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ISSUES RELATING TO EPHEDRA-CONTAINING
DIETARY SUPPLEMENTS

WEDNESDAY, JULY 23, 2003

HOUSE OF REPRESENTATIVES,
COMMITTEE ON ENERGY AND COMMERCE,
SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS,
Washington, DC.

The subcommittee met, pursuant to notice, at 10 a.m., in room
2123, Rayburn House Office Building, James C. Greenwood (chair-
man) presiding.

Members present: Representatives Greenwood, Stearns, Burr,
Bass, Walden, Tauzin (ex officio), Deutsch, DeGette, Dauvis,
Schakowsky, Waxman, Rush, and Dingell (ex officio).

Also present: Representatives Barton and Susan Davis.

Staff present: Alan Slobodin, majority counsel; Mark Paoletta,
majority counsel; Casey Hemard, majority counsel; Kelli Andrews,
majority counsel; Tom Dilenge, majority counsel; William Carty,
legislative clerk; David Nelson, minority investigator and econo-
mist; Nicole Kenner, minority research assistant; and Jessica
McNiece, minority staff assistant.

Mr. GREENWOOD. Meeting will come to order.

I ask the guests please take seats.

We welcome everyone this morning, particularly our witnesses.

I want to warn you all that we are probably going to be begin
votes in something like 15 to 20 minutes, and so we will have dis-
ruption. But hopefully after those votes we will have a relatively
uninterrupted hearing.

Without objection the subcommittee will proceed pursuant to
Committee Rule 4E. So ordered.

The Chair recognizes himself for an opening statement.

Good morning and welcome to the first day of hearings on issues
relating to Ephedra-containing dietary supplements.

Baltimore Orioles pitcher Steve Bechler and high school athlete
Sean Riggins probably thought they were helping themselves with
the ephedra supplements either to lose weight to enhance athletic
performance. Tragically, these two young men, 23 years of age and
16 years of age respectively, died. And coroners who investigated
their cases believed ephedra played a role in their deaths.

Steve Bechler and Sean Riggins were 2 of an estimated 12 to 17
million Americans who consume more than 3 billion doses of
ephedra products every year. With the ephedra reportedly found in
more than 200 weight loss aids and energy booster, ephedra based
products have grown in popularity in the past decade, especially
with athletes and those trying to lose weight quickly.
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The millions of Americans who are motivated, some might call it
desperate, to lose weight quickly are ideal targets for the market-
ers of ephedra-containing supplements. They advertise the seduc-
tive promise to “lose weight and enhance your energy” simply with
a couple of pills everyday. But are these ephedra products safe?
Have the risks of these products been assessed and disclosed?
These are the general questions of our inquiry today.

Let us begin with what ephedra is. It’s a stimulant derived from
the Chinese herb mahuang. The herbal form has been used in
China for thousands of years to treat, temporarily, asthma and
other respiratory conditions, a major argument with the dietary
supplement promoters have used to rebut claims that ephedra is
unsafe. Over the past decade these companies, including
Metabolife, Cytodyne and NVE Pharmaceuticals, which are rep-
resented at this hearing today, have manufactured ephedra-con-
taining products. But it promoted them for different purposes.

Moreover, most of these new age ephedra products contain a dos-
age combination of ephedrine and caffeine as the primary active in-
gredients, as well as other active ingredients including stimulants,
many of which have not been in use for thousands of years as have
the traditional Chinese herbal form.

Ephedra is a complex substance that has placed the Food and
Drug Administration in a regulatory quandary. As a botanical,
ephedra meets the condition of a dietary supplement regulated
under the Dietary Supplement Health and Education Act of 1994,
referred to as DSHEA. Under this law dietary supplement manu-
facturers are not required to prove that their products are safe or
effective before introducing them into the market, as drug manu-
facturers are required to do. Moreover, once the products are on
the market, FDA has the burden of proving that a product is not
safe in order to take regulatory action.

But ephedra also contains ephedrine as its principle active ingre-
dient. And synthetic ephedrine and other ephedrine alkaloids are
regulated as drugs. Synthetic ephedrine is available over the
counter and in some prescription drugs but is not offered in com-
bination with caffeine or other stimulants. And there are no syn-
thetic ephedrine products approved for long term use.

The result of this legal and regulatory framework is that dietary
supplements containing ephedrine-caffeine combinations are widely
available and subject to less regulation than drugs that contain
ephedrine which are not permitted to have ephedrine-stimulant
combinations. Does this make any sense?

Ephedra has been linked to serious side effects, including stroke,
seizure, heart attack and death. In 1997 the FDA attempted to re-
strict access to ephedra significantly based on adverse event re-
ports. In April 1999 internal FDA memo about the agency’s in-
depth analysis of 18 adverse event reports concluded that “these
products may constitute a significant public health hazard.” Simi-
larly, a March 2000 internal FDA memo concluded that “the most
plausible and likely interpretation” is that there is “is causative as-
sociation between ephedra supplements and the cardiovascular and
central nervous system adverse events reviews.”

As of September 27, 2002 FDA had received approximately 1800
adverse event reports related to ephedrine. But this may not be
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representative of the true number of adverse events associated
with ephedrine. FDA has estimated that it receives reports for less
than 1 percent of the adverse events related to dietary supple-
ments, and just last summer Metabolife released information on
nearly 15,000 adverse event reports they had received since 1997
concerning its ephedra containing product Metabolife 356.

Now this last fact is particularly disturbing, given that
Metabolife had represented to FDA that it had “never received one
notice from a consumer of any serious adverse event which has
been asserted to be associated with the ingestion of Metabolife
356.”

In response to a recent Rand Corporation report which provided
additional analysis of safety concerns that may be associated with
ephedra-containing supplements, the Department of Health and
Human Services began regulatory proceedings to increase protec-
tions for consumers. And for the first time issued a statement cau-
tioning the public about the use of ephedra-containing supple-
ments, particular in combination with strenuous exercise or other
stimulants. And one expert recently hired by FDA to review indus-
try sponsored safety data recommended that ephedra be made
available only by prescription.

The foregoing should suggest that we must take company rep-
resentations with more than a grain of salt. Ephedra promoted as
a seemingly safe thousand year old traditional Chinese medicine is
no such thing. There is a difference between the product and its
uses in China as compared to this country, as already mentioned.
Indeed, the expert information provided by China’s State Drug Ad-
ministration seems to indicate that higher dose ephedra is sent to
the U.S. and lower dose ephedra is provided to the Chinese market.
FDA inspection of one Chinese ephedra manufacturer showed that
the ephedra intended for the United States had been spiked with
additional natural ephedra extract to increase its potency.

Ephedra companies also have toted various studies to support
claims of proven safety. However, on close examination serious
questions have been raised about the conduct and the results of
these studies we will inquire about today. For example, certain
emails we have uncovered appear to indicate that one ephedra
company was trying to influence the work of one of its researchers
to make the study more marketable. Yet another ephedra company
has told the committee it has never tested the safety or efficacy of
any of its roughly 80 ephedra-containing products. In fact, we have
learned that after the company pulled one product off the market,
at the time of the controversy over the death of Sean Riggins, its
president, a high school graduate with no medical training, decided
to change the formulation of the product by increasing the amount
of the ephedrine and changing the name without consulting any
scientific or health experts.

We also must question the industry claim that most adverse side
effects associated with ephedra occur when people do not use the
supplements according to the manufacturer’s direction. A GAO
analysis of internal adverse event reports from one such manufac-
turer, which was conducted at our request and will be released at
this hearing today, found that amount the subset of claims in
which adequate usage and dosage information was provided by the
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consumer, the consumer was following the manufacturer’s rec-
ommended guidelines the vast majority of the time.

This morning we will hear from two families who have witnessed
firsthand the risks associated with ephedra. We will hear from
Steve Bechler’s mother and father and from Sean Riggins’ dad. And
let me thank you all for coming here today to share with us your
tragic and personal experiences.

On the first panel we also will hear from Michael Vasquez, a
nurse who worked for Metabolife in 1999 and who will discuss how
the company handled complaints of serious adverse health events.

We also are fortunate to have five independent experts on issues
relating to ephedra safety.

Our second panel will be appearing before us only briefly. Mi-
chael Ellis, David Brown and Daniel Rodriguez all of Metabolife,
have appeared before us this morning pursuant to subpoena. All
three are expected to assert their constitutional right against self-
incrimination and will not provide any evidence or testimony to the
subcommittee today.

On our third panel will be representatives of 3 companies that
manufacture ephedrine-containing products; Metabolife, Cytodyne
and NVE Pharmaceuticals. Joining the companies will be 2 sci-
entists who have performed research on Cytodyne and Metabolife’s
products.

I would like to thank all of our witnesses for attending.

And now recognize the ranking member of the subcommittee, Mr.
Deutsch for his opening statement.

Mr. DeuTscH. Mr. Chairman, I'd like to yield to the ranking
Democrat of the full committee to make his opening statement.

Mr. GREENWOOD. The Chair recognizes the ranking member, Mr.
Dingell.

Mr. DINGELL. Mr. Chairman, I thank the distinguished ranking
member of the subcommittee for his courtesy to me. And I am very
appreciative.

I thank you also, Mr. Chairman, for convening these 2 days of
hearings on a very important topic: The failure of the United
States to properly regulate the use of the herbal form of a stimu-
late drug that has caused death and other serious health problems.
I repeat, it kills.

It is available in the United States not only as a drug, but as
a dietary supplement called ephedra. We shall see today how un-
scrupulous operators with disdain for public health consequences of
their actions have bent, broken or otherwise abused a law which
is too weak to sell products that can and do kill and seriously in-
jured the uninformed user.

Further, they have made claims in their advertising that attract
those who are extremely vulnerable; young people hoping to make
their high school sports teams or overweight persons hoping to lose
pounds without adopting healthy diets or regular exercise.

There are some in the industry that would have us accept the no-
tion that ephedra is only an outlier. That the law is sound and only
this single substance needs to be banned. I do not believe that that
is the truth, and I believe they know better.

I believe that these hearings will reveal that it is because of a
combination of weak language in a statute which was passed in a
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burst of unwisdom in the U.S. Senate, clever uncovering and use
of legal loopholes, and, shoddy and poorly funded enforcement that
the law cannot be used to adequately protect the public from these
modern day patent medicine peddlers and snake oil salesmen.
Given the state of law, at least as currently interpreted, there is
simply no way that even educated consumers can distinguish be-
tween dietary supplements that can provide real benefit at an af-
fordable price and often dangerous rip-offs that have become perva-
sive, at least amongst the heavily advertised products of this indus-
try. I will point out that this industry is full of shysters, they are
not properly required to label the products or to be regulated as to
either safety, efficacy or the quality of manufacturing practices.

I hope that these hearings and others will come to provide us
with information needed to reform the underlying statute on a bi-
partisan basis. Frankly, this is one of the shameful statutes on the
books which does not protect the American people and scoundrels
are enriching themselves by this device. American consumers de-
serve to be able to get vitamins and other supplements that will
enhance their lives without falling prey to charlatans and scoun-
drels that promise the impossible but not only deliver disappoint
at best, but disaster at worst.

Thank you, Mr. Chairman.

Mr. GREENWOOD. The Chair thanks the gentleman for his state-
ment and now recognizes the Chairman of the Full Committee, the
gentleman from Louisiana, Mr. Tauzin.

Chairman TAUZIN. Thank you, Mr. Chairman.

Today’s hearing represents a continuation of the incredibly work
the subcommittee has done on behalf of the American people. And
I want to thank all of you on the subcommittee on both sides of
the aisle for that.

You have helped protect consumers. You have helped protect in-
vestors and parents concerned about the safety of their children.

We are here today to shine the light, the spotlight of congres-
sional inquiry on what is truly a life and death issue; the safety
of ephedra-containing dietary supplements. These supplements
marketed and used to spur weight loss or increase athletic or sex-
ual performance and can be bought in any 7-Eleven, any conven-
ience store or gas station by anyone including those under 18.

The issue for today’s hearing is whether continuation of such a
policy for ephedra makes sense, given what we have learned about
the dangers of ephedra.

It also, I believe, shines a spotlight on the debate we will have
the floor tomorrow on the FDA’s role in protecting the safety and
efficacy of drugs under FDA regulation in our society. Some will be
asking us tomorrow to vote to allow importation of drugs from
other countries without FDA certification of safety. I think today
we will learn the dangers of that kind of a policy.

Under current Federal law companies that make and market
these supplements do not have to test the safety of their products,
nor do they have to prove that they work as advertised. The 1994
Congress passed a law that restricted FDA’s regulation of these
products on a theory, the theory that dietary supplements are more
akin to food products than actual drugs. That might have made
sense then and remains a sensible approach for the vast majority
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of dietary supplements. But with this regulatory leniency comes a
heavy dose of corporate responsibility and accountability, and one
which based upon this committee’s investigation to date appears to
have been willfully ignored by ephedra manufacturers.

We learned that these ephedra supplement makers have been en-
gaged in some highly questionable behavior—from producing prod-
ucts without any safety testing, to promoting safety and efficacy
based on dubious industry-sponsored studies; from making changes
to their products to increase doses of stimulants without any kind
of scientific or health review, all the way to hiding thousands of
consumer health complaints from regulatory authorities. Such con-
duct is simply unacceptable.

The argument that the Federal Government does not yet require
these companies to act any differently is not excuse for their bla-
tant disregard for health and safety of their consumers. If they do
not clean up their act, I can promise we will do it for them.

I know that the FDA has authority to take action against dietary
supplements if there is evidence of safety problems. It certainly
seems to me that in the past the agency has failed to confront ag-
gressively enough this growing problem. I am extremely pleased
that Secretary of Health, Secretary Thompson and our Adminis-
trator of the FDA Dr. McCellan have taken a much more proactive
and aggressive approach to dealing with the dangers of ephedra.
And I am anxious today to hear the witnesses, particularly those
of you who had personal losses as a result of, I think, the abuses
of this particular product.

Let me say again, we created our FDA. We created it with the
authority to investigate and to make certain that the drugs that
are used in our society are used in a safe manner. That they are
safe drugs. That their efficacy is tested. And that the people who
manufacture them and sell them in this country always—always
operate their business and produce their products with safety in
mind. That appears not to be the case with ephedra, and that ap-
pears to be a reason why this Congress needs to take a much more
aggressive position when it comes to this particular product.

And I yield back the balance of my mine.

Mr. GREENWOOD. The Chair thanks the gentleman and recog-
nizes, again, the ranking member from Florida, Mr. Deutsch.

Mr. DEUTsCH. Thank you, Mr. Chairman.

And thank you for having this hearing, but also thank the wit-
nesses for being here. I appreciate particularly the witness who
have had family members who have been lost.

We are doing our job today as the Oversight and Investigation
Subcommittee of the Commerce Committee, in that we are the peo-
ple that are the elected representative overseeing the FDA. And
when the FDA fails, it is our responsibility.

I look forward to the testimony, not just from the family mem-
bers, but from the medical people and industry people. Clearly
there is an issue in terms of what has happened and, obviously, it
is our job to try to prevent that from every happening to another
family in America.

And I look forward to the witnesses.

Thank you, Mr. Chair.
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Mr. GREENWOOD. The Chair thanks the gentleman and recog-
nizes the gentleman from Oregon, Mr. Walden.

Mr. WALDEN. Well, thank you very much, Mr. Chairman.

I want to thank you and your stuff for working with me over the
past several months to shine some light on the safety of dietary
supplements that contain ephedra.

If you had asked me a year ago about ephedra, I would have had
to admit that I was not very familiar with it. I suspect that many
of my constituents, probably Ernie and Pat Bechler, would have
said the same thing.

I would like to welcome the Bechlers and thank them for trav-
eling thousands of miles to be with us today. I make that trip back
and forth to Oregon every week, so I realize the sacrifice they have
had to make to be with us.

I also want to extend my sincere condolences to them and the
other members of their family on the loss of their son, Steve.

A lot has changed in a year. On February 17, 2003 I opened the
sports section of the Medford Mail Tribune and read the terrible
news that Steve Bechler, a young man from Medford, Oregon, my
district, whose talent brought him all the way to spring training
camp of the Baltimore Orioles, had collapsed during field drills and
was being treated in a Florida hospital. News broke later that day
that Steve died as a result of multiple organ failure.

The Broward County Medical Examiner indicated that the die-
tary supplement Xenadrine RFA-1, similar to this, which contains
the herbal supplement ephedra might have contributed to Steve’s
death.

