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InterHealth Nutraceuticals, Inc. opposes the citizen petition submitted by GSK on April 17, 2008 to classify weight loss claims as disease claims. We believe that weight loss claims are legitimate and appropriate for dietary supplements when supported by well-designed, peer-reviewed studies that show products to be both safe and efficacious. 

There is ample research supporting ingredients used in weight loss products. For instance, Super CitriMax®, InterHealth’s highly bioavailable form of hydroxycitric acid (HCA) bound to calcium and potassium, is supported by over 20 clinical and preclinical studies published in peer-reviewed journals for its weight loss and appetite suppressing effects. In randomized, double-blind, placebo-controlled clinical studies, researchers from Georgetown University Medical Center found that Super CitriMax® significantly increased weight loss, fat burning and serotonin levels and decreased body mass index (BMI).
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 A randomized, placebo-controlled, crossover study showed that Super CitriMax significantly lowered calorie intake compared to placebo in overweight men and women and significantly decreased 24-hour energy intake by 25%, snacking by 40%, while satiety was sustained.
 In addition, safety research on Super CitriMax is extensive, establishing a wide margin of safety for human consumption.
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In particular to HCA, the petition states: “Where there has been a randomized, double-blind clinical trial involving HCA, it found no significantly greater weight loss in the treatment group than in the placebo group.”  The petition references a 1998 study published in the Journal of the American Medical Association (JAMA) as basis that HCA is not an effective weight loss ingredient.
 A half a dozen physicians and scientists have refuted the findings of the study. In several letters to the editor of JAMA, scientists and physicians point out a number of aspects that they believe render the study invalid as the study design has many flaws and the results are highly questionable. The authors of these letters to the editor cite a wealth of other HCA research that contradicts the findings of this particular study. The original letters and a reply from the study’s author can be found in the July 21, 1999 issue of JAMA. The primary fault of the study centers on the restricted diet that was used. 
· All subjects were placed on a low-energy 1200 calorie diet, which is much lower than the average USDA 2,000 calorie recommendation. Therefore, all patients lost weight, including the placebo group. The study, in effect, negated any opportunity for HCA to demonstrate its ability to curb appetite, reduce food intake and inhibit fat synthesis from an unrestricted diet, properties that differentiate HCA from a placebo.

· The dose of HCA used in the study (500 mg, three times a day, 30 minutes before meals) was at the low end of the response range noted in earlier successful animal trials. Subsequent randomized, double-blind, placebo-controlled studies have shown that 4,667 mg of Super CitriMax a day taken in three equally divided doses 30 to 60 minutes before each meal significantly decreases weight compared to placebo.1,2,3 
· Bioavailability may have also been a problem. Although the amount of HCA in the test supplements was verified by chemical analysis, the chemical composition of the HCA was not. Excessive levels of calcium used to stabilize the HCA molecule, high levels of naturally occurring pectin and low solubility in water, factors which can reduce bioavailability, are known to exist in many, but not all, commercial available HCA extracts. Since blood and urine levels of HCA were not assessed, it is possible that the extract selected for this study had poor bioavailability.
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