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Mr. Chairman and members of the Subcommittees, | am Howard Beales, Director of the Bureau of Consumer
Protection, Federal Trade Commission ("FTC" or "Commission").(l) The Commission is pleased to have this
opportunity to testify about our efforts to ensure the truthfulness and accuracy of marketing for dietary supplements,
including weight loss products and other supplements containing the herbal ingredient, ephedra. | will discuss the
Commission's mission and our latest activities in this area.

The mission of the Federal Trade Commission is to prevent unfair competition and to protect consumers from unfair
or deceptive acts or practices in the marketplace. As part of this mission, the Commission has a longstanding and
active program to combat fraudulent and deceptlve advertising claims about the benefits or safety of health-related
products, including dietary supplements ) The dietary supplement industry encompasses a broad range of products,
from vitamins and minerals to herbals and hormones, and represents a substantlal segment of the consumer
healthcare market. Industry sales for 2001 were estimated to be $17.7 billion.

Some dietary supplement products offer the potential for real health benefits to consumers. Unfortunately, unfounded
or exaggerated claims in the marketplace are proliferating. As the level of deceptive claims has expanded, however,
so too have our enforcement actions. Since December 2002, the Commission has targeted deceptive claims for more
than $1 billion” in health care products, a majority of which were dietary supplements.

This testimony will provide an overview of our enforcement efforts and other activities to combat deception in the
supplement marketplace, including our efforts in the weight loss area. It then will focus on our specific efforts to
challenge deceptive safety and efficacy claims in the marketing of supplements containing ephedra.

The FTC's Law Enforcement Actions Against Misleading Dietary Supplement Ads

Challenging misleading or unsubstantiated claims in the advertising of health care products, and particularly dietary
supplements, is a priority of the FTC's consumer protection agenda. The Commission has filed more than ninety law
enforcement actions over the past decade challenging false or unsubstantiated claims about the efficacy or safety of
a wide variety of supplements ) In this year alone, the Commission has filed or settled fifteen cases challenging
claims for vanous supplement products, including three cases that specifically challenged safety and efficacy claims
for ephedra ) The Commission focuses its enforcement priorities on claims for products with unproven benefits or
that present significant safety concerns for consumers, and on false and unsubstantiated claims for products
purported to treat or cure serious diseases.



The Commission's enforcement actions seek to stop deceptive advertising and obtain meaningful relief for
consumers. In addition to obtaining cease and desist orders, in appropriate cases, the Commission secures
substantial monetary relief for consumer redress or disgorgement of profits.m Further, when the marketing of a
supplement involves misleading or unsubstantiated safety claims, the Commission requires that strong warning
statements be placed in labeling and advertising.(g)

Weight Loss Advertising Report

As the Subcommittees are aware, ephedra often has been marketed as an aid to weight loss. Consumers spend
billions of dollars on products that purport to promote weight loss.” In September 2002, the staff of the Federal Trade
Commission released the Report on Weight-Loss Advertising: An Analysis of Current Trends ("Weight Loss
Advertising Report").(m) The Report analyzed claims from 300 advertisements disseminated during 2001 and
concluded that the use of false or misleading claims in weight-loss advertising is widespread. Nearly 40% of the 300
ads made at least one representation that was almost certainly false. An additional 15% of the ads made at least one
representation that was very likely to be false, or, at the very least, to lack substantiation.

A comparison of these ads with a sample from 1992 revealed a much higher frequency of questionable claims and
marketing techniques in 2001 compared to a decade ago. For example, ads in the 2001 sample were much more
likely to promise substantial, rapid and permanent weight loss, often without any diet or exercise. Furthermore, two-
thirds of the products promoted in 2001 were dietary supE)Iements, representing a major shift from 1992 when meal
replacement products were the most promoted category."*”

Of the 300 advertisements sampled for the Weight Loss Advertising Report, twenty-three, or about 8%, identified
ephedra, ephedrine or Ma Huang as an ingredient. Of these, eleven made safety claims, and seven included a
specific health warning about ephedra’'s potential adverse effects. Given that 60% of the sampled ads that made
safety claims did not identify ingredients at all, these numbers almost certainly understate the prevalence of ephedra
product advertising.

Public Workshop on Weight Loss Products

In light of the Weight Loss Advertising Report's findings, the Commission held a public workshop in November 2002
to explore the impact of deceptive weight loss product ads on the public health and identify new approaches to
fighting the proliferation of misleading claims.? Government officials, scientists, public health groups, marketers of
weight loss products, advertising professionals, and representatives of the media participated in the day-long event. A
report on the results of the workshop will be released later this year.

In addition, our staff has been meeting with members of the media, and other interested parties to encourage them to
weed out facially false weight loss advertising before it runs."® We are exploring what assistance the Commission
can provide to the media in this effort.