Since learning about ephedra in such a disturbing way, I was
shocked to discover that anyone of any age can walk into a store
anywhere in our country and purchase dietary supplements off the
shelf that contain the same substance that played a role in Steve
Bechler’s death, and that of others.

Nowhere on the label of these supplements is a little black warn-
ing box or the statement that says may cause death. I am particu-
larly troubled that middle school and high school athletes, teen-
agers, not only have access to a substance that has been called into
question and linked to so many serious health complications, but
daily are bombarded by advertisements telling them how this is the
miracle way, this is the easy way to lose weight, this is the simple
way to get strong; all the other things that go with some of the ad-
vertising that some courts have ruled to be misleading.

Unfortunately, the Food and Drug Administration must sit and
wait for tragedies to occur since dietary supplements such as
Xenadrine RFA-1 can be marketed and sold without FDA approval.
For such products FDA must prove the supplement is unsafe and
causes harm before it can be removed from the market. The burden
of proof to verify that the supplement is hazardous rests with the
FDA rather than with the supplement manufacturer. Yet manufac-
turers of dietary supplements are not required by law to provide
reports of adverse events to the FDA. Therefore, at best, FDA has
a dull set of instruments to work with including voluntary post-
marketing reporting of adverse events, data from poison control
centers, reports and inquiries from consumers and health care pro-
viders and complaints from trade competitors to better understand
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the safety of dietary supplements and to track potentially dan-
gerous supplements. I truly fear that this passive system may be
placing unsuspecting consumers at high risk.

For these reasons, my colleague from New York John Sweeney
and I introduced H.R. 1075, the Ephedra Public Protection Act leg-
islation that shifts the burden of proof from the FDA to the dietary
supplement manufacturer to demonstrate that products containing
ephedra are safe prior to such supplements entering the market-
place. I am hopeful the full committee will consider this legislation
in the coming months.

Mr. Chairman, thank you again for your dedication to this issue
and to ensuring the safety of all consumers. I look forward to the
testimony of our witnesses, and I am optimistic that this hearing
and the one tomorrow will move us closer to effectively addressing
and mitigating the risk posed by dietary supplements that contain
ephedra.

Mr. GREENWOOD. The Chair thanks the gentleman, and thanks
him for his good work on this issue.

The gentlelady from Colorado, Ms. DeGette.

Ms. DEGETTE. Thank you, Mr. Chairman.

And before making my statement, I would like to recognize a col-
league from California, Ms. Davis, who is joining us not on this
committee, but who has been a leader both in the California in the
legislature and also here in the U.S. Congress in attempts to regu-
late ephedra.

Mr. GREENWOOD. The Chair welcomes her participation.

Ms. DEGETTE. Thanks.

Today’s hearing addresses a topic that I know concerns all of us,
which is the potential dangers of the dietary supplement ephedra
and the extent to which this is being marketed to unsuspecting
customers.

Ephedra is a potent plant product, both the herbal and chemical
formulations of this drug are precursors for methamphetamine, a
powerful stimulate that is infamous as a drug of abuse. And as we
have heard today, it is also billed as a weight loss supplement.
Often times people think because something is herbal, it is not
harmful. But as we are learning so tragically, that is not true.

I am interested in learning more from the numerous critical ex-
perts on our panels today, and I want to thank the Chairman for
calling those experts. I think they will be very helpful in under-
standing the extent of this issue.

Also, we will explore the effects of the Dietary Supplement
Health Education Act, which was passed in 1994. And, frankly,
there are many, many questions about its efficacy that have arise
since then.

Some say that the law has allowed buyer beware to replace safe
and effective when used as directed. I am concerned that con-
sumers are not given enough understandable information under
this law. Some of the witnesses on today’s panel believe only a phy-
sician can make an informed decision on the use of ephedra. Other
witnesses will argue the opposite. This is an important debate and
I look forward to hearing all perspectives on it, with the bottom
line being it is our job as Members of Congress to protect our con-
stituents and the unsuspecting public.
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Ephedrine and caffeine combinations are illegal when sold as a
drug, for example, but not when packaged as a supplement. I am
hoping to hear more testimony today on the soundness of that pol-
icy.
In addition to the questions about the science that is informing
the discussion of ephedra and the legislation that regulates it, I am
also concerned that magazine and Internet advertising is purposely
aimed at the gullible, like young people who have heard so much
about hoping to improve their athletic performance or overweight
individual hoping that a pill will work better than their last diet.

Tomorrow we will hear testimony from the FDA and the FTC.
Their insight and assistance is invaluable, but frankly we do not
have much more time to sit around waiting for something to hap-
pen to resolve the current regulatory confusion.

I believe the committee has a responsibility to listen and consider
the lessons of this 2 day hearing, and I look forward to hearing all
of our witness.

And, again, I would like to thank the Bechlers and Mr. Riggins
for coming today, Mr. Chairman.

Mr. GREENWOOD. The Chair thanks the gentlelady who yields
back the balance of her time.

And recognizes the gentleman from New Hampshire, Mr. Bass,
for his opening statement.

Mr. Bass. Thank you very much, Mr. Chairman. I appreciate
your holding this hearing. I will be very brief. Obviously, this is a
very disturbing issue, it has ramifications not only for an analysis
of the regulatory structure surrounding the control and use of die-
tary supplements, but also the types of recommendations that we
might be able to make so that this committee can take some action
quickly to protect Americans, American consumers in instances
where they may unknowingly be putting their lives in danger.

I think that this is a hearing that is way overdue. I am glad the
Chairman put it together, and I look forward to hearing the testi-
mony of the witnesses.

Mr. GREENWOOD. The Chair thanks the gentleman and recog-
nizes the gentlelady from Chicago, Ms. Schakowsky for an opening
statement.

Ms. SCHAKOWSKY. Thank you, Mr. Chairman. I am glad that we
are going to have an opportunity over the next 2 days to hear
about the harmful effects of ephedra or how it has impacted the
American public, and what can be done to prevent future injuries
and death.

I hope we will act quickly making the necessary changes to keep
this often harmful product out of the hands who face such enor-
mous risks from it.

I thank our witnesses for coming today to share with us how
ephedra had effected their lives. It’s terrible that lives, often very
young lives, have been lost because an industry has been allowed
to sell and market a product that is both unregulated and known
to have potentially lethal consequences. Of course, I particularly
want to thank Mr. Riggins from my home State of Illinois, and the
Bechlers who have suffered a terrible, terrible tragedy and now are
committed to educating the public about the grave dangers that
ephedra poses. And I thank you so very much for doing that.
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Those of us in Congress and in the public need to hear your sto-
ries. We also need to keep in mind that you’re representing count-
less numbers of people who have also been tragically affected by di-
etary supplements. The bottom line is when used as a dietary sup-
plement, ephedra does more harm than good and it should be re-
moved from the market.

On May 25, 2003 Illinois Governor Rod Blagojevich, a former
member of this body, took the bold step of banning the sale of
ephedra throughout Illinois. Illinois is currently the only State to
ban the sale of this dietary supplement. I support that ban and be-
lieve now that we need a national solution. As long as ephedra sits
on convenient store shelves in every other State, consumers will
continue to assume the product is safe and does not pose a real
risk. Dieters will continue to use it lose weight, athletes will use
it to improve their game and truck drivers and students alike will
use it to stay awake. Unfortunately, some of them will die from
using ephedra as well.

Supplements are not held to the same standard as prescriptions
and over-the-counter drugs. These manufacturers do not have to
prove that their products are safe or effective. The lack of regula-
tion means that consumers cannot be sure how much ephedra
these supplements accurately contain. We know concentration can
vary from dose to dose, or whether they contain other compounds
with possible health effects.

What we know about ephedra is bad enough, but there is also
much about ephedra we do not know. We do not know how many
people have had their lives ended or their health ruined by
ephedra. We cannot be sure what ingredients are contained in the
pills, the amounts used or if the ingredients are consistent through-
out product. We do not know how the supplements are products.
They can and have been manufactured in bathtubs, basements and
garages. The lack of transparency afforded to the supplement in-
dustry is unacceptable. Consumers should have the ability to make
informed decisions about what they choose to put in their bodies.
We owe it to the victims and their families to take this supplement
off the shelves before anymore unsuspecting consumers, before any-
more of our children fall victim to the harmful effects of ephedra
and the predatory marketing of this industry.

Thank you, Mr. Chairman.

Mr. GREENWOOD. The Chair thanks the gentlelady and recog-
nizes the gentleman from California, Mr. Waxman for his opening
statement.

Mr. WAXMAN. Thank you very much, Mr. Chairman, for holding
this hearing. It is important that we examine the question of
ephedra and the harm it is doing to Americans who are taking this
medication without any understanding that it could be doing them
an enormous amount of harm. And I thank the witnesses for being
here today.

In 1994 Congress passed a law called the Dietary Supplement
Health and Education Act, or DSHEA, and the hope was that this
law would ensure that consumers had access to dietary supple-
ments that could improve health, such as calcium and folic acid.
The law largely deregulated the business of dietary supplements.
And over the years it has become clear that one unintended con-
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sequence of that law has been that consumers are inadequately
protected from potentially dangerous supplements. The subject of
today’s hearing, ephedra, is the best example, but not the only one,
of how this law fails consumers.

Evidence has mounted about the harm from ephedra. Medical or-
ganizations have been weighing in from the AMA, the American
Heart Association, the American Academy of Family Physicians.
They have called on the FDA to prohibit the sale of ephedra as a
dietary supplement because of the unreasonable risk associated
with these products. Now the FDA says, however, that they think
the law ties their hands. I do not agree with them in their interpre-
tation of the law. I think there is enough harm that has been
shown from ephedra for them to act. But what we are left with is
a product for which there is no evidence of long term positive
health outcomes and increasing evidence of various serious side ef-
fects. And FDA has not taken the product off the market.

It is time to change this law so that a body count does not have
to be amassed before FDA can take a dangerous product off the
market.

And I want to pay tribute to my colleague Representative Susan
Davis. She has been a leader in this issue in the California legisla-
ture and here now that she is in Washington. She and I are plan-
ning to introduce legislation that will give FDA greater access to
information to understand that the product does post a health risk
and that will let FDA protect consumers from unsafe products.

It is all too possible that there is another ephedra already on
store shelves, a product that can cause serious injury that has no
demonstrable long term health benefit. We must not let the
ephedra story repeat itself.

I am pleased that we are holding this hearing. I look forward to
the testimony of the witnesses. And I hope it will help us legislate
in the way that we need to protect the American people.

Mr. GREENWOOD. The Chair thanks the gentleman.

And now with unanimous consent permit all of the members of
the subcommittee to have their opening statements entered into
the record, as well as a written statement from the American Col-
lege of Obstetricians and Gynecologists.

We are now going to recess. I am hoping that we can be back
here close to 11. I cannot promise that because funny things hap-
pen when we get on the floor of the House of Representatives. But
we will recess until the end of this series of votes.

[Brief recess.]

Mr. GREENWOOD. The committee will come to order.

And the Chair thanks all of our witnesses, again, and all those
others in attendance for bearing with us.

And the Chair recognizes the gentleman from Illinois, Mr. Rush
for his opening statement.

Mr. RusH. Thank you, Mr. Chairman.

Mr. Chairman, I am pleased that we are holding this hearing
today so that we can begin to come to some clarity on the role that
the industry played when it may have mischaracterized the ill-ef-
fects of the dietary supplements that contain ephedra. Ephedra
based products have grown in popularity in the last decade, espe-
cially with athletes and those who are trying to lose weight quickly.
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Twelve to 17 million Americans consume more than 3 billion
serving of ephedra products every year. This is precisely why we
must investigate this issue. There are too many consumers who
could be adversely effected by this herb.

We have all seen the reports of deaths that have been associated
with products that contain ephedra. We know that the Orioles
pitcher Steve Bechler collapsed on a practice field while attending
spring training. His teammates reported that they saw Bechler
take a dietary supplement that contained ephedra. You may hear
reports that the links between his death and the supplement are
not conclusive. So if the reports are not conclusive, then there
needs to be an investigation.

Mr. Chairman, we should let the facts speak for themselves. If
there is nothing wrong with these products, then the investigation
should go smoothly. However, I have a strong feel that this inves-
tigation will not go smoothly because the evidence they may dem-
onstrate that these products can be linked to serious side effects,
including seizure, stroke and heart attack and most critically,
death.

The American Medical Association and the American Heart Asso-
ciations have both called for a ban on ephedra based products, and
my own State of Illinois has banned the sale of ephedra. Our mili-
tary has also weighed in. They have ordered that these products
be removed from all stores on military bases worldwide.

It is clear that the panelists who represent the manufacturers of
ephedra based products have a lot of evidence to overcome.

Mr. Chairman, I want to thank you for your leadership on this
particular issue, and I want to commend you for this outstanding
hearing.

And I yield back the balance of my time.

Mr. GREENWOOD. Are there any other members who wish to
make opening statements? That being the case, the Chair calls the
first panel. Our witnesses are: Mr. and Mrs. Ernie Bechler of San
Diego, California; and from Medford Oregon Mr. Kevin Riggins of
the Sean Riggins Foundation for Substance-Free Schools; Mr. Mi-
chael Vasquez of the law offices of Fred G. Cohen; Dr. Steven
Hymsfield, M.D., Deputy Director of Obesity Research Center of St.
Luke’s Roosevelt Hospital in New York; Dr. Raymond Woosley,
M.D., Ph.D., Vice President for Health Sciences, Arizona Health
Sciences Center; Dr. Douglas Zipes, M.D., Distinguished Professor
of Medicine, Pharmacology and Toxicology, Director of the Division
of Cardiology at Krannert Institute of Cardiology, which is in Indi-
ana; Dr. Cynthia Culmo, a former official with the Texas Depart-
ment of Health; Dr. Marcia Crosse, Acting Director, Health Care-
Public Health and Science Issues at the U.S. General Accounting
Office.

We welcome all of our witnesses. I believe you have been in-
formed that pursuant to the rules of this committee, we take our
testimony during investigative hearings under oath. And so I need
to ask if any of you object to giving your testimony under oath?

Seeing no such objection, I would inform you that also pursuant
to our rules, your entitled to be represented by counsel. Do any of
you wish to be represented by counsel?
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Mr. and Mrs. Bechler, you do. And if you would identify your
counsel to your right, Mr. Bechler? And if you would identify your-
self, sir, using the microphone and making sure it is on.

Mr. FRANCE. Jim France on behalf of Mr. and Mrs. Bechler.

Mr. GREENWOOD. Okay. I would then ask the witnesses to stand
and raise your right hands, please.

[Witnesses sworn.]

Mr. GREENWOOD. Okay. You are all under oath.

And I believe we are going to begin with the Bechlers. Again,
welcome. Thank you for being with us this morning, and you are
recognized to give your testimony. And you will need to use—which
one is going to start testifying. Mrs. Bechler, Mom’s going to do
that. Okay.

TESTIMONY OF PAT BECHLER; KEVIN RIGGINS, SEAN RIGGINS
FOUNDATION FOR SUBSTANCE-FREE SCHOOLS; MICHAEL
VASQUEZ, LAW OFFICES OF FRED G. COHEN; STEVEN B.
HYMSFIELD, DEPUTY DIRECTOR OF OBESITY RESEARCH
CENTER, ST. LUKE’S ROOSEVELT HOSPITAL; RAYMOND
WOOSLEY, VICE PRESIDENT FOR HEALTH SCIENCES, ARI-
ZONA HEALTH SCIENCES CENTER; DOUGLAS P. ZIPES, DIS-
TINGUISHED PROFESSOR OF MEDICINE, PHARMACOLOGY
AND TOXICOLOGY, DIRECTOR, DIVISION OF CARDIOLOGY,
KRANNERT INSTITUTE OF CARDIOLOGY; CYNTHIA CULMO,
FORMER OFFICIAL, TEXAS DEPARTMENT OF HEALTH; AND
MARCIA CROSSE, ACTING DIRECTOR, HEALTH CARE-PUBLIC
HEALTH AND SCIENCE ISSUES, U.S. GENERAL ACCOUNTING
OFFICE

Ms. BECHLER. On February 16, 2003 we got a call from the Balti-
more Orioles that Steve had collapsed on the field. He was 23 years
old, and he was married for 2 months, had a child on the way,
which was born April 22. Now he has a daughter that will never
know how great his daddy was, and she will never be with him.

