of the brain and its ability to reduce inflammation.
The study was a randomized, placebo-controlled clinical trial carried out at four academic medical centers in the United States to see whether treating with 120 mg of Ginkgo biloba two times a day could prevent incident dementia or Alzheimer's disease versus placebo.  Patients were assessed every 6 months for dementia.

The study enrolled 3,069 participants aged 75 or older. After a median follow-up of  6.1 years, 523 subjects were diagnosed with dementia, 246 (16.1%) in the group taking placebo, and 277 (17.9%) in the group taking Ginkgo biloba. Of the total dementia cases, 92% were classified as possible or probable Alzheimer's disease or Alzheimer's disease with evidence of cerebrovascular disease.

The rate of total dementia did not differ between groups, Ginkgo biloba versus placebo. The rates of Alzheimer’s-type dementia were also similar, between the Ginkgo biloba versus placebo groups. Similarly, there was no effect of treatment on the rate of progression to dementia in those with mild cognitive impairment.

Adverse events were similar between groups, and  there was no statistically significant difference in the rates of serious adverse events or mortality. Because of previous concerns about a possible bleeding risk with Ginkgo biloba, the protocol called for discontinuation of the study drug with the institution of warfarin therapy that resulted in the dropout of 214 subjects: 112 in the Ginkgo biloba and 102 in the placebo group. There were twice as many hemorrhagic strokes in the Ginkgo biloba group versus placebo (16 versus 8), but the number of cases was small and was not statistically significant.
The study was co-funded by five components of  the National Institutes of Health (NIH): National Center for Complementary and Alternative Medicine (NCCAM); National Institute on Aging (NIA); National Heart, Lung, and Blood Institute; National Institute of Neurological Disorders and Stroke, and the Office of Dietary Supplements.

