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May 19, 2003

The Honorable Mark McCleliah, M.D,

Commisslonsr

U.S. Food and Drug Administration
5600 Fishers Lane
Rockville, Maryland 20857-0001

RE: Docket Number 85N-0304
Dietary Supplements Containing Ephedrine
Alkaloids

Dear Dr. McClsllan:

| am writing today In response to the Food and Drug Administration’s (FDA)
requast for comment on Docket Number 85N-034: Dfetary Supplements Containing
Ephedirine Alkaloids.

| firmly balieve that complamentary medicine, including distary supplaments,
have an important role to play in our health care system, and that Americans have the
right to maks thelr own informed health care cholces. As Chairman of the House
Commities on Govemment Reform from 1897 to 2002, and now as Chairman of the
Subcommittes on Human Rights and Welinees, | have made health care oversight one
of my highest priorities. In pariicular, the Commities has been active in monitoring the
FDA's implementation of the Dietary Supplement Health and Education Act of 1894
(DSHEA), and to-dats, | belisve the American public has not been well gserved by the
FDA.

While Chaiman of the Committee on Government Reform, | initiated an
invagtigation of the FDA's implementation DSHEA. From this investigation, it became
apparent that the FDA's fallure to fully and properly impiement the provisions of DSHEA
stems In large parl from a bias within the agency againat herbal dietary supplements, |
am concerned that this institutional bias could unduly influance the FDA’s investigation
intc safety concerns of dietary supplements containing ephedrine alkaloids.
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Congress enacted DSHEA to ensure that consumers wara able to make informed
choices about thelr own preventive health care programs based on data from scientific
studies of health benefits related to particular diatary supplements. Tha Act grants FDA
the authority to scientifically determine whether a dietary supplement presents a
“significant or unreasonable risk of illness or Injury under conditions of use
recornmanded or suggested in labeling,” and to take action to protect the American
consumaer if sUch a risk Is identifled. While a number of scientific clinical studies have
besn conducted on the sffectivenass of ephadra-based dietary suppiements for weight
control, few if any dinical atudies have been conducted strictly on the safety of ephedra-
based dietary supplements. Yet. it seems from reading Dockat Number 85N-0304 that
the FDA is already-pre-disposed to classifying ephedra as a significant and
unreascnable risk in the absence of those clinical studises,

As in 1887, when regulations on ephedra-based supplements were first proposed,
FDA is currently relylng heavily on case studies of Adverse Event Reports (AER) as the
primary Justification for action, the principle study being the racently concludsed review
by the RAND Corporation. | applaud FDA and the Department of Health and Human
Services for commisgsioning the RAND Corporation to undertake this review. But even
this review concluded that more analyses of existing data is unlikely to settie the safaty
issue, that new data is needed and that “the strongest evidence for causality should
come from clinical trials.”

An aggregate of the fimited clinical trials avallable on ephedra-based dietary
supplements that examined the efficacy of the supplement for weight loss indicates an
Adverse Event Rate of approximately 1 in 1,000. According to a recant study published
in the Joumnal of the Amencan Medicai Association (JAMAY), the incldence of autism in
this country is now approximately 1 in 150 children. Yet the FDA does not have the
same zeal to eliminate the known toxin mercury from vaccines and dental amalgams
that is a blologically-plausible cause of autlsm as it does ta eliminate from consumers
the choice to use the dietary supploment éphedra.

Even if we leave off the need for dlinical trials and simply focus on a review of the
case studies, the evidence isn't canclusive. In 1989, FDA estimated that 12 milion
Americans uged ephedra or ephedrine-based products. The RAND study screened
nearly 18,000 case reparts, and idenfified 284 serious or major adverse events as well
as 2 deaths. [n comparison, according to data published by the American Assoclation
of Poison Control Centers ("AAPCC") In 2000, they received 16,849 reports on Aspirin,
of which 297 were mgjor adverse events and 52 were deaths. For Acstaminophen they
received 56,731 reports, of which 858 were major events and 99 were deaths.
{buprofen logged 57,876 reports of which 225 were major events and 5 were deaths,
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Mr. Commissioner, the United States is undergoing a crisls of obeslty threatening
the long-tarm health of millions of Amaricans. Obeslty has been cleany and
scientifically linked to the Nation’s number one killer — heart disoase —~ a3 weli as
diabetes and other chronic conditions. A recent study released by the DHHS in the Iast
week shows that the cost of treating health problems associated with overweight people
Is costing $93 Billion a year, with about half that cost belng paid through Medicare and
Madicaid. The clinical studies that are available on ephedra-based dietary
suppiements, and the RAND study supports these conclusions, find that sphedra-based
dietary supplements can promote modest short-tenn welght loss of about two pounds
more per month than-placebo. Even such a small weight jose can hagve a beneficial
heaith sffect. ©On July 25, 2002, the House Committee on Govemment Reform
conducted a hearing on "Diet, Physlical Activity, Dietary Supplements, Lifestyle and
Health.” During that hearing, the Committes heard from a number of experts on waight
loss and obesity. One-internationally recognized sxpert, George A. Bray, MD,
emphaslized that small weight loss, even aver a short period of time, can be highly
beneficial to health. He testified:

“Small weight losses can be highly beneficial in reducing the risk for the
diseases | described earlier. In a study of which we are a part that is funded
by the National Institutes of Health, called “The Diabstes Prevention
Program,” welght losses of 3 to 7 percent reduced by 58 percent and 31
percent the risk of psople who are at high risk for diabetes from ectually
becoming diabetic. If you transiate that into a 3-year-delay in the
complications of this dissase, it saves billions of dollars by reducing the risk
for human dialysis, for renal failure, for amputations, for blindness and other
complications assoclated with diabstes. So modest welght iosses can be
highly beneflclal. The dletary supplements that are available, particularly the
ephedra-caffeine combinations, have clear evidence from clinical trials of up

~-40 6-months suggesting that the welght loss in the treating group Is
‘substantially larger than placebo and in the range that would be associated
with these reductions In risk that were demonstrated m diabetos prevention
programs.”

In short, ephedra, when appropriately used. can be a valuable tool in the battle
against obesity and the added health problemns assoclated with diabetes.

The key of course Is to make sure that these supplements are used appropriately.
That is why | support a strong waming !abel, such as the ane outlined In Docket Number
85N-0304. | also urge the FDA and DHHS to conslder a ban on sales of ephedra-based
supplements to minors and a ban on marksting of the gupplements for athlatic
enhanceament, a claim not supparted by the science. In gddition, | belisve that FDA and
HHS should actively engage in a well-designed public information campaign to educate
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consumers on the importance of reading end following label Instructions and wamings,
not just for ephadra-containing products or dietary supplements, but for all over-the-
counter products and prescription drugs as well. Finally, | urge the FDA to support
clinical trials that will examine scientifically the safety of ephedra whan properly used.
In the absence of such information, the FDA should be cautious about implementing
any regulation that purports a definktive causal relaticnship between consumption of
ephedra and adverse events.

Adaption of healthy lifestyle cholces, including moderate physical activity, a sensible
diet and the appropriate use of dietary supplemaents, can imgrove one’s health, The .
American pecple deserve 1o have as wide a range of choices as possible, including the
choice.of using distary supplements for their haslth care naeds,

Sincerely,
- DD‘?Z“K

Chairman
Subcommittee on Human Rights and Weliness
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