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Product Backgrounder

Axona is a first-in-class medical food for the clinical dietary management of the metabolic processes associated with mild-to-moderate Alzheimer’s disease (AD). In randomized, placebo controlled clinical trials, Axona has been shown to safely improve cognitive function and memory in AD patients.
With a novel mechanism-of-action, Axona offers a new approach to managing AD for patients in need of effective, well-tolerated therapies. It targets the metabolic deficiencies and imbalances associated with AD by providing an alternative energy source for brain cells. 
With simple administration and once-a-day convenience, Axona is complementary to current AD therapies. Axona is administered under physician supervision and dispensed by prescription, in accordance with applicable FDA regulations.
Alzheimer’s Disease

AD, the most common form of dementia, is a progressive and fatal disease for which there is no cure. It attacks the brain's nerve cells, resulting in loss of memory, executive function, thinking and language skills. According to recent data, every 71 seconds someone in America develops AD.

In the U.S., 5.2 million people are living with AD, and it has become the sixth leading cause of death. These numbers are expected to increase as the baby boomer generation ages and as medical technology continues to advance. In fact, it is estimated that 10 million U.S. baby boomers alive today will develop Alzheimer’s.1
Alzheimer’s Disease as a Metabolic Deficiency, The Role of Hypometabolism 
Glucose is the primary source of energy for the brain. AD is characterized by a substantial decrease in the brain’s ability to metabolize glucose, a defect known as hypometabolism. Numerous scientific studies have confirmed that AD patients experience a dramatic drop in glucose uptake in certain affected areas of the brain, and that this decline can start 10 to 20 years before any symptoms appear. 
This decrease in glucose metabolism may contribute to both the clinical and pathological course of AD. Inadequate uptake of glucose has been shown to lead to damage resulting in impaired memory and cognition and brain shrinkage. AD patients have a distinctive nutritional requirement for a nutrient or fuel source that can provide an alternative energy substrate for cells with low metabolic rates of glucose. Axona addresses these metabolic deficiencies to help manage the disease and reduce its devastating effects. 
A New Approach to Managing Alzheimer’s Disease
Axona is a first-in-class prescription medical food product that safely and effectively meets the nutritional requirements of patients with mild-to-moderate AD. Axona is a proprietary formulation of medium-chain triglycerides (MCTs), specifically caprylic triglyceride, that is digested and metabolized in the liver to produce ketone bodies.

Ketone bodies are naturally occurring compounds produced by the body at low levels. After being metabolized in the liver and released into the bloodstream, these ketone bodies provide an alternative energy source for brain cells to help improve functioning. Clinical studies have demonstrated that this novel approach to the management of AD can safely improve cognitive function and memory in patients.
A medical food is intended for the specific dietary management of a disease or condition for which distinctive nutritional requirements, based on recognized scientific principles, are established by medical evaluation. Medical foods are specially formulated for oral or enteral ingestion and intended to be used under medical supervision. As an FDA regulated product category, medical foods must also comply with FDA regulations pertaining to labeling, product claims and manufacturing, and ingredients must have a Generally Recognized As Safe (GRAS) designation. Medical foods are sometimes prescribed in conjunction with drugs, but represent an entirely different scientific and medical approach to managing diseases. Medical foods are not intended for a healthy consumer population, are not dietary supplements or “nutraceuticals,” and nutrients found in medical foods cannot be obtained by a simple dietary change. 

Dosing and Administration
Axona is supplied as a powder formulation in individual 40-gram packets containing 20 grams of MCTs each. It is recommended that patients take one packet of Axona once a day with breakfast. The contents of each packet should be added to 4 to 8 ounces of water in an appropriate container, shaken until fully blended and consumed immediately. 

Axona is dispensed by prescription only. Both patients and caregivers should be instructed in the correct administration amount and schedule for Axona based on medical evaluation of the patient by the supervising physician. For complete information, please see the full prescribing information, available on request.

Clinical Data 
Axona was evaluated in a double-blind, randomized, placebo-controlled study performed at multiple U.S. clinical centers in a population of 152 patients with probable mild-to-moderate Alzheimer’s disease. Patients taking Axona showed little disease progression and demonstrated significant improvements in cognitive function by day 45 (as measured by the AD Assessment Scale-Cognitive subscale or ADAS-Cog score). These patients also maintained a slight improvement from baseline after 90 days of daily Axona administration, whereas the placebo group demonstrated a decline.

An additional randomized, placebo-controlled, crossover-design study was conducted to measure the therapeutic effects of a single administration of Axona containing 40-80 grams of MCTs on memory in 20 patients diagnosed with probable AD or mild cognitive impairment. The single administration led to elevated BHB serum levels that were positively correlated with improvement in paragraph recall (a measure of cognition). 
In these trials Axona was demonstrated to be safe, effective and generally well-tolerated. 

Safety
In clinical trials evaluating Axona, the most common adverse events were diarrhea, flatulence and dyspepsia. No significant interactions with commonly prescribed medications for AD (acetylcholinesterase inhibitors and NMDA receptor antagonists) were observed. With simple administration and once-a-day convenience, Axona is complementary to current AD therapies.
The main ingredient in Axona has achieved self-affirmed Generally Recognized as Safe (GRAS) according to FDA regulations, meaning it has a proven safety record based on published scientific evidence. 
For more information, visit www.about-axona.com.
� Alzheimer’s Association. (2008). 2008 Alzheimer’s Disease Facts and Figures. Alzheimer's & Dementia: The Journal of the Alzheimer’s Association, 4 (2): 110-133. doi: 10.1016/j.jalz.2008.02.005    