He started baseball at 7 and wanted to work at this Myles Field,
which was a big stadium in our town, home town. He said, “Mom,
1 day I am going to play here,” and he did. He played Little
League, Babe Ruth and was always an All Star. And then he hit
the big time and he played big league, and that was shortly lived
and was a dream cut short.

I do not know how long Steve was taking this exactly. But the
Cytodyne, they have received dozens of complaints from the con-
sumers, some my son’s age, complaints of strokes and heart at-
tacks. They ignored these complaints. They knew about all the
complaints that were compiled by the FDA. Hundreds of deaths,
hundreds of serious injuries, strokes.

They lied to our son about their product being safe. They knew
there were questions about its safety. They sponsored clinical stud-
ies with the results that it showed problems and questions about
Xenadrine. Whether it worried or whether it was safe, they manip-
ulated the results in the study they advertised in claims of its safe-
ty. It was an herbal vitamin, a life herb.

They paid researchers and in the companies to distort the facts
of whether they were really safe or not. They seduced advertisers
and son to take it with the flukes of promises of hopes of dropping
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massive weight or muscle mass fast and safe. They lied about the
testimonies that stated extreme weight loss, which he was 10
pounds overweight.

The testimony advertised that Cytodyne was a strong and—they
took bodies building type people and paid them to fatten and given
their multiple products that led my son to believe that he could
achieve the huge weight loss and fat loss in a few short weeks.

They took our pride and joy from us, and his wife and his baby.
And they took our baby from our lives. Steve was our lives. And
his daughter will never know him.

How many Steve Bechlers or Sean Riggins have to die to prove
that these are not safe.

They paid—we need to get this off the market. We have got to
help other children. They want the extra boost that think they can
make them better athletes, and it does not. All it does is encourage
kids to take and make it easy for them to take it.

Please, let us get this out of the hands of children.

Thank you.

Mr. GREENWOOD. Thank you, Ms. Bechler. And we know how
proud you are of Steve, and I think at this moment he is very
proud of you.

Mr. Bechler, did you want to add anything?

Mr. BECHLER. No, sir.

Mr. GREENWOOD. Okay. Well, perhaps you might to respond to
some questions later on.

Mr. Riggins, thank you also for being here on behalf of your son
and you are recognized.

TESTIMONY OF KEVIN RIGGINS

Mr. RIGGINS. Thank you, Mr. Chairman.

I am here today to represent several people; myself, my wife and
a lot of people that have lost children to a dietary supplement
called ephedra. I am happy and proud to say that I am also rep-
resenting the American Heart Association, Midwest affiliate. They
have been with us for several months now in our efforts in Illinois,
and their President, Dr. Robert Banow, has stated what you all
have stated to us; that ephedra is dangerous, it kills and it needs
to be off the market.

My son Sean was 16 years old. He’s a phenomenal athlete, foot-
ball player, wrestler, martial artist and yet he and several of his
friends on the football team decided that they could get an energy
boost to enhance their performance by taking these products that
contain ephedra. And on September 3 last year Sean had a heart
attack and died in our home. The cause of the heart attack,
ephedra.

I do not have to tell you about the dangers of this product. You
know that it is a stimulate, you know that it effects the cardio-
vascular system and the central nervous system.

I do not have to tell you about the Dietary Supplement Health
and Education Act. You told us about it. You already know. It al-
lows these companies to put these products out with virtually no
regulation and no oversight. The majority of these companies, in
my opinion and the opinion of anyone who has gone through what
we have gone through, these companies are illegitimate companies.
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They are no more than drug pushers because they are marketing
a deadly substance and they do not care.

Seventeen and a half billion dollars, that is how much dietary
supplement companies made last year as a whole. The claim is that
ephedra is only 1 percent of that. I personally do not believe that.
I think it is more toward 10 percent or better.

We know it is deadly, we know it kills. In my home State of Illi-
nois our legislators realized that as well, and we passed the
Ephedra Prohibition Act unanimously through both Houses: 56 to
nothing in the Senate, 117 to nothing in the House. And we had
previously spoken to the Governor and he promised that he would
sign it when they passed it through the Houses. It went into effect
in May, and Illinois became the first State to ban the sale of
ephedra products.

And today I come before you and ask you as our Federal legisla-
tors to do the same thing. Because we do not know how many peo-
ple have died. We do not know how many people out there have
lost children, such as the Bechlers and ourselves.

Ephedra has been in the dark for years and years and it is this
type of forum that we need to bring it out into the light, let people
see it for what it really is so that they can be aware that this is
not the miracle pill. This is not a magic elixir that will help them
lose weight and enhance their performance. It is poison. It killed
my son. It killed the Bechler’s son. And how many other children
do we have to lose before we decide that this is poison and remove
it from the market?

Several weeks ago we all celebrated Father’s Day. A few weeks
before that, Mother’s Day. For our family and for several other
families—excuse me, a 100 or so other families. Those holidays will
never ever be the same again. There is no celebration for us. And
I ask you to make sure that no other family has to deal with what
the Riggins and the Bechlers and God knows how many other fami-
lies have had to deal with.

Thank you.

[The prepared statement of Kevin Riggins follows:]

PREPARED STATEMENT OF KEVIN S. RIGGINS, FOUNDER AND DIRECTOR, THE SEAN
RIGGINS FOUNDATION FOR SUBSTANCE FREE SCHOOLS

Honorable Representatives, my name is Kevin Riggins. My wife and I live in Lin-
coln, Illinois. On September 3, 2002, we lived every parent’s worst nightmare when
our only child, Sean Riggins, died from a heart attack. Sean was a gifted athlete,
excelling in football, wrestling and Tae Kwon Do. He had no congenital heart prob-
lems and he was in the peak of health. He had just passed his athletic physical ex-
amination in order to start football. As we were to find out later, the heart attack
had been brought on by the usage of a dietary supplement called ephedra. My wife
and I were not familiar with this particular substance; in fact, we had no idea that
Sean had been taking it. As we were to discover later through investigation and con-
versations with Sean’s teammates, numerous teenagers, including athletes, and
young people trying to lose weight, were using these products. The teens could buy
these pills at the corner gas stations with pocket change. The little packages, which
promote weight loss, performance and energy enhancement, were being sold right
next to the Twinkies and candy bars, in fact, the use of these products was so cas-
ual, none of the kids believed that they were taking a drug. With the marketing
style and the ease in which they could be obtained, the teens thought nothing of
it. “They sell these things in the stores, they are not illegal, so they must be okay”.
This was a quote from one of my sons friends. As it turns out, the vast majority
of the American public believes this as well. As Americans, we believe that our regu-
latory organizations, in this case the F.D.A., are protecting our interests by not al-
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lowing dangerous products to be sold, especially in regards to what we put in our
bodies. In the case of ephedra, we could not be more wrong. As you well know, The
Dietary Supplement Health and Education Act of 1994, allows dietary supplement
companies to operate with virtually no federal oversight. A company does not need
a license to produce these products nor are there any no pre-market approval re-
quirements. There have never been any Good Manufacturing Practice guidelines de-
veloped for these companies and they have a voluntary adverse event reporting
system. When a supplement poses a risk of serious injury or death, the burden of
proof falls to the Government to prove cause and effect. This is the exact opposite
of the rules and regulations set up for drug companies. It is no surprise that the
supplement industry wants no changes to be effected in the federal requirements.
This is an 18 billion dollar per year industry which does not seem to care that it
is producing products that kill. According to the FDA and several medical organiza-
tions including the American Heart Association and the American Medical associa-
tion, ephedra has killed at least 117 persons and accounts for almost 20, 000 serious
adverse events. Please bear in mind that these are reported adverse events. The
supplement companies do not divulge these facts readily or willingly, therefore, we
truly do not know how many citizens have been affected by these products. The Poi-
son Control Center recently published a study showing that ephedra is the most
dangerous dietary supplement on the market. They used adverse event reports, from
the industry, to come to this conclusion. The Ephedra Education Council imme-
diately labeled the study as “garbage”. They claimed that utilizing adverse event re-
ports was not a valid way of conducting studies such as this. Conversely, they have
touted the Rand Corporations study of ephedra’s safety and efficacy as bearing out
what they have said all along; that ephedra is safe if used as directed. This, of
course, is not true. The Rand study was inconclusive. Ironically, the Rand Corpora-
tion utilized the available adverse event reports in conducting the study. It seems
that the industry only agrees with a study if it agrees with there agenda. The indus-
try claims that there are 55 studies that show the safety and efficacy of ephedra.
They bring out physicians, pathologists and other scientists to bolster their claims
that ephedra is safe and effective. What they do not say, is that the large portion
of these studies are commissioned, financed, supervised and published by the sup-
plement companies, many times using their own people to conduct the studies. The
ephedra industry has, unfortunately, become a collection of rogue corporations that
care for nothing but the bottom line. Look at the criminal records of some of the
CEOQ’s of these companies, and you will see a pattern of criminal activities and cor-
ruption. These are the facts, not innuendo, not speculation. Ephedra is a dangerous
drug that is being sold as an innocuous weight loss aid and stimulant. Here in Illi-
nois, our general assembly recognized that fact. In November, 2002, I began a cam-
paign to educate our state lawmakers on the dangers of ephedra, and to encourage
them to take action. On May 28, 2003, those efforts came to fruition, when after
a unanimous yea vote in both house, Gov. Rod Blagojevich signed the Ephedra Pro-
hibition Act making Illinois the first state in the nation to ban ephedra products.
Now there are several other states taking up the initiative as well, however, I be-
lieve that you, our national leaders, need to take up the cause at the federal level
and protect our citizens from this dangerous substance. Labeling requirements are
not enough, as we have seen studies that show dosage variations of up to 154% be-
tween pills in the same bottle. This makes the dosage requirements listed on the
label of no use. Age limitations are not enough; less than ten percent of the adverse
events associated with ephedra were attributed to persons under the age of eight-
een. The only logical course of action is to remove ephedra from the market com-
pletely, and impose stricter regulations on dietary supplement companies to ensure
the purity and safety of their products. This is not an issue of trying to stifle busi-
ness or over-regulating legitimate companies, this is an issue of protecting the
American consumers and ensuring the public health. No other family should have
to suffer the loss of a child, be that child 16 or 46. My wife and I will never get
over the loss of our son, but we can try to make sure that it does not happen again,
and to do that, I need your help. Look past the industry rhetoric and all of the mis-
direction and obfuscation. Help us get ephedra off of the market. The industry will
survive and so will our American brothers and sisters. Thank you.

Mr. GREENWOOD. We thank you, Mr. Riggins. We thank you very
much.

Our next witness is Mr. Michael Vasquez, and he has patiently
waited remotely in San Diego. Can you hear us, Mr. Vasquez?

Mr. VASQUEZ. Yes, sir.
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Mr. GREENWOOD. Okay. And I see that you are represented by
attorney?

Mr. VASQUEZ. Yes, sir.

Mr. GREENWOOD. And Mr. Attorney, could you identify yourself,
please.

Mr. COHEN. Yes. My name is Fred Cohen.

Mr. GREENWOOD. Okay. And we thank you.

Mr. Vasquez, we appreciate your patience and you are now recog-
nized to give your testimony.

TESTIMONY OF MICHAEL VASQUEZ

Mr. VASQUEZ. My name is Michael Vasquez. I am a California li-
censed registered nurse and public health nurse.

I was employed at Metabolife from August 1999 to November
1999. 1 had a work related injury at Metabolife in which the case
is still pending. I worked as a health information call center staff
for Metabolife’s Health Information line.

At the time of my employment, I was one of 10 licensed reg-
istered nurses that stock the health line. My immediate supervisor
was Mr. Daniel Rodriguez. Mr. Dan Rodriguez provided me a 2 day
orientation and training for myself and also for another new em-
ployee named Linda Rodriguez. We were taught how to answer
phones and trained how to take—and document comment, com-
plaints from consumers that were using Metabolife’s 356 and other
products.

As part of my job description I took a variety of consumer calls
in regards to positive comments about Metabolife’s 356 such as it’s
working great for them. Other calls were callers who were frus-
trated that the product was not working for them. And at times
took calls from consumers that were experiencing side effects or as
the company would classify it as alleged adverse events.

Complaints from taking the products would vary from abdominal
cramps to potential signs in terms of stroke, heart attack, seizures.

I averaged taking 7 to 10 calls a day that were strictly related
to alleged adverse effects. Other nurses had a variety of a number
of calls regarding alleged adverse events that were reported on any
given day.

All the calls were documented and entered into a computer data
base in which consumers, if they cooperated, gave personal infor-
mation such as their name, age, gender, contact phone number and
general health status, medical condition if any, description of medi-
cations if they were taking any, amount of Metabolife 356 being
taken, their eating habits. General complaints of the consumers
and what recommendations we nurses were giving out to them.

We received calls from emergency room doctors that wanted to
know what ingredients were in the product. And they would re-
quest us to fax them an ingredient list because a patient of theirs
had either a heart attack, seizures or sometimes death.

We had weekly staff meetings that were attended by Mr. Daniel
Rodriguez, who was my immediate supervisor, the medical director
Dr. Randy Smith and the other nurses and the chemist. We would
talk about the different callers and other health related issues di-
rectly related to Metabolife 356 being used.
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During our lunch breaks the nurses would compare notes and
discuss concerns about the product we received in regards to the
different alleged adverse events reported, such as stroke, seizure,
heart attack and other severe condition which made us wonder
whether the product was safe to take or whether the callers were
really telling the truth or not. We nurses had discussions on the
actual studies the company claimed to have done and wonder about
the validity of it.

At the time I was employed at Metabolife I created a daily, week-
ly and monthly log which all the nurses had to complete. The logs
contained information about how many calls were being answered,
emails that were being answered, literature that was sent out and
alleged adverse events that were being reported. All of these were
being entered into a computer data base.

For consumers that called the health line and reported having
moderate to severe alleged adverse events, we were trained and
taught to get as much information possible. From then on we had
to forward this information to Daniel Rodriguez, which was my su-
pervisor, and then he would take care of follow up on each of those
cases.

I am here today on my free will knowing the ramifications that
questions may be asked why am I testifying. And after hearing Mr.
Bechler and Mrs. Bechler and Mr. Riggins and probably other peo-
ple out there that are taking ephedra related products, I feel for
them.

As a nurse you are supposed to help people and do no harm. But
as a human being knowing that product that can and probably is
dangerous, I cannot in good conscience condone the use of it.

Thank you, sir.

Mr. GREENWOOD. Thank you, Mr. Vasquez. We thank you very
much for coming forward and for joining us as you have today.

Mr. Heymsfield, you are recognized for your statement, sir.

TESTIMONY OF STEVEN B. HEYMSFIELD

Mr. HEYMSFIELD. Thank you.

Mr. GREENWOOD. You need to push the button to turn the micro-
phone on.

Mr. HEYMSFIELD. Thank you.

Following release of the extensive Rand report on March 26 of
this year, the Journal of the American Medical Association rec-
ommended to the public that the risks of adverse health effects
from ephedra products far outweigh the possible minimal benefits.
The linkages between ephedra containing products and serious side
effects, even death, are now well established. When ingested alone
or together with natural sources of caffeine, ephedra alkaloids are
potent stimulates that trigger an array of body reactions, some
with devastating effects in predisposed individuals.

Almost 100 years ago Samuel Hopkins Adams in a series of arti-
cles “The Great American Fraud” decried that gullible America will
swallow an appalling amount of opiates and narcotics and a wide
assortment of other potent drugs. Hopkins was reacting to the
ground swell of contempt for patent medicines that were long on
promise, but that failed to disclose the risk of toxic contents. With-
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in a year, on June 30, 1906, President Theodore Roosevelt enacted
the Food and Drug Act.

Almost two-thirds of Americans are now overweight or obese and
many are not only gullible, as in Adams’ day, but search in des-
peration for a treatment. Ephedra products sold in the context of
dietary supplements rather than drugs as traditionally regulated
by the FDA are viewed by many unwitting consumers as yet one
more chance to satisfy their passion for thinness.

In early 1997 my colleagues and I at the New York Obesity Re-
search Center carried out one of the first U.S. controlled clinical
trials of mahuang, the botanical source of ephedra alkaloids. I was
struck in this pilot study of a commercial product by the stimulant
effects observed in ephedra treated patients compared to controls.
Heart palpitations, agitation and insomnia, all of which are recog-
nized actions of sympathomimetic agents, as this family of drugs
is referred to.

