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plements

Kolata, Gina. Drug or Food? Patients Stumble Into Gray Area. The New York
Times, Tuesday, February 9, 1999, pg. D6.

This article raises an issue that will be increasingly significant for herbs as the
line between pharmaceuticals and dietary supplements begins to blur. When a
drug is also marketed as a dietary supplement, insurance companies and regula-
tory agencies are unwilling to cover or regulate it, regardless of its demonstrated
merit. According to another Feb. 9 New York Times article, more than four dozen
botanical products are currently being reviewed by the FDA for approval as
drugs; this number probably includes one highly researched and purportedly ef-
fective red clover remedy manufactured in Australia for the treatment of meno-
pause symptoms.

Many consumers and public interest groups want pharmaceutical grade herb and
nutrient products because they know they are regulated for purity and quality.

The article cites the example of melatonin, a chemical that may be extracted from
plant materials or synthesized. The compound, typically marketed as a dietary
supplement, is believed by many to effectively treat insomnia if taken in the cor-
rect dosage. Dr. Richard Wurtman of the pharmaceutical manufacturer Interneu-
ron tried to convince his company to test and market melatonin as a drug; he was
met with “absolutely zero interest”.

“The problem,” he explains, “is convincing a company in this country to invest the
tens of millions of dollars to get the drug on the market and then have it come out
and compete with a dietary supplement. As long as something is available as a
dietary supplement, no company will invest in it.” Interneuron now markets mela-
tonin as a dietary supplement.

For some people with life-threatening conditions the stakes are higher. Zinc ace-
tate and L-carnitine treat both a life-threatening disease and a rare debilitating
disorder (respectively); because they are available both as dietary supplements
and pharmaceuticals, many insurance companies do not cover them, even if they
are purchased in drug form. Consumers are concerned not only about out-of-
pocket expenses, but also about quality and dose assurance. Abbey Meyers is



executive director of the advocacy group the National Organization for Rare Dis-
orders. “If your life depends on one of these products,” says Ms. Meyers, “you
can’t take a chance on buying an over-the-counter supplement that may contain
no ingredient or half the ingredient or two or three times more the ingredient.”

Y. Betsy Levy
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