Coordination with the Food and Drug Administration

Under a longstanding liaison agreement,(“) the FTC has primary responsibility for the advertising of foods, cosmetics,
devices, and over-the-counter drugs while the Food and Drug Administration ("FDA") has primary responsibility for
the labeling of those products and advertising of prescription drugs. Our dietary supplement activities follow the same
model. We coordinate our enforcement efforts closely with the FDA. Our enforcement actions targeting false or
unsubstantiated supplement safety claims pla)é an important supporting role to the FDA's more comprehensive efforts
to ensure the safety of supplement products.(l )

Since December 2002, the FTC and FDA have intensified the level of their cooperation. The Commission staff
actively participated in the work of the FDA's Consumer Health Information for Better Nutrition Initiative to better
provide reliable information to consumers about important developments in nutrition and health, and to step up
enforcement actions against deceptive claims for dietary supplements and other health products. On July 10, 2003,
the FTC and the FDA announced the results of the first six months of coordinated enforcement efforts, including joint
actions against widely advertised supplements claiming cures for serious diseases.™®

Recent Developments Involving the Marketing of Ephedra Products



The FTC has challenged marketers of dietary supplements containing ephedra when they make claims that the
products cause substantial weight loss or are safe or have no side effects. The recently released Department of
Health and Human Services report, Ephedra and Ephedrine for Weight Loss and Athletic Performance Enhancement:
Clinical Efficacy and Side Effects ("Rand Report"), concluded that the existing scientific evidence on the efficacy for
weight loss of ephedra- contamlng d|etary supplements supports only "modest" weight loss of about %2 pound per
week for up to four to six months.™” Furthermore, in contrast to assurances in ads that ephedra is safe or without
side effects, the Rand Report concluded that "the use of ephedrine and/or the use of ephedra or ephedrine plus
caffeine is associated with two to three times the risk of nausea vomiting, psychiatric symptoms such as anxiety and
change in mood, autonomic hyperactivity, and palpitations." "% Moreover, the Rand Report noted that adverse event
reports for the supplement contain a sufficient number of cases of death, myocardial infarction, cerebrovascular
accident, seizure, or serious psychiatric illness in young adults to warrant a case-control study to determine whether
ephedra consumption may be causally related to these serious adverse events.*?

Since 1997, the FTC has brought seven enforcement actions challenging efficacy and safety/no side effects claims
for supplements containing ephedra.”

These cases have challenged claims for ephedra products marketed for weight loss, body-building and energy
supplements, and as alternatives to street drugs such as Ecstasy. In these cases, we have challenged allegedly
deceptive efficacy and safety claims as false or unsubstantlated Our orders have required a strong disclosure
warning about safety risks in future advertising and Iabellng

For example, the Commission filed two additional settlements with companies that made allegedly deceptive safety
and weight loss claims for ephedra supplements. In one case, the Commission's complaint challenged, as false or
unsubstantiated, dramatic claims of substantial and safe weight loss for users of a product called Berry Trim Plus. @2
Ads for this product made claims such as "Teacher Loses 70 Ibs. In Only 8 Weeks Easily!" and "100% safe!" In the
second case the FTC challenged as false or unsubstantiated claims for an ephedra product called Meta
Blologlcal ¥ Ads for this product claimed that "you lose pounds and inches SAFELY. . . without counting calories,
without depriving yourself of tasty, delicious foods."

In these two cases, we alleged that there is not sufficient evidence to show that these products work as advertised or
are safe for everybody. In both cases, the defendants agreed to an order that bans them from making certain false
weight loss claims, requires substantiation for other weight loss claims, prohibits safety claims for ephedra without
reliable scientific evidence, and requires the defendants to include a strong warning about safety risks in future
advertising and labeling. @ Both orders also require the defendants to pay consumer redress.

In addition, last month, the U S Department of Justice, on the Commission's behalf, sued Michael Levey, Gary
Ballen, and their companles ° The complaint alleges that these defendants deceptively claim that their ephedra
products, "Zymax" and "MillinexES," cause fast, substantial weight loss without dieting or exercise or side effects.®
The Commission has asked the court to enjoin the defendants from making similar deceptive claims in the future and
order the defendants to pay consumer redress. In addition, because the challenged claims violate an earlier
Commission order, we have asked the court to award civil penalties. The case remains in litigation.

Deceptive advertising and unsubstantiated claims about the health benefits or safety of dietary supplements put
consumers' health at risk. The Commission will continue to take law enforcement action against marketers who make
safety and efficacy claims for any product without reliable scientific evidence to back up the claims.

Conclusion

The Commission thanks the Subcommittees for focusing attention on this important consumer health issue and for
giving the Federal Trade Commission an opportunity to discuss its role. The Commission looks forward to working
with the Subcommittees on our initiatives involving the marketing of dietary supplements, and, in particular, products
containing ephedra.
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