Within the next year I participated with others at our center as
a study designer and only physician member in a larger and more
rigorous controlled clinical trial of a potent product that contained
not only ephedra, but a natural source of the ephedra amplifying
factor caffeine. My earlier observations and suppositions were con-
firmed and extended. Stimulate side effects were present more
often in the product treated group and led some patients to drop
out or to be dropped from the study prematurely.

The subjects in this study are not representative of the general
public because they were medically screened and monitored. Pa-
tients with underlying conditions that might pose risk during treat-
ment were excluded from the study.

My original project, formulated now over 6 years ago, has proven
to be accurate. When taken by hundreds of thousands of consumers
the stimulate effects of ephedra caffeine in combination leads pre-
dictably to some pathmathomimetic adverse side effects in some in-
dividuals, serious injuries in others and a small but critically im-
portant group death. This leads me to pose the question how could
this vicious experiment be carried out on Americans?

I pose here, based on my own experience and opinions, three
means by which consumers and regulations were shielded from the
growing body of information linking ephedra products with risk.

The first, as we've already heard, are some major manufacturers
of ephedra products withheld information on reported adverse
events while at the same time touting product safety. I as a physi-
cian had clinical research on less than 200 patients, yet I had docu-
mented the typical adverse event profile associated when ephedra
ingested alone or in combination with caffeine. I surmised in the
late 1990’s that manufacturers must be withholding adverse events
information as their reported absence of side effect was discordant
with my own research data.

Radio ads and some product labels during this time period hailed
the ephedra caffeine mixture as independently laboratory tested or
clinical tested for safety. Some provided misleading scientific ref-
erences in their product literature or websites.

Second, when those few investigators with experience in the
areas spoke out, they were challenged by some manufacturers with
lawsuits. When my colleague, Dr. George Blackburn at Harvard
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publicly spoke of risks, he was unsuccessfully sued, but a bitter,
painful and costly process nevertheless.

When I later publicly expressed my own safety concerns, at-
tempts were made by a manufacturer to pressure me into silence
from every direction; through the university, the hospital, by plac-
ing false but nevertheless damaging advertisements in major news-
papers and by positioning me as having competitive industry ties.

Third, my professional view having carried out peer review re-
search in the area for over 30 years, is that several of the widely
cited ephedra studies are technically flawed and biased. They inap-
propriately highlight product effectiveness while at the same time
minimize risks.

Through my experience with the ephedra products I have served
as an expert witness in a number of lawsuits against manufactur-
ers. This has provided me with the unique opportunity to review
confidential documents, some of which are now publicly available,
that reveal either serious errors or intentional fabrication that in-
appropriately provide an overly positive impression of some
ephedra products.

Unsavory manufacturers learned quickly that a supportive pub-
lished paper, whatever the quality, helps to gain credibility while
neutralizing even the most ardent academic or governmental skep-
tic.

The ephedra products are banned in many parts of the world,
and a similar trend is now taking place in some parts of the United
States. Samuel Hopkins Adams was ultimately sued by manufac-
turers because of the articles he wrote, and I'll say unsuccessfully,
following his milestone report. But this had little effect on the mo-
mentum shortly thereafter to create the FDA.

The time is right for you as legislators to again protect the Amer-
ican public by taking a strong and visionary position on dangerous
dietary supplements for weight control.

Thank you.

[The prepared statement of Steven B. Heymsfield follows:]

PREPARED STATEMENT OF STEVEN B. HEYMSFIELD, PROFESSOR OF MEDICINE, COLUM-
BIA UNIVERSITY, COLLEGE OF PHYSICIANS AND SURGEONS, DEPUTY DIRECTOR, NEW
YORK OBESITY RESEARCH CENTER, ST. LUKE’S-ROOSEVELT HOSPITAL CENTER

WHAT IS A DIETARY SUPPLEMENT?

There exist three categories of chemical agents available for weight loss treat-
ment. The first two categories are prescription drugs and over-the-counter drugs.
The Federal Drug Administration (FDA) regulates these agents under carefully con-
trolled guidelines for safety and efficacy. The process is particularly rigorous for
weight loss agents as over 60% of Americans are now overweight or obese, excess
adiposity effects increasing numbers of vulnerable children and adolescents, and
drug treatments for weight loss have a notorious past history of both abuse and
damaging physical and behavioral effects extending back over a century. Prescrip-
tion and over-the-counter drugs are rigorously tested using modern scientific guide-
lines and procedures to ensure public and individual safety.

In 1994 a third category of agents emerged referred to as “dietary supplements”.
The term dietary supplements is a legal one as stated by the FDA:

“FDA regulates dietary supplements under a different set of regulations than
those covering “conventional” foods and drug products (prescription and Over-
the-Counter). Under the Dietary Supplement Health and Education Act of 1994
(DSHEA), the dietary supplement manufacturer is responsible for ensuring that
a dietary supplement is safe before it is marketed. FDA is responsible for taking
action against any unsafe dietary supplement product after it reaches the mar-
ket. Generally, manufacturers do not need to register with FDA nor get FDA
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approval before producing or selling dietary supplements. Manufacturers must
make sure that product label information is truthful and not misleading.

FDA’s post-marketing responsibilities include monitoring safety, e.g. vol-
untary dietary supplement adverse event reporting, and product information,
such as labeling, claims, package inserts, and accompanying literature. The
Federal Trade Commission regulates dietary supplement advertising.”

Dietary supplements for weight loss, unlike traditional drugs, often include mul-
tiple ingredients; the word “supplement” is misleading as most agents do not “add”
to the natural body stores of the compound nor does the agent usually prevent or
correct a deficiency state.

WHAT ARE SOME OF THE MOST POPULAR WEIGHT LOSS PRODUCTS?

Weight loss can be produced when ingestion or absorption of calories or energy
is less than energy released from the body as heat. Dietary supplements purportedly
produce weight loss by suppressing appetite, reducing absorption, increasing heat
production or metabolic rate, and changing the proportion of calories stored as fat
and muscle.

The ephedra alkaloids, discussed below, are thought to suppress appetite and in-
crease energy expenditure, by two different mechanisms. These actions are en-
hanced with herbal sources of caffeine and aspirin are added to the ephedra-con-
taining product.

Some agents are reported to reduce fat and thus energy absorption from the gas-
trointestinal tract, notably chitosan. Chitin is a substance derived from the
exoskeletons (shells) of arthropods such as crabs, shrimps, and lobster.

Some dietary supplements reportedly increase the storage of ingested nutrient as
muscle and decrease the proportion stored as fat. These include the herbal ingre-
dient garcinia cambogia and the widely used group of compounds referred to as
chromium picolinate and other chromium salts.

My colleagues and I have reviewed these agents in a recent report (1).

I would now like to focus some specific comments on dietary supplements that in-
clude MaHuang as the main active ingredient. I select MaHuang because consumers
are exposed with these products to a potentially dangerous family of ingredients, the
ephedra alkaloids, that not only produce weight loss but that may lead to strokes
and heart attacks with associated disability and death in selected susceptible pa-
tients.

A key concern is that overweight and obese patients are particularly vulnerable
to taking purported dietary supplement weight loss products because they are often
desperate, want to lose weight quickly, find physician evaluations time consuming
and costly, and have often tried dietary and medical therapies of limited current ef-
fectiveness.

By avoiding medical oversight, overweight and obese consumers purchasing die-
tary supplements make the false assumption that dietary supplements and herbal
preparations are inordinately safe and may pose no or very little risk. Moreover,
many overweight and obese consumers harbor “silent” diseases such as high blood
pressure and narrowing of the coronary arteries that manifest under the biological
conditions produced with ingestion of the purported weight loss agent. The over-
weight consumer of dietary supplements who harbors a potentially silent killer may
be bypassing the critical medical oversight needed to detect, prevent, or treat a seri-
ous underlying medical condition. A large percentage of overweight and obese Amer-
icans have undiagnosed and untreated medical conditions (2).

WHAT IS MAHUANG?

MaHuang, now defined as a dietary supplement in the US, is primarily used
today as an ingredient in herbal weight loss products and acts to lower appetite and
potentially increases energy expenditure through stimulant mechanisms (3-12).

MaHuang is the Chinese name of Ephedra sinica, an acrid tasting stimulant herb
(1). Other Ephedra species include Ephedra equisentina and Ephedra intermedia.

WHAT ARE THE ACTIVE INGREDIENTS IN MAHUANG?

The ephedra alkaloids represent a family of compounds that vary in proportion
depending on plant species, harvest season, weather conditions, geographic location,
and other factors. The ephedra content of dietary may vary substantially from label
claims (13).

The ephedra alkaloids include the major component, up to 90%, (-)-ephedrine, up
to 30% pseudoephedrine, and lesser amounts of (+/-)-norephedrine or phenyl-
propanolamine, and (+)-norpseudoephedrine or cathine. The +/- refers to the three
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dimensional positioning of atoms within the molecule and this feature of a molecule
may influence its biological activity.

Ephedrine, an ephedra extract, was synthesized in 1927 and is also widely used
today in weight loss and other pharmaceutical preparations, particularly in Europe.
Although studies are limited, the pharmacokinetics of synthetic and botanical forms
of ephedrine appear similar (14; Appendix I); some questions on drug disposition re-
main and more studies are needed (15). Pharmacokinetic properties of a drug de-
scribe its absorption, distribution, and elimination from the body.

The chemical structures of ephedrine and other ephedra alkaloids are very similar
to the hormones epinephrine or adrenaline and nor-epinephrine. These are the
“flight and fight” hormones that have many important biological effects including
increasing blood pressure, respiration, heart rate, and arousal. Ephedra alkaloids
are also very similar in structure to the banned group of chemical compounds re-
ferred to as amphetamines (Appendix II). Widely used five decades ago for weight
loss and other stimulant effects, amphetamines are addicting and have many seri-
ous other side effects.

HOW DOES MAHUANG PRODUCE WEIGHT LOSS?

Ephedrine alkaloids appear to exert their main weight loss effects by suppressing
appetite and thus food intake via central “sympathomimetic” (beta-agonist) actions.
Ephedrine alkaloids also appear to have a small effect on increasing energy expendi-
ture (16). Taken collectively, the ephedra family of compounds promotes negative
energy balance and weight loss by lowering both energy intake and increasing en-
ergy expenditure. Ephedrine and other Ephedra alkaloids have variable stimulant
effects (1,16).

Ephedrine and ephedra alkaloids alone have modest weight loss effects and their
efficacy appears to be enhanced by addition of caffeine and aspirin either as the
pharmaceutical grade ingredients or as their natural counterparts such as Guarana
and Willow-bark, respectively (17-21).

Addition of caffeine (i.e., “Guarana”) and aspirin (i.e., Willow-bark) to MaHuang
purportedly potentiates the actions of ephedrine. Caffeine competitively antagonizes
adenosine receptors and may be an adrenaline antagonist; adenosine is a hormone
produced by endothelial cells that dilates blood vessels. Many commercial weight
loss preparations include varying proportions of these three components. Caffeine
has a small thermogenic (i.e., heat-producing) effect in humans (16,17). Aspirin has
actions that also potentiate ephedrine actions.

IS MAHUANG EFFECTIVE AS A WEIGHT LOSS AGENT?

There are many studies that have examined the effectiveness of ephedrine alone
or in combination with other ingredients; fewer studies examine the weight loss ef-
fects of ephedra alkaloids in combination with other natural sources of caffeine and
aspirin. The collective studies strongly support the premise that ephedrine, particu-
larly in combination with caffeine and also aspirin, promote significant short-term
(3-6 months) weight loss when ingested as part of an intervention program includ-
ing dietary and lifestyle management. Long-term (>6 months) controlled trials with
large and diverse subject populations are lacking. The evidence for ephedra efficacy
is summarized in the recent Rand Report (Appendix III).

The efficacy of MaHuang, separate from that of chemically synthesized ephedrine,
is supported by fewer published abstracts and papers, although conceptually, there
is no reason to expect a “large” difference between “natural” ephedra and chemi-
cally-synthesized ephedrine. As noted earlier, the pharmacokinetics of chemically
synthesized and botanical sources of ephedrine appear similar (Appendix I).

A major limitation of reviewed research is that most studies administered ephed-
rine or MaHuang in forms that mimic commercially available preparations and
thus: the efficacy of ephedrine as a sole weight loss agent is not entirely clear and
is questionable; the efficacy of ephedrine with varying amounts of caffeine and aspi-
rin is difficult to ascertain as studies failed to include varying amounts of these
other agents independent of ephedrine or as separate experimental limbs in con-
trolled trials.

Ephedrine is used in association with caffeine and aspirin, or their herbal equiva-
lents guarana and willow bark, to produce the “fat-burning stack (18).” The stack
has some evidence to support its efficacy and is used in Europe. The three com-
pounds, when taken in the following ratio, 200 mg caffeine/60mg epihedrine/300mg
aspirin, produces a significant thermogenic effect. Very limited published informa-
tion is available on the safety and efficacy of the “stack” or related products.
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A concern is that the concentration of ephedrine in the plant and method of prep-
aration vary widely among products (13). Product labels may therefore not reflect
actual ingredient content or bioavailability.

ARE EPHEDRA-CONTAINING PRODUCTS SAFE?

Why do we know that ephedra alkaloids may be unsafe in some consumers? Sci-
entists know that ephedra alkaloids, particular when used in combination with
potentiating agents that include caffeine and aspirin, produce variable increases in
blood pressure, heart rate, cardiac output, and respiration (Table 1). These effects
in susceptible individuals can trigger heart attacks and strokes. These effects are
well summarized in JAMA’s patient page attached in Appendix IV.

The molecular basis of the stimulant effect for the class of compounds,
“sympathomimetic agents”, is well known. While the effects of ephedra alkaloids
alone or in combination are often small in magnitude and transient, given the large
and potentially medically vulnerable obese population taking these agents we can
predict that some individuals will have a relatively large drug-induced biological ef-
fect. Others may have only a small effect, but remain medically vulnerable due to
silent underlying heart or cerebrovascular diseases. Many of the patients taking
these agents do so in the complete absence of medical supervision or evaluation.
They may inadvertently take a large dose due to product variation or consciously
in the hope of boosting their weight loss. Unsupervised, they may unduly exercise
or take excessive amounts of caffeinated beverages or aspirin. The predictable re-
sult, given the millions of Americans taking these products, is serious medical
events including heart attacks and strokes.

Given the well-recognized risks of this group of dietary supplements and the ap-
propriate lack of interest in the area by pharmaceutical companies, there exist very
few careful safety and efficacy trials that meet the current standards set forth for
evaluation of pharmaceutical weight loss agents.

In the studies carried out by my colleagues and I using a commercial weight loss
product containing ephedra and caffeine as active ingredients, some patients in the
“active” treatment group experienced untoward effects at “usual” doses such as pal-
pitations, blood pressure elevations, and other typical stimulant effects that led to
their discontinuation in the study (21). I have observed similar effects in other un-
published ephedra studies carried out at our institution. These effects are the well
characterized sympathomimetic effects that I mentioned earlier and that support
our projection that some medically unscreened patients with underlying disease may
suffer heart attacks and strokes following ingestion of this or similar dietary supple-
ments. This projection is supported by the study of Haller and Benowitz
(23)(Appendix V) and Bent et al (Appendix VI).

A concern regarding the well controlled clinical trials is that subjects were appro-
priately medically screened prior to entry into the trial so as to reduce the medical
risks of those exposed. One such trial was carried out at our institution (22) and
only those subjects deemed medically acceptable were entered into treatment. Rig-
orous testing of blood pressure and heart rhythm was used to detect and eliminate
those subjects who may have suffered a serious adverse event during the trial. The
lack of serious injuries and side effects in trials such as these cannot be interpreted
as a safety endorsement as the actual consumer population still includes the medi-
cally vulnerable and unscreened individual who may harbor a potentially lethal si-
lent disease manifest by ingestion of ephedra alkaloids.

Specifically, concerns have been raised about the safety of products containing
MaHuang/ephedra. Several serious case-reports of adverse effects and fatalities have
appeared in the literature. Strokes, myocardial infarction, and cardiac arrhythmias
are reported in association with ephedra ingestion. Benowitz and Haller (23; Appen-
dix VI) provided the FDA with an independent review of adverse events related to
ephedra alkaloid containing supplements. The authors concluded that ephedra alka-
loids may pose a health risk for selected individuals. Some of the reported side ef-
fects in patients occurred within the commonly used therapeutic ranges.

Ephedrine alone or combination with other ingredients may raise heart rate and
blood pressure (e.g., systolic BP increase 3-7 mmHg) in some subjects (1-23), al-
though the magnitude and length of time for which these adverse effects remain evi-
dent is not well established. Restlessness, headache, and insomnia have been re-
ported by subjects ingesting some commercial dietary supplements and with syn-
thetic ephedrine-caffeine combinations. Subjects with bleeding tendencies may be at
risk when taking aspirin-like compounds.

MaHuang taken alone or combination with other agents may place certain sub-
jects at risk of adverse and potentially fatal effects. More long-term safety data, be-
yond six months, is needed, particularly in selected populations such as the elderly.
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Finally, there exists particularly vulnerable populations such as pregnant or lac-
tating women, the elderly, and subjects with eating disorders in whom particular
concern exists for their use of weight loss dietary supplements.

SHOULD THE REGULATIONS FOR DIETARY SUPPLEMENTS BE CHANGED?

Although my review here has been brief and focused, we can envision four groups
of dietary supplement for weight loss: safe and ineffective; effective but unsafe; inef-
fective and unsafe; effective and safe. At present most of the available dietary sup-
plements fall into one of the first two categories.

Safe and ineffective: This group of products provides false hope to the unwitting
highly vulnerable overweight or obese consumer and may delay their entry into an
appropriate medical or nutritional care system.

Effective but unsafe: This group of products is more dangerous and actual product
efficacy will lure consumers into trying the product while erroneously assuming die-
tary supplements, because of their herbal or natural ingredients are unduly safe
compared to their pharmaceutical counterparts. As stated in the JAMA patient
papge (Appendix IV), the risks of ephedra far outweigh benefits.

Improved product safety testing, quality control, labeling, and nomenclature are
all needed in order to forestall or eliminate the problems now inherent with the die-
tary supplement category of weight loss products.

Table 1. Patterns of Signs and Symptoms Associated With Dietary Supplements Containing
Ephedrine Alkaloids !

Organ/system in-

volved Clinical significance Signs and symptoms
Cardiovascular SEHOUS oo Dysrhythmias, severe hypertension, cardiac arrest, angina, myocardial, in-
system. Less clinically significant farction, and stroke 2
Tachycardia, mild hypertension, palpitations.
Nervous system — SErious .........ccccoeevveerrennes Psychosis, suicidal, altered or loss of consciousness (including disorienta-
Less clinically significant tion or confusion), and seizures.
Anxiety, nervousness, tremor, hyperactivity, insomnia, altered behavior,
memory changes.
Gastrointestinal ~ Serious ..........ccocccoevrerienns Altered serum enzymes, hepatitis.
(Gl). Less clinically significant Gl distress (nausea, vomiting, diarrhea, constipation).
Dermatologic ..... SEHOUS oo Exfoliative dermatitis
Less clinically significant Less clinically significant Nonspecific rashes.
General mani- Numbness, tingling, dizziness, fatigue, lethargy, weakness.
festations.
1 Reproduced from Federal Register: June 4, 1997 (Volume 62, Number 107), Dietary Suppl ts Containing Ephedrine Alkaloids.

2For the purposes of this document, strokes (i.e., cerebrovascular accidents) are considered to be related to the cardiovascular system, be-
cause predisposing or inciting factors include hypertension, dysrhythmias and ischemia, although it is recognized that the consequences affect
the central nervous system.
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Appendix 1

Pharmacology of ephedra alkaloids and caffeine after single-dose dietary
supplement use.

Haller CA, Jacob P 3rd, Benowitz NL.

Division of Clinical Pharmacology, San Francisco General Hospital, University of
California, 94143, USA. dchaller@worldnet.att.net

OBJECTIVE: Serious cardiovascular toxicity has been reported in people taking dietary
supplements that contain ma huang (Ephedra) and guarana (caffeine). We assessed the
pharmacokinetics and pharmacodynamics of a dietary supplement that contains these
herbal stimulants. METHODS: Eight healthy adults received a single oral dose of a
thermogenic dietary supplement labeled to contain 20 mg ephedrine alkaloids and 200
mg caffeine after an overnight fast. Serial plasma and urine samples were analyzed by
use of liquid chromatography-tandem mass spectrometry for ephedrine alkaloid and
caffeine concentrations, and heart rate and blood pressure were monitored for 14 hours.
RESULTS: Plasma clearance and elimination half-lives for ephedrine, pseudoephedrine,
and caffeine were comparable to published values reported for drug formulations. A
prolonged half-life of ephedrine and pseadoephedrine was observed in 1 subject with the
highest urine pH. Mean systolic blood pressure increased significantly to a maximum of
14 mm Hg above baseline at 90 minutes after ingestion (P <.001). There was a lag in the
mean heart rate response that reached a maximum change of 15 beats/min above baseline
at 6 hours after ingestion (P <.001). Diastolic blood pressure changes were insignificant.
Two subjects who were taking oral contraceptives had longer caffeine half-lives (15.5 +/-
0.3 hours versus 5.6 +/- 1.7 hours) and lower values for oral clearance (0.34 +/- 0.01
mL/min. kg versus 0.99 +/- 0.41 mL/min. kg) than subjects who were not taking oral
contraceptives, CONCLUSIONS: Botanical stimulants have disposition characteristics
similar to their pharmaceutical counterparts, and they can produce significant
cardiovascular responses after a single dose.



27

SB Heymsfield, MD
Appendix I1
PHENYLPROPANOL AMINE
-c H—CH—NH
T 'DIH CiHE G!!
AMPHETAMINE

EFHEDRINE

N -cmcm
—t l | ;

¥
OH CH, CH;,




28

SB Heymsfield, MD

B REVIEW

Appendix I

Efficacy and Safety of Ephedra
and Ephedrine for Weight Loss

and Athletic Performance

A Meta-analysis

Paul 5. Shekelle, MD. P}

Comtexd Ephedis and ephuding somstimes are wed for weight loss of enhanced

Mury L Hardy, MD athletic performance, ot ihe aficacy and safety of these e
Salty €. Mortan, PhD Objective Tossess theofficacy and safely of ephutdr and ephetine used for waight
Wargares Maghae, MIP ios3 anil enhanced athietic performance.

?‘W et Data § We searched 3 databases using the terms epliedra, ephednine, s
Waher & Majica, MD, MPH verge effect, sadze esf!m e?fmy effectiv, and foric, We induded unpublished higls
Marika § Suttorp, MS and non-Engl Adverse everits reported to the US Food and
- - Drug Addiine WM.M\ progias were assessed.

Shanni 1. Rhndes, MEA

o Study Selection mmmmmmamwwmm
Lars Junpvigs B4 for weight loss or athielic v dnd case fepantsof
Jumes Gagns, MDY suth use. &gummmmmsmmxmsmmumsmm

SEOF EPHEDRINE ATXALOD-
comatning products o pro-
mote welght loss o to en-
hamce mhietic: perloimince
has garnered & grost dead of recent s
tention, am inprt o ismber c}f \W{SA

38

dwilverss vvents ey
sociated with thevse of phedea- or
ephodeise alkalold-conaining prod
vets ! These reports have led severs)
grinpstvask the US Foodand Drug 8d-
winisteation (FRA) o ban fhe peoduc-
tiewy anch sale of ephedra peodurss.” Al
voustes oivamter thit enbedns fssalt and
effective. " The US Deperiment of Headth
s Husan Services requisied thissyie
thesls o avallable evidence vepanding of-
ficaci il sefety of ephedrnruse o clarif

o mzmamxmmmmxmmmmm&m
mrwk et within 24 Kowrs prige
wanmwtorﬂmep&Gﬁ&mmmm&mmWﬁMmuwdw
urirae, &l thaat ather potentl causes hid been excloded, OF the 530 artcles woeenad,
52 contrplied trals and 6 case reports were indlided in the adverse events ansiysis OF
mon Ban 15000 olher case repnny soradind, 284 wderwent detaled riaew,

Dirts Extraction Two revewers independently identifed triais of effitary and safety
of ephecdn and ephedrine.on weight loss or athietie performianes; diagrasments wene
resohend by comsersus. Case repints were sevlownd with expliot and implist methods,

Dats Synthess No weight o tras assessed dhration of trestment greater than &
manthe. Foolnd sesuls for inals companing placebo with cahﬂmne {n=E), ppbedring
ani eaffeon (= 12), ephedda (= 1), andhephinird dnd hevhs cortaining caffeine {nw 4
yisided estomates of weight kgt {move thar placebiol of 0.6 (5% mnﬁdeminmaf
O2-4051.000.7-13; 08 0.4-1.2), and 1.0 (0 6-1.3) kgfma, respectivady, Sensitiee
ity énalysies did not substantially after bee ditter 3 resilts, o trisly of ephedea and ath:
detic perhmanee wene found 7 tralvol spheding weve too b B gy
thesize. Safety dats from 50 trials yisided sstimates of 2.2- 102 -foid increases in
oo of psychiati, autenomic, or pastroivestingl symptoms, and heart palpitations.
Urata sre intirfficient to draw conclugions about stherse events nocusing st a salelon
than 1.0 per thousand. The muonty of tase eeporis are insofhcisntly docusmsnted 1o
aow

the ek state of ot

aphedring alkaloids. The National fn- cmm Phecine and aphed prmpde moest regaing Wm“@:
totes of H it fnf kgime o
:;: l:::' o Health will use 1 Inlorna. foss, and evidence i stippoet use of phedra for athitic peﬁurmu\ce‘o; insufficient
g yuide anexpanded research o L ine and raffeine i o sigh.of paychi-
fort to betier andmiexﬁd the safery of G wsnaric, or “gasteointesting symitonns, sn hegst ijggmm
epbedrine atkaloids. TARA YRR TSI e s s
» P et a1 PRI ey BAR Box 3138,
: 5 Cavvegening Mttt o © thete  Sants Moniee, CA ROULETNE il doebels
See abo'p 1368 and Patient Page. . o0 0, ot St riispese wg. - o

1S Aoerioan Medicn] Saseentive. Al righic cwred

Brpeiihen MR, Blatcs 16, WDBe0v0E 359 pop 15 TA3F



29

SB Heymsfield, MD

PATIENT PAGE

Appendix IV

Ephedra and Ephedrine

pheden isa plant-based substance fram thie berdy Ephodre smica. Ephedia s wind in many over theecoumer weight

The Jpumal of the Amencan Medical Association

EM& proadupes. 1 iy absd vt by s atbiletes whve beliowe 51 an imp shew p
ferbs contaning Calfelos {mch a5 guaranat or with mihér adw

5 {0 Chese s

it eul b g : il
Sipheidss, ahis known g

SLNIWTIISN0S AUV

v imiwag, Do also beeo wded i tradivional Chrirsese medicie 1 west aatuna ov other lung problems. Because ephediy is
fuor s drog so et g 'diseass?. the 1S Fond and Drug Admirsstnnon {PDA) does

warkesed by IEEEECE S

¥
ti

o veignabani: dts s Hbwer, muny seviows adverse (il efecis reluted 10 ephedig wse huve beer reported. Ricend ssseanch
Bax shiwn thoy s of ephedin eppears 1o e more visky thar e of arher Botha! priparations
The Masch 26, 20 e of JAMA socludes s anucle abps the elfieacy and sidery of ephedia sad ephdaine.

FrHEDRING
Eph is a3 chermical

! i the ephede herb. Ephedrine has medicat tses,
srpstly i eperating so0ms and intensive care Lrits: e chemical properties ralse blood
pressune and heart rabe and oper up the large dr passages n the Jungs. Ephedring i safe

herused Undsr the supervision of 3 dector and with peoper roritering of the patient,
Ephedrine has also been used as 2 weight loss product and by athiztes who believe 2
makes them stranger or have more tnsrgvand cndmru Howessr, this has it been
ftored ise tor Jical reasony maym&bes«fe

peoven and this typeof ur

ST EPHEDNINE )

* Bewvated bood pressune * Naitsea » Heart attack
* Palpltations * Agitation or restiessness. » Stroke
» Headathe * Pryrhiatne disturbences « Death

Ingividually with wery baph sl for atverse effects indude children younger thas 18
years, women who are. pregnant or aursing; individuals who bave health conditions
such as high blood pressore, hivart dusase, seizure disorder, deprassion, thabeles, thyoid
of tver disprders; and thase who are Using escription medicines.

Fer ssr?g;me m«s ik oi bad efiecty Sram, ephedrs or epmdnms nmdm:is far atwei i
e < are vatunilbor gland-Bamed wid it

by safe }uﬁt mrsa They totte frih plants. Phants produice chgmicals that

7% : ‘mm:t wittothier ﬁw&mtmﬁ you are kg Bliscuss

If you befieve you have expemocd & harmiui side effect from ephede or ephedvine,
ot of your doctor should réport it b the FDA. The FDA has a hotfinr calied MEDWKICH
{BOOVFDA-1088) for reporting problems connacted with the use of supplvents, drugs,
o medical devions. Yo identity will be kept confidential. You may abo uie B RBA
Web site {see For More infarmation} 1o aouess MEDWATCH for nnéine reporting,

» U5 Food and Drug Mmmmuon
fnchudes 3 link to MEDWATCH o
report adverse evenis)
wivw fda goy

» Nabional Center for Complementary
and Abernative Medicing
W nccam it goy

+ National ingBtites of Heafth
Otfice of Dietary Supplements
dietary-supplementsinfoib.gov

To find this and previous JAMA Palient
Pages, g fo the Palient Page tndex oo
JAMA™ Web site 3t www. ama oo,
They are avaiiable in English and
Spanish.

Faetva T Food gm’ Fhrag s;},—umzm
pay e £

Naathwak ety iqr Comphenieniuty ad
Alesmsatier Modbddar, Nesiahl Suttaiin o i calet

Hager ML Ly, ML oty

fom, mhzﬂi‘ﬁw + ¢ gubie s o SAHE Tiy memmaies ol sy
ARy %

AP, e
R oy i, monrm s yoer m«mﬂﬁ
Hackioed M. s, MO, Edbisnr [y gemet T o, o

Tiaesrar Topon, VA, Wasesaror

ey by
Ry b gl o8 i sepchmtnss

A4 gt
s

EEWG MRS Ml M HRY RVl HBR, Moo 8T




30

SB Heymsfield, MD

Appendix V

Adverse cardiovascular and central nervous system events associated with
dietary supplements containing ephedra alkaloids.

Haller CA, Benowitz NL.

Department of Medicine, University of California, San Francisco, and the California
Poison Control System, 94143-1220, USA.

BACKGROUND: Dietary supplements that contain ephedra alkaloids (sometimes called
ma huang) are widely promoted and used in the United States as a means of losing weight
and increasing energy. In the light of recently reported adverse events related to use of
these products, the Food and Drug Administration (FDA) has proposed limits on the dose
and duration of use of such supplements. The FDA requested an independent review of
reports of adverse events related to the use of supplements that contained ephedra
alkaloids to assess causation and to estimate the level of risk the use of these supplements
poses to consumers. METHODS: We reviewed 140 reports of adverse events related to
the use of dietary supplements containing ephedra alkaloids that were submitted to the
FDA between June 1, 1997, and March 31, 1999, A standardized rating system for
assessing causation was applied to each adverse event. RESULTS: Thirty-one percent of
cases were considered to be definitely or probably related to the use of supplements
containing ephedra alkaloids, and 31 percent were deemed to be possibly related. Among
the adverse events that were deemed definitely, probably, or possibly related to the use of
supplements containing ephedra alkaloids, 47 percent involved cardiovascular symptoms
and 18 percent involved the central nervous system. Hypertension was the single most
frequent adverse effect (17 reports), followed by palpitations, tachycardia, or both (13);
stroke (10); and seizures (7). Ten events resulted in death, and 13 events produced
permanent disability, representing 26 percent of the definite, probable, and possible
cases. CONCLUSIONS: The use of dietary supplements that contain ephedra alkaloids
may pose a health risk to some persons. These findings indicate the need for a better
understanding of individual susceptibility to the adverse effects of such dietary
supplements.
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Mr. GREENWOOD. Thank you very much, Dr. Heymsfield.
Dr. Woosley.

TESTIMONY OF RAYMOND WOOSLEY

Mr. WOOSLEY. Mr. Chairman Greenwood, members of the Com-
mittee and Congresswoman Davis.

Thank you for the opportunity to testify before this Committee
on this very important topic.

Since 1995 I have served as a consultant to the Center for Food
Safety and Nutrition of the FDA addressing their concern over the
large number of reports of serious adverse reactions to ephedra-
containing dietary supplement. I am very proud in 2001, I was
awarded the FDA Commissioners’ special citation for my work on
ephedra for the FDA.

I have no financial interest in this question, and I do not rep-
resent any particular organization. But, since 1995, I and many
other consultants to the FDA have recommended that the FDA
take steps to have nonprescription products containing ephedrine
removed from the market. I based this recommendation on my ex-
perience as a scientist and as a physician studying the actions of
drugs in humans.

My credentials are summarized in my written testimony. I have
been a professor of pharmacology and medicine at Vanderbilt Uni-
versity, Georgetown University and I am now Vice President for
Health Sciences at the University of Arizona. For 39 years I have
studied the actions of drugs in humans.

In 1995 and again in the year 2000 I was asked by the FDA to
perform an in depth review of over 230 reports of adverse events
related to the use of dietary supplements containing ephedra alka-
loids. Each time I recommended these products be removed from
the market because of a danger to the public. In congressional
hearings I have made that recommendation.

Many agencies and regulatory bodies, such as Health Canada,
the Canadian equivalent to our FDA, have already taken action to
protect the public from these products.

We have heard that Illinois has banned the sale of these prod-
ucts and New York and California are considering legislation to
take such action.

The U.S military and the National Football League prohibit the
use of ephedra-containing products.

The American Medical Association, the American Heart Associa-
tion, the American Society for Clinical Pharmacology and Thera-
peutics and many other professional organizations have called for
FDA action to remove these products from the market.

What does it take? Dozens of deaths reported to the FDA and an
unknown number of unreported deaths are reason enough for the
FDA to take action. They are authorized.

The FDA has failed to act and only called for further study. They
contracted with the Rand Corporation to perform an analysis of the
published studies of these products. People died while this docu-
ment was being created, needlessly. And, unfortunately, this anal-
ysis is not even relevant to the way ephedra is used in this nation
today.
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Because these products are taken as nonprescription dietary sup-
plements and they are used without any medical supervision or
medical screening, yet the scientific papers reviewed by Rand,
every subject was screened by a physician or by a medical practi-
tioner. If they had pre-existing medical conditions, they couldn’t be
enrolled. People enrolled in these trials were followed with close su-
pervision. That isn’t the way ephedra is used by the public today.
So the analysis by Rand is really irrelevant. It is interesting, it is
consistent, but it is irrelevant.

As an example, in the study by Boozer et.al., it is often cited as
evidence for the safety of these products, the investigators excluded
one of every 10 subjects that they interviewed because they had
medical conditions that made ephedra and the caffeine product
combination that they were studying, in their estimation unsafe.
Studies with that medical screening are not feasible or even eth-
ical, because the general knowledge in the medical community, the
medical community knows that ephedra-containing products are
dangerous. Any institutional review board responsible for the pro-
tection of human subjects will not approve a research protocol un-
less it includes medical screening and monitoring for safety. So this
cannot be further studied. We do not need further study.

It, therefore, is not surprising that the published reports using
medical screening failed to detect the kind of toxicity that we have
heard about today and the FDA has looked at for over 8 years. The
available evidence clearly shows that these products cause harm to
some individuals, harm that cannot be prevented by warning la-
bels. Because most patients do not know that they are at risk.
Based on the Boozer trial, approximately 10 percent of patients
who would like to take a dietary supplement for weight loss do not
know that they have a medical condition until they are screened.

In summary, I strongly encourage you to ask the FDA to take ac-
tion to ban the marketing of dietary supplements that contain
ephedra. I also ask you to consider enacting legislation that will
more accurately distinguish between drugs such as ephedra and di-
etary supplements. That will assist the FDA in regulating these
products.

Ephedra containing products, and many others, are not dietary
supplements. That is, they are not a necessary ingredient in a
healthy diet. They are drugs and they should be regulated as
drugs. Please do not call for warnings. Please do not call for more
studies. People will die while those studies and those warnings are
ineffective.

[The prepared statement of Raymond Woosley follows:]

PREPARED STATEMENT OF RAYMOND L. WOOSLEY, VICE PRESIDENT FOR HEALTH
SCIENCES, UNIVERSITY OF ARIZONA

Mr. Chairman and members of the Committee: Thank you for the opportunity to
testify before the Committee on the very important topic, i.e. the dangers of dietary
supplements that contain ingredients from the plant ephedra or the chemical ephed-
rine. Since 1995, I have served as a consultant to the Center for Food Safety and
Nutrition of the Food and Drug Administration to address their concern over the
large number of severe adverse reactions with ephedrine-containing dietary supple-
ments reported to the FDA. In 2001, I was awarded the FDA Commissioner’s Spe-
cial Citation for my work on ephedrine for the FDA. I have no financial interests
in this question and I do not represent any particular organization.
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I have consistently recommended that the FDA take steps to have non-prescrip-
tion products containing ephedrine removed from the market. In 2001, I joined Pub-
lic Citizen, a consumer advocacy organization, and filed a citizen’s petition calling
for an FDA ban on ephredrine-containing dietary supplements. I base this rec-
ommendation on my almost forty years of experience as a scientist and physician
studying the actions of drugs in humans. In 1967, I obtained a PhD in pharma-
cology, 1.e., the study of the actions of drugs. I obtained an MD from the University
of Miami and then trained in Internal Medicine at Vanderbilt University. I then
completed a fellowship in the subspecialty of clinical pharmacology, i.e. the study
of the actions of drugs in humans. I rose to the rank of Professor of Medicine and
Pharmacology at Vanderbilt University before moving to Georgetown University
School of Medicine to Chair the Department of Pharmacology. I am now Vice Presi-
dent for Health Sciences at the University of Arizona and Director of one of the
seven Centers for Education and Research on Therapeutics funded by the Agency
for Healthcare Research and Quality. For the last 39 years I have studied the ac-
tions of drugs. I have been asked to serve as an advisor to the NIH, the FDA, the
DOD and all of the leading pharmaceutical companies on the actions of drugs in
humans. My experience has given me a broad perspective and an expertise in the
toxicity of drugs. I served as co-director of the NIH-sponsored Cardiac Arrhythmia
Suppression Trial that found certain drugs designed to save lives were actually
causing tens of thousands of deaths each year. I also served as leader of the team
that determined the mechanism of cardiac toxicity caused by terfenadine (Seldane ")
which served as the basis for its ultimate removal from the market. I currently lead
a team of scientists who are studying 50 prescription drugs that have the potential
to induce life-threatening arrhythmias.

In 1995 and again in 2000, I was asked by the FDA to review over 230 reports
of adverse events related to the use of dietary supplements containing ephedra alka-
loids. The following is the conclusion of my most recent report: “The occurrence of
serious side effects makes the use of ephedrine containing products as dietary supple-
ments at dosages that can increase blood pressure and heart rate in susceptible indi-
viduals unacceptable without medical supervision.”

Many agencies and regulatory bodies such as Health Canada have already taken
action to protect the public from ephedrine-containing products. Two states have
banned the sale of these products and the California legislature is now considering
such action. The US Military and the National Football League prohibit the use of
ephedrine-containing products. The American Medical Association, the American
Heart Association, the American Society for Clinical Pharmacology and Thera-
peutics, and many other professional organizations have called for FDA action to re-
move these products from the market. Dozens of deaths reported to the FDA and
an unknown number of unreported deaths are reason enough for the FDA to take
action. However, a year ago, the FDA refused to act on our petition and called for
further study. They contracted with the RAND Corporation to perform an analysis
of the published studies and FDA reports of adverse events that might pertain to
the safety and effectiveness of dietary supplements containing ephedrine or ephed-
rine with caffeine taken for weight loss or exercise enhancement.

However, such an analysis is not relevant to the way ephedrine is used by the
public. Since these products are taken as non-prescription “dietary supplements”,
they are used without any medical screening or medical supervision. However, the
scientific papers that were analyzed by RAND were studies in which subjects had
been screened for pre-existing medical conditions and were followed during the
trials under medical supervision. As an example, in the study by Boozer et al. (Int.
J. Obes. Relat. Metab. Disord. 26(5):593-604, 2002) that is often cited as evidence
for the safety of these products, the investigators excluded one of every ten subjects
they screened because they found medical conditions that made ephedra/caffeine, in
their estimation, unsafe. RAND could not find published trials that truly addressed
the question posed by FDA. Such studies without medical screening are not feasible
or ethical because of the general knowledge in the medical community that ephed-
rine-containing products are dangerous. Any Institutional Review Board responsible
for the protection of human subjects would not approve a research protocol unless
it included medical screening and monitoring for safety. It is therefore not sur-
prising that the published reports that include only small numbers of subjects who
hadA been medically screened failed to detect the type of toxicity reported to the
FDA.

The ephedrine industry has raised doubts about the validity of the adverse events
reported to the FDA. Determination of causation for rare adverse events can be dif-
ficult when analyzing a single report. However, one must consider the totality of evi-
dence for scientific validity and consistency with the drugs pharmacologic actions.
After considering the information in the adverse events reported and the totality of
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information about ephedrine, I concluded that the use of these products causes a
serious health risk to the public. Decades of experience summarized in textbooks of
medicine and pharmacology support this conclusion. The RAND analysis of these re-
ports failed to adequately consider the pharmacology and clinical pharmacology of
adrenaline-like chemicals such as ephedrine. Also, the consistency of the evidence
across a range of chemically-related substances must be considered. The relative
safety and efficacy of other drugs that have similar pharmacologic actions is espe-
cially relevant. Every drug with adrenalin-like actions that increases blood pressure
and heart rate, i.e. they mimic the human body’s emergency “autonomic” nervous
system, has been already associated with serious cardiovascular and neurologic ad-
verse events. Likewise, the actions of drugs that antagonize the effects of ephedrine
should be considered. For example, drugs that block the actions of adrenaline reduce
the incidence of strokes and heart attacks. The ephedrine data are consistent with
the observation of a high risk of stroke with the diet pills containing phenyl-
propanolamine (PPA), a drug with almost the same chemical structure as ephedrine.
In this case, the FDA took action to remove products with PPA from the market.

Another related weakness of the RAND assessment is the absence of consider-
ation of the genetic diversity that we know exists in large populations of people.
Most of the studies reviewed enrolled only 50-200 patients and all had been medi-
cally screened. It is very unlikely that these studies would include any of the 1 in
10,000 patients at risk for super-sensitivity to ephedrine due to a genetic variant
that would be otherwise silent.

The available evidence clearly shows that these products cause harm in some indi-
viduals that cannot be prevented by warning labels because most patients will not
know they are at risk of experiencing adverse effects. Based upon the Boozer trial,
approximately 10% of patients will have medical conditions that place them at in-
creased risk of adverse effects. I hope you will take swift action to protect these peo-
ple.

RECOMMENDATIONS

In summary, I strongly encourage you to ask the FDA to ban these products. I
hietve no doubt that these products are causing needless death and disability to peo-

e.

I also ask you to consider enacting legislation that will more accurately distin-
guish between “drugs” and “dietary supplements” and clarify how the FDA should
regulate these products. Many of the products that are marketed as dietary supple-
ments and especially the ephedrine-containing products are in fact drugs because
they are not normal constituents of a healthy diet. The ephedrine products are being
used by and being promoted to the public for weight loss. Without medical super-
vision these products present a clear and serious danger to the public and should
be regulated as medicines and banned for use without a prescription.

Thank you for the opportunity to provide this statement for the record.

Mr. GREENWOOD. I thank you very much, Dr. Woosley.
Dr. Zipes.

TESTIMONY OF DOUGLAS P. ZIPES

Mr. Z1ipES. Mr. Chairman, members of the committee, Ms. Davis,
I am a clinical cardiologist and my area of expertise is in heart
rhythm problems.

I would like to start with a potential conflict of interest. I am an
expert witness for Plaintiff for McDonald’s v. Twin Labs, which is
an ephedra case, but I am also expert for Defense of four pharma-
ceutical companies with drugs unrelated to ephedra.

Ephedra and ephedrine actions on the heart and blood vessels
are to produce an adrenaline like effect. This is a stimulant, a
“fight” or “flight” type reaction. It is also a brain stimulant and it
is related to methamphetamine or speed.

Caffeine also has actions on the heart and blood vessels and is
also a stimulate, and therefore adds to the effects of ephedra ac-
tions. And, indeed, an exercising individual super imposes even ad-
ditional adrenaline effect on the actions of these two drugs.
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So in general what happens? The blood pressure elevates, the
heart rate elevates, there’s elevated stress on the heart. These
changes can reduce a very critical electrolyte, potassium in the
blood and all these changes then can cause heart rhythm disorders
ranging from palpitations due to premature beats or ventricular fi-
brillation. This is the abnormal heart rhythm coming from the bot-
tom chamber of the heart at rates of 4 to 600 times a minute that
produce sudden death.

Now what evidence exists that ephedra compounds can produce
these effects? Certainly animal and clinical studies establish the
adrenaline like effects. That is not in argument. The question is,
though, what are the adverse effects? And they come from adverse
event reports, case reports and some controlled trials.

Now, in general adverse event reports and case reports provide
less robust data than controlled clinical trials. But they may be the
only source of information about infrequently occurring side effects,
those that occur in less than 1 in a 1,000 or so individuals. How-
ever, we can establish criteria that allow us to investigate those ad-
verse event reports. And I have six here which I use when I evalu-
ate a drug.

Is there a temporal relationship between ingestion and adverse
event?

Is an appropriate dose taken to have an adverse effect?

Are all other causes for the adverse event recognized and ruled
out?

Is there biological plausibility? By that I mean, the known influ-
ence of the adrenaline stimulation of these drugs can cause these
events. We know that from animal and clinical investigation. Is
there a D or rechallenge? In other words, when the drug is stopped,
do the adverse events stop or if the drug is taken again, is there
another adverse events and are there supported published lit-
erature?

And I would suggest that many of the published reports on
ephedra and ephedrine compounds include individuals who unques-
tionably meet these criteria.

So I think to a reasonable degree of medical and scientific cer-
tainty, it is my opinion that ephedra, ephedrine compounds can
cause the following adverse events:

There are minor adverse events such as nausea, dry mouth,
shakiness and insomnia, but critically the major events on the
heart are palpations but ventricular fibrillation and sudden death.

My recommendations to the committee are that they recognize
that ephedra and ephedrine are drugs, they are not dietary supple-
ments. Recognize that they are capable of provoking harm includ-
ing ventricular fibrillation and sudden death. Element over-the-
counter use based on minor proven benefits and potential for major
harm, and regulate its use by applying FDA criteria to ephedra
and ephedrine compounds as is applied for all other drugs.

Thank you for your attention.

[The prepared statement of Douglas Zipes follows:]
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PREPARED STATEMENT OF DOUGLAS P. ZIPES, DISTINGUISHED PROFESSOR OF MEDI-
CINE, PHARMACOLOGY AND TOXICOLOGY, EMERITUS, DIRECTOR OF THE KRANNERT
INSTITUTE OF CARDIOLOGY AND DIVISION OF CARDIOLOGY, INDIANA UNIVERSITY
SCHOOL OF MEDICINE

I. INTRODUCTION

I am a clinical cardiologist and scientist specializing in heart rhythm disturb-
ances. The findings and opinions that follow are based upon my education, training
and experience in medicine, cardiology, cardiovascular pharmacology, cardiac
electrophysiology, and review of the medical literature.

Recent articles in the medical literature highlight the concern of medical practi-
tioners with the overall quality, safety, and efficacy of some herbal products.! In my
opinion, the Dietary Supplement Health and Education Act (DSHE) passed in 1994
has not provided a satisfactory framework to protect the public health by allowing
dietary supplements to be marketed without prior approval of efficacy or safety by
the FDA. Though DSHE limits certain health claims for dietary supplements, these
products are marketed in such a way that consumers believe they are effective to
cure or treat many of the conditions that afflict the population, including obesity.
Laboratory analysis of these products? has disclosed that there is considerable vari-
ation in the composition of herbal supplements from one manufacturer to another
and often from lot to lot from the same manufacturer. Most of these herbal products
have not been tested rigorously, with the accepted norm of standardized, controlled,
prospective, randomized trials that we use to test medical drugs and devices. In ad-
dition to lack of efficacy for the claimed use, some of these products produce impor-
tant side effects either directly or by interactions between the herbal remedies and
prescription drugs and over-the-counter (OTC) drugs. Due to limitations in the re-
porting system, it is estimated that less than one percent (1%) of the adverse effects
caused by dietary supplements are reported to the FDA.3 The current regulatory
framework requires that, if a safety concern arises, the burden of proof for safety
lies not with the manufacturer but with the FDA to prove that the product is un-
safe. In particular, dietary supplements containing ephedra and caffeine illustrate
the health risks posed to consumers from the current system and will be the focus
of this report.

II. NORMAL HEART FUNCTION

The heart and blood vessels provide oxygen and nourishment to every cell of the
body and remove waste material by circulating blood throughout the body. The
heart contracts, pumping about 5 quarts (4.7 liters) of blood every minute, or 1800
gallons (6768 liters) of blood every day. Oxygenated blood is pumped from the left
ventricle to the body to provide oxygen and nutrients, while returning (de-
oxygenated) blood is pumped through the lungs from the right ventricle to remove
carbon dioxide and become re-oxygenated. This continuous cycle of synchronized
contractions is driven by the heart’s electrical system.

A healthy heart beats steadily and rhythmically at a rate of about 60 to 100 beats
per minute when at rest (normal sinus rhythm). During strenuous exercise, the
heart can increase the amount of blood it pumps fourfold. The normal heart beats
approximately 38 million times per year, or about 3 billion times in a normal life-
span. The sinus node, a small group of specialized cells in the top right portion of
the heart’s upper chamber (atrium), serves as the pacemaker, initiating and orches-
trating each heartbeat. Other tissues in the heart wait for the arrival of each sinus-
generated beat, almost like electricity traveling over a wire, and fire in an orderly
sequence, from the atria to the ventricles, to produce each heartbeat.

Multiple factors can influence the rate of discharge of the sinus node and can
cause other tissues in the heart to fire prematurely and usurp control of the heart-
beat. Among these factors, the autonomic nervous system is most prominent.4 Pre-
dominantly two groups of nerves make up the autonomic nervous system: vagus
nerves and sympathetic nerves. The vagus nerves exert an inhibitory effect on heart
function by release of a substance called acetylcholine, slowing the heart rate, slow-
ing conduction from the atria to bottom chambers (ventricles), lessening the
strength of heart muscle contraction and dilating blood vessels. They oppose the ac-
tion of sympathetic nerves. Sympathetic nerves are stimulatory by release of sub-
stances known collectively as catecholamines (adrenaline or epinephrine, and
noradrenaline or norepinephrine), causing an increase in the heart rate, a quick-
ening of conduction between the atria and ventricles, an increase in the strength
of heart muscle contraction, and, for the most part, a constriction of the blood ves-
sels. These actions result in an increase in blood pressure and also can provoke
spontaneous discharge of the heartbeat from areas other than the sinus node. When
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heart tissue other than the sinus node initiates a heartbeat, this results in arrhyth-
mias, or disorders of the heartbeat. The extent of the heartbeat disorder can range
from a single premature beat, often felt as a “thump” in the chest or palpitation,
to a lethal heart rhythm called ventricular fibrillation. The latter arrhythmia is the
major cause of sudden cardiac death. It is a disorganized, rapid (400-600 times per
minute) heart rhythm originating in the bottom chambers (ventricles) and pre-
ventirég5 é)lood flow to the brain, which causes death in 3-5 minutes unless re-
versed.?

III. ACTION OF EPHEDRA AND CAFFEINE ON THE HEART AND BLOOD VESSELS

A. Ephedra/ephedrine

The ephedra products under discussion are marketed as dietary supplements for
weight loss and to boost energy. These preparations stimulate both the heart and
blood vessels, and the brain. They are chemically related to methamphetamine.?
Most of these ephedra substances contain extracts of the ma huang plant, which is
referred to as ephedra. Ephedra contains primarily ephedrine, which is a
sympathomimetic amine. That means its actions mimic those actions produced by
stimulation of the sympathetic nerves, noted above. Ephedra does this by both a di-
rect effect on stimulating alpha and beta 1 and beta 2-adrenergic receptors, as the
body’s own catecholamines do, and indirectly by stimulating the release of the body’s
store of catecholamines and another compound called dopamine (20-30% increase).
Ephedra can be chemically synthesized as ephedrine, rather than extracted from a
plant, and has the same actions.

B. Caffeine

Most of these ephedra products also contain caffeine, typically extracts from
guarana seed. Caffeine causes an anti-vagal effect by antagonizing the actions of
adenosine, and can therefore promote vasoconstriction (blood pressure elevation)
and increase the release of epinephrine, norepinephrine and dopamine.

Importantly, an exercising individual normally activates the autonomic nervous
system to decrease vagal, and increase sympathetic, activity. These changes
summate with the actions of ephedra and caffeine.

C. Physiologic effects
The result of the actions of ephedra and caffeine noted above is to:

1) Elevate the blood pressure
2) Elevate the heart rate
3) Put more stress on the heart (needs more oxygen)
4)Reduce the potassium level in the blood
These responses to ephedra/caffeine compounds can cause abnormal heart rhythms
ranging from single premature beats to ventricular fibrillation and sudden death

IV. WHAT EVIDENCE EXISTS TO SHOW THAT EPHEDRA COMPOUNDS CAN CAUSE
CARDIOVASCULAR HARM?

Many animal and clinical studies have established the physiologic actions on the
heart and blood vessels of the vagus and sympathetic nerves, catecholamines, and
sympathomimetic amines like ephedra and ephedrine, as well as the actions of caf-
feine. No controversy exists about the physiologic actions of these drugs. The major
issue under discussion is whether these ephedra/caffeine combinations have patho-
physiologic actions, that is, can they cause bodily harm. Information to support the
latter comes mostly from adverse event reports (AERs) and case reports, which are
not as “robust” as clinical studies. Still, more than 1200 serious reactions related
to ephedra have been reported to the FDA, and it is suspected that the actual num-
ber of events is undoubtedly far greater due to the under-reporting noted earlier.”
These include strokes, arrhythmias, myocardial infarction, psychosis, and death.8:2
Apparently, 13,000 complaints have been registered with the manufacturer of
Metabolife 356, including several hundred patients who required hospitalization and
80 incidents of serious injury or death.l® Canadian authorities have requested the
voluntary recall of health products containing ephedra, noting its enhanced toxicity
when combined with caffeine.1!

The reason for relying on AER and case report data is due to the relative infre-
quency of the adverse events. If a drug causes an adverse effect in only 1 of 1000
treated patients, then many patients have to be treated before a statistically signifi-
cant result is noted. Such studies can be impossibly expensive to perform. And while
information from AERs is less acceptable as proof of an effect, criteria can be ap-
plied to help establish validity. These include the following six criteria:

1) Temporal relation between taking the drug and the adverse response
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2) Appropriate dose taken to have an effect

3) No other cause recognized to have produced the effect

4) Biologic plausibility, that is, the known action of the drug is consistent with the
adverse response

5) De-and re-challenge, that is, stopping the drug eliminates further adverse re-
sponses, or re-starting the drug produces the same adverse response

6) Similar supportive data in published medical literature

Most of the reports on ephedra/caffeine compounds meet all six of these criteria.
Some examples follow.

The report by Haller and Benowitz applied reasoning similar to the above 6 cri-
teria in evaluating 140 AER reports submitted to the FDA between June 1997 and
March 1998 and considered that 31% were definitely related to supplements con-
taining ephedra and 31% possibly related. Ten events resulted in death and 13 pro-
duced a disability, representing 26% of the definite/probable and possible cases. Pal-
pitations or tachycardia (rapid heart beat) occurred in 13.

Samenuk et al? analyzed 37 patients from 926 cases of possible ma huang toxicity
reported to the FDA between 1995 and 1997 and found that the compound was tem-
porally related to stroke, heart attack, and sudden death at the normally taken
doses in 36 of 37 people.

Gardner et al 12 treated 10 healthy men with 2 Metabolife 356 caplets (12 ephedra
and 40mg caffeine in each) 3 times daily for 2 weeks and found that at day 3, all
subjects reported adverse effects, most commonly dry mouth, shakiness and insom-
nia. Two men reported chest pain, two had large numbers of premature atrial beats
and one had a 3 beat run of ventricular tachycardia.

AERs were noted in an 8 week controlled prospective weight loss study of 72 mg/
day ephedrine and 240 mg/day caffeine.13 Boozer et al noted systolic pressure (4mm
Hg) and heart rate (7 bpm) were higher in the ephedra group. One of thirty-five
subjects left the study early due to elevated blood pressure and four due to palpita-
tions with (1) or without (3) chest pain. Four additional subjects left the study after
week 2 due to increased blood pressure, palpitations or extreme irritability. None
left the study in the placebo group because of side effects. In a later 6-month study,
Boozer 14 found treated patients had increases in heart rate (4 bpm), blood pressure
(3-5 mm Hg), dry mouth, insomnia, and heartburn.

An important recent review of the relative safety of ephedra products analyzed
the number of adverse reactions adjudicated by poison control centers in the US in
2001 to be attributable to several commonly used herbal products. They found that
products containing ephedra alone or combined with other herbs or substances ac-
counted for 64% of all adverse reactions, yet these products represented only 0.82%
of herbal sales. The relative risks for adverse reactions among ephedra users were
100-fold greater than the risk among users of other herbal products.15

A comprehensive literature review of 59 articles that corresponded to 52 con-
trolled clinical trials of ephedrine or herbal ephedra for weight loss or athletic per-
formance found that short term use was associated with approximately 2 pounds
weight loss per month compared with placebo. There was a modest effect on very
short-term athletic performance. However, there was a two to three times increase
in the risk of nausea, vomiting, psychiatric symptoms, autonomic hyperactivity, and
palpitations. The number of individuals studied were insufficient to evaluate events
with a risk of less than 1.0 per thousand.16

V. SUPPORTING INFORMATION

Supporting information about the potential harm of catecholamines and
sympathomimetic agents can be found in multiple sources. For example, plasma
norepinephrine concentration is independently related to the subsequent risk of
mortality.17 Patients who have sustained ventricular arrhythmias have a selective
increase in cardiac sympathetic activity.18:19 In addition, use of sympathomimetic
drugs leads to increased risk of hospitalization for arrhythmias in patients with con-
gestive heart failure.20 Plasma norepinephrine predicts survival and cardiovascular
events in patients with end-stage renal disease.2! Large stores of noradrenaline in
the heart have been related to sudden death.22

VI. WHAT CAN ACCOUNT FOR THE APPARENT UNPREDICTABLE SPORADIC EVENTS?
The following can explain the above individual reactions to recommended doses

of ephedra/caffeine compounds:

1) Variable absorption occurs, so that the amount of drug in the body can vary from
one person to the next.
2) Variability in active drug content of botanical, as shown by Gurley et al.2
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3) Presence or absence of underlying disease or drugs. It is possible that patients
with pre-existing conditions such as coronary disease or high blood pressure, or
who are taking other drugs that may interact with the ephedra/caffeine com-
pounds, are at increased risk for an adverse response.

4) Variability in electrolytes, particularly potassium that can predispose to the de-
velopment of arrhythmias.

5) Herbal products may contain undeclared pharmaceuticals or heavy metals.

6) Genetic influences. There exist some patients with genetic changes in the auto-
nomic nervous system that make them susceptible to large outpouring of
catecholamines which could put them at risk of developing an arrhythmia, heart
attack or stroke.23:2¢ Also, some patients have inherited electrical abnormalities
that do not become manifest until triggered by an external source like a drug.25
This drug could have totally benign actions in all other individuals without the
inherited abnormality.

VII. EPHEDRA/CAFFEINE AND EXERCISE

Many ephedra products are marketed for sports nutrition or for weight loss. The
directions for use suggest that they should be taken before exercise. During exercise,
the oxygen requirements of the heart increase dramatically. If the oxygen supply
falls behind the demands of the heart, such a response can trigger abnormal heart
rhythms. Oxygen consumption of the heart is directly related to wall stress and
heart rate, both of which increase during exercise. The effects of the ephedra/caf-
feine drugs exacerbate these responses. Serious arrhythmias can develop because of
this constellation of events. As physicians, we know that humans are biologic orga-
nisms that are imperfect. Humans do not run with absolute precision like a Swiss
watch. Slight variations in blood pressure, heart rate, and conduction of the heart’s
impulse can make a difference between having an arrhythmia that produces sudden
death and not having one. These responses are often unpredictable. Numerous sport
organizations, including the NCAA, NFL, and International Olympic Committee,
prohibit the use of ephedra-containing products.15

VIII. RECOMMENDATIONS:

Because of our inability to predict who might have an adverse response to these
drugs, because of their minimal (if any) therapeutic effect and because of the poten-
tial for major adverse responses, I would recommend the following:

1) Recognize that ephedra and ephedrine are drugs, not dietary supplements

2) Recognize that they are capable of provoking harm, including ventricular fibrilla-
tion and sudden death

3) Eliminate over-the-counter use based on minor proven benefit and potential for
major harm

4) Regulate their use by applying FDA criteria to distribution of ephedra/caffeine
compounds as is done for all other drugs
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Mr. GREENWOOD. Thank you, Dr. Zipes and your very excellent
presentation. I appreciate that.

Dr. Culmo?

TESTIMONY OF CYNTHIA CULMO

Ms. CuLmo. Good morning.

Thank you, Mr. Chairman, Honorable Representative Greenwood
and the committee members and Congresswoman Davis for this op-
portunity to participate in this important and critical discussion.

I appreciate the honor, but I would be remiss not to mention or
point out that I do not have a doctorate degree so Ms. is the appro-
priate salutation.

I have served as the previous Director for Drugs and Medical De-
vices for the Texas Department of Health and the chairperson for
the Drugs, Devices and Cosmetics Committee for the Association of
Food and Drug Officials. And I still serve as a member of the
United States Pharmacopeia Expert Panel for Dietary Supplement
Information.

My comments are based upon my knowledge and experience in
these positions for the last 12 years, and as an expert witness in
civil lawsuits with dietary supplement companies.

I have no financial interest with this issue.

A primary premise of DSHEA is that dietary supplements are as-
sumed to be safe for consumption and beneficial to health. I do not
believe that these products do or can meet that safety assumption.
I'll summarize my most concerning points.

There have been more serious adverse event reports for dietary
supplements containing ephedra alkaloids than for any other type
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of dietary supplement, or the OTC, over-the-counter phenyl-
propanolamine drug products which were withdrawn from the U.S.
markets last year due to the increased risk of hemorrhagic stroke
in young women. The serious adverse events have already been dis-
cussed by everyone here. They are known, documented and ex-
pected consequences of the use of ephedrine.

Pharmacologically in the body there is no difference between nat-
ural and synthetic ephedrine. They act the same in the body. By
regulation drug products containing ephedrine cannot be combined
with any other stimulate based upon the potential for abuse and
safety concerns. Not so for dietary supplements.

Currently marketed dietary supplements for enhanced athletic
performance, increased energy and weight loss don’t just contain
ephedrine. Almost all of the multi-ingredient products contain
ephedrine with other stimulants, diuretics, laxatives and other ac-
tive ingredients. These multi-ingredients can interact with each
other and other products, drugs and/or foods and they have well
known counter-indications as well as documented and well known
drug disease interactions. Studies identifying these complex inter-
actions which have definite effect on the safety of these products
are available.

The United States has developed a rigorous and widely emulated
system for evaluation and approval of new drugs. The United
States, however, did not emulate countries such as Japan and Ger-
many which accommodated national traditions by developing spe-
cial regulations for traditional medicines and dietary supplements
in general.

In Europe the European Union is developing specific regulations
on botanical products under the drug system. The EU directives
regulate the manufacturing, the distribution, the marketing and
approval of herbal products in addition to requirements for post-
market surveillance.

Although the industry routinely claims that their products are
not drugs, they are posed to the consumer as drug products by
their claims, the manner in which they are advertised, the way the
information is shared by health professionals, which some are sold
by these health professionals and doctors, and they are advertised
the infamous PDR, the Physicians Desk Reference; all of which can
mislead the consumer.

Many of the studies the industry uses to support safety came
from foreign data for prescription drugs using pharmaceutical
ephedrine and caffeine. These products are not the same. None of
these studies can be used to support the safety of dietary supple-
ments. Recently the Danish government withdrew the prescription
drug Letigen. This is the product that the Astrup studies utilized
and that the industry routinely references and bases the safety and
efficacy of these products on.

Also note, it is a product that has only two active ingredients in
it. Nothing like the multi-ingredient products in the United States.
Letigen is an ephedrine caffeine weight loss product removed from
the market due to the same types of adverse events reports FDA
has received on ephedrine containing dietary supplements.

There are numerous methodology problems with a relatively few
studies in the United States, including being too small, not using
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marketed products, the infamous Boozer 6 month study did not use
Metabolife 356. So the results of these studies cannot be applied to
the general population for efficacy, much less safety. Companies al-
ways say in report, especially to the media and you will probably
hear it in this hearing today, that billions of doses of ephedra have
been used safely. Everyone needs to remember that these are doses
sold, maybe, not consumed. This is another example of false and
misleading information.

DSHEA shifted the requirement of proving a product is unsafe
to the government. Many States have had to pick up this tremen-
dous burden because of the apparent inability of the Federal Gov-
ernment to effectively address safety issues associated with these
products. Under DSHEA safety is addressed after harm has al-
ready occurred. The standards and the criteria of safety have never
been defined by FDA or the court.

A major question yet to be answered is what is questionable or
unreasonable risk that causes a product to be adulterated? The
most egregious safety problems with a dietary supplement for en-
hanced performed, increased energy and weight loss right now, ob-
viously, are products containing ephedrine. The situation is not a
scientific issue any longer. It is a political issue run by a political
agenda. There are ongoing conflicts between good public health and
the industry’s economic needs with politics frequently serving as
the referee.

Consumers are being misled and they are not getting the full
story about the risk associated with these products. They cannot
make an informed decision about appropriate use. Labeling and
warnings cannot solve the safety issues. The warnings and the la-
bels will not help when you do not know that you have a condition
that places you at increased risk.

A firm which has recently been sued is using the defense that
the victim was overweight and out of shape. Where do any of these
products say that being overweight, exercising which is usually rec-
ommended and taking these products are dangerous?

In the past the States have indicated and continue to experience
numerous problems associated with dietary supplements with
ephedrine and have recommended a number of solutions:

Except for traditional nutrients such as vitamins and minerals
prohibit or limit botanicals and other natural products to a single
ingredient. This is what Health Canada has done with ephedra. If
you are going to be taking combination products as a dietary sup-
plement, then they should be required to have pre-market review
for safety.

Require the manufacturers and the distributors to register with
FDA and list their products and ingredients. This is going to be one
of the requirements due to bioterrorism now. But this will enable
FDA to develop appropriate product data bases to evaluate prod-
ucts, adverse event reports and their interactions.

Institute mandatory adverse event reports. Analogous to what is
required for drugs, biologics and medical devices. These are active
ingredients and they should be treated as such, otherwise why are
not these studies being done by the companies in an effort to some-
what substantiate their efficacy claims?
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Implement an integrated adverse event reporting system within
the FDA. Adverse event report, evaluation and risk management is
best directed by regulatory agencies.

Define the criteria for DSHEA, the standard of significant or un-
reasonable risk. What is the standard to prove that a product is
safe? From a science perspective if what is currently known about
ephedra supplements and cannot meet the standard, what in the
world will?

Create a specific center within FDA for traditional medicines and
dietary supplements for regulatory oversight, and appropriate
funding and improve authority to the FDA is necessary for all of
the above.

In conclusion, I appreciate this opportunity to provide you with
my comments. It’s tragic that once again deaths have had to occur
to bring this topic one more time to the forefront for discussion.
Hopefully, this time actions will be taken and other unsuspecting
victims will be spared.

I have no doubt that products currently marketed dietary supple-
ments for increased energy, improved athletic performance and
weight loss purposes are either not safe or of unknown safety and
the public health is not being adequately protected. I believe that
a total ban of these products is the only ethically acceptable public
health solution. Warnings and dosage and ingredient limitations
are not going to address this public health risk.

This is simple. How many more bodies does it take? I would
agree with Dr. Woosley, no more studies, no more labeling require-
ments. The FDA is neglecting its duties and responsibilities to pro-
tect the public health. Public health decisions should not be al-
lowed to be ruled by politics or by referring scientific decisions to
the court. It is time to place the politics and the money aside at
the Federal level and act as the responsible public health agency
that the general public considers the FDA to be and to which it is
charged.

You the politicians must, too, be responsible and support this
charge for the public, your constituents.

Thank you very much.

Mr. GREENWOOD. Thank you, Ms. Culmo. We appreciate your tes-
timony very much.

Dr. Crosse?

TESTIMONY OF MARCIA CROSSE

Ms. CRrROSSE. Yes, Mr. Chairman, members of the subcommittee
and Representative Davis, I am pleased to have the opportunity to
testify as the subcommittee considers dietary supplements that
contain ephedra.

Reports of adverse health events associated with such supple-
ments, including reports of heart attacks, strokes, seizure and
death have been received by FDA and others including Metabolife
International, the manufacturer of a dietary supplement containing
ephedra, Metabolife 356. Because of concerns surrounding the mar-
keting and use of supplements containing ephedra you asked us to
examine FDA’s analysis of adverse events reports it has received
about such supplements, how the adverse events reported to
Metabolife International illustrate the health risks of dietary sup-
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plements containing ephedra, and FDA’s actions in the oversight of
such supplements.

Because dietary supplements are generally marketed without
prior FDA review of their safety, FDA relies on voluntary reports
of adverse events from consumers, health professionals, manufac-
turers and others in its efforts to oversee the safety of marketed
dietary supplements. Based on over 2000 adverse event reports it
has received on supplements containing ephedra, FDA has deter-
mined that such supplements pose a significant public health haz-
ard. The number of adverse event reports FDA has received for die-
tary supplements containing ephedra is 15 times greater than the
number it has received for the next most commonly reported herbal
dietary supplement.

While it is difficult to establish with certainty that a particular
adverse event has been caused by the use of ephedra, based on the
pattern of adverse event reports it has received and the scientific
literature it has reviewed, FDA has concluded that ephedra poses
a risk of cardiovascular and nervous system effects among con-
sumers who are young to middle-aged.

In our review of health related call records from Metabolife Inter-
national, we identified adverse events that were consistent with
the types of adverse events reported to FDA and with the docu-
mented physiological effects of ephedra. We identified over 14,000
call records that contained reports of at least one adverse event
among consumers of Metabolife 356. Among these were 92 serious
events—heart attacks, strokes, seizures and deaths—and over
1,000 events of the types that FDA has identified as serious or po-
tentially serious including chest pain and significant elevations in
blood pressure.

Many of the serious events were among relatively young con-
sumers. More than one-third concerned consumers who were under
age 30.

In addition, we found that most of the serious adverse events oc-
curred among consumers who followed the usage guidelines on the
Metabolife 356 label. The consumers did not take more of the prod-
uct or take it for a longer period than the company recommended.

FDA has taken some actions specifically focused on dietary sup-
plements containing ephedra, as we have heard about. The agency
has issued warnings to manufacturers that focus on improper label-
ing and issued warnings to consumers, particularly about dietary
supplements that contain both ephedra and stimulants such as caf-
feine.

In 1997 FDA issued a proposed rule that, among other things,
would require a health warning on the label and prohibit a supple-
ment from containing both ephedra and a stimulant. This rule has
not been finalized and many dietary supplements that contain both
ephedra and stimulant ingredients including Metabolife 356 con-
tinue to be marketed. In the meantime, FDA has banned over-the-
counter drugs that contain such combinations.

In summary, Mr. Chairman, significant concerns have been iden-
tified regarding dietary supplements that contain ephedra. Because
the regulatory framework for dietary supplements is primarily a
post-marketing program and FDA does not review the safety of die-
tary supplements before they are marketed, adverse event reports
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are important sources of information about the health risks of die-
tary supplements containing ephedra. The adverse event reports
FDA received for dietary supplements containing ephedra and the
consistency of those reports with the scientific literature led the
agency to conclude 3 years ago that these supplements pose a sig-
nificant public health hazard. It is, therefore, important that FDA
move dforward quickly in determining what further actions are war-
ranted.

Mr. Chairman, this completed my prepared statement. I would
be happy to answer any questions you or other members may have.

[The prepared statement of Marcia Crosse follows:]

PREPARED STATEMENT OF MARCIA CROSSE, ACTING DIRECTOR, HEALTH CARE-PUBLIC
HEALTH AND SCIENCE ISSUES, U.S. GENERAL ACCOUNTING OFFICE

Mr. Chairman and Members of the Subcommittee: I am pleased to be here today
as the Subcommittee considers concerns about the safety of dietary supplements
containing ephedra. More than half of U.S. adults are overweight or obese, and more
than one-third are trying to lose weight. Many Americans have turned to dietary
supplements to help them lose weight. The most widely used weight loss supple-
ment ingredient is ephedra, which 1is also referred to as ma huang.! The dietary
supplement industry has estimated that as many as 3 billion servings of dietary
supplements containing ephedra are consumed each year in the United States. Med-
ical experts have expressed concerns about the safety of dietary supplements con-
taining ephedra. Reports of adverse health events associated with such supple-
ments, including reports of heart attack, stroke, seizure, and death, have been re-
ceived by the Food and Drug Administration (FDA) and others, including Metabolife
International, the manufacturer of a dietary supplement containing ephedra,
Metabolife 356.

The Dietary Supplement Health and Education Act of 1994 (DSHEA) created a
framework for FDA’s regulation of dietary supplements as part of its oversight of
food safety.2 Since dietary supplements are generally marketed without prior FDA
review of their safety, FDA relies on voluntary reports of adverse events from con-
sumers, health professionals, manufacturers, and others in its effort to oversee the
safety of marketed dietary supplements.

Because of concerns surrounding the safety of dietary supplements containing
ephedra, you asked us to discuss some of the findings from our prior work on
ephedra. My remarks today will focus on (1) FDA’s analysis of adverse event reports
it has received about dietary supplements containing ephedra, (2) how the adverse
events reported in the call records received by Metabolife International illustrate
the health risks of dietary supplements containing ephedra, and (3) FDA’s actions
in the oversight of dietary supplements containing ephedra.

This testimony is based primarily on our earlier reports on dietary supplements,
including our March 2003 review of health-related call records received by
Metabolife International.® For this testimony, we also conducted additional analyses
of the data in the Metabolife International call records, obtained updated informa-
tion from FDA about its oversight efforts and adverse event reports that it has re-
ceived concerning ephedra, and reviewed FDA analyses of the safety of dietary sup-
plements containing ephedra. We conducted our work from June 2003 through July
2003 in accordance with generally accepted government auditing standards.

In summary, FDA has determined that dietary supplements containing ephedra
pose a significant public health hazard based on the 2,277 adverse events reports
it has received. The number of adverse event reports FDA has received for dietary
supplements containing ephedra is 15 times greater than the number it has received

1The active ingredients in ephedra are ephedrine alkaloids. Ephedrine alkaloids that are not
from an herbal or botanical source (or a derivative thereof), such as synthetic ephedrine alka-
loids, may not be marketed as dietary supplements.

2Pub. L. No. 103-417, 108 Stat. 4325.

3U.S. General Accounting Office, Dietary Supplements: Uncertainties in Analyses Underlying
FDA’s Proposed Rule on Ephedrine Alkaloids, GAO/HEHS/GGD-99-90 (Washington, D.C.: July
2, 1999); Health Products for Seniors: “Anti-Aging” Products Pose Potential for Physical and
Economic Harm, GAO-01-1129 (Washington, D.C.: Sept. 7, 2001); Dietary Supplements for
Weight Loss: Limited Federal Oversight Has Focused More on Marketing Than on Safety, GAO-
985T (Washington, D.C.: July 31, 2002); and Dietary Supplements: Review of Health-Related
Call Records for Users of Metabolife 356, GAO-03-494 (Washington, D.C.: Mar. 31, 2003).
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for the next most commonly reported herbal dietary supplement. While it is difficult
to establish with certainty that a particular adverse event has been caused by the
use of ephedra, based on the pattern of adverse event reports it has received and
the scientific literature it has reviewed, FDA has concluded that ephedra poses a
risk of cardiovascular and nervous system effects among consumers who are young
to middle-aged.

The types of adverse events that we identified in the health-related call records
from Metabolife International were consistent with the types of adverse events re-
ported to FDA and with the documented physiological effects of ephedra. Although
the call records contained limited information for most of the reports, we identified
14,684 call records that contained reports of at least one adverse event among con-
sumers of Metabolife 356. Our count of 92 serious events—heart attacks, strokes,
seizures, and deaths—was similar to that of other reviews of the call records, includ-
ing counts by Metabolife International and its consultants. Many of the serious
events were reported among relatively young consumers—more than one-third con-
cerned consumers who reported an age under 30. In addition, for the call records
containing information on the amount of product consumed or length of product use,
we found that most of the reported serious adverse events occurred among con-
sumers who followed the usage guidelines on the Metabolife 356 label—the con-
sumers reported that they did not take more of the product or take it for a longer
period than the company recommended.

As part of its oversight of dietary supplements, FDA has taken some actions spe-
cifically focused on dietary supplements containing ephedra. FDA has issued warn-
ings to manufacturers that focus on improper product labeling, issued warnings to
consumers, and issued a proposed rule in 1997 that, among other things, would re-
quire a health warning on the label of dietary supplements containing ephedra and
prohibit a dietary supplement from containing both ephedrine alkaloids—the active
ingredient in ephedra—and a stimulant. FDA subsequently banned the sale of cer-
tain classes of over-the-counter drugs containing ephedrine and related alkaloids in
combination with an analgesic or stimulant. As the 1997 proposed rule has not been
finalized, there is no rule prohibiting the marketing of dietary supplements with
similar ingredients, and many dietary supplements with ephedra, such as
Metabolife 356, also include caffeine or other stimulants. To receive comments on
new evidence, FDA recently reopened the comment period for the proposed rule, and
FDA reported to us that the agency is in the process of reviewing comments it has
received and has not reached a decision regarding further action.

BACKGROUND

Ephedra, the most widely used ingredient in dietary supplements for weight loss,
is a powerful stimulant that can affect the nervous and cardiovascular systems. Ad-
verse events among consumers of dietary supplements containing ephedra have
been described in scientific literature and in detailed adverse event reports. Because
of concerns about the risks of ephedra, medical organizations, states, and athletic
associations have sought to reduce the use of dietary supplements containing
ephedra.

FDA Oversight of Dietary Supplements under DSHEA

Under DSHEA, FDA regulates dietary supplements, including vitamins, minerals,
herbs and other botanicals, amino acids, certain other dietary substances, and de-
rivatives of these items. DSHEA requires that dietary supplement labels include a
complete list of ingredients and the amount of each ingredient in the product.4 Die-
tary supplements may not contain synthetic active ingredients that are sold in over-
the-counter drugs and prescription medications and cannot be promoted as a treat-
ment, prevention, or cure for a specific disease or condition.

Under DSHEA, manufacturers are responsible for ensuring the safety of dietary
supplements they sell. Dietary supplements do not need approval from FDA before
they are marketed; thus FDA generally addresses safety concerns only after dietary
supplements are marketed. DSHEA does not require manufacturers to register with
FDA,5 identify the products they manufacture, or provide reports of adverse events

4Products may include “proprietary blends,” which must list all ingredients but do not need
to list the amount of each ingredient.

SHowever, manufacturers and distributors of dietary supplements are required to register
with FDA no later than December 13, 2003, under the Public Health Security and Bioterrorism
Preparedness and Response Act of 2002, Pub. L. No. 107-188, 116 Stat. 594. FDA issued a pro-
posed rule in February 2003 to implement the requirement. See 68 Fed. Reg. 5378 (Feb. 3,
2003).
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to FDA. Mechanisms that FDA uses to oversee dietary supplements and other prod-
ucts it regulates differ (see app. I for more details).

Since manufacturers of dietary supplements are not required to provide reports
of adverse events to FDA, the agency relies on voluntary postmarket reporting of
adverse events to better understand the safety of dietary supplements. Some indi-
vidual adverse event reports are especially valuable to FDA because they include
enough information to help FDA determine if the adverse event was likely caused
by the supplement. These reports include information about the receipt of medical
care, health care professionals’ attribution of adverse events to the consumption of
dietary supplements, the consumer’s appropriate use of the products, the consumer’s
use of other products, underlying health conditions and other alternative expla-
nations for the adverse event, and the consistency of symptoms with the docu-
mented effects of the dietary supplement.

FDA, through the Department of Justice, can take enforcement action in court
against dietary supplements that are adulterated to remove them from the market.5
A dietary supplement is considered adulterated under a number of circumstances,
including when it

» presents a “significant or unreasonable risk of illness or injury” under the condi-
tions of use recommended or suggested in its labeling, or under ordinary condi-
tions of use if there are no suggestions or recommendations in the labeling, or

e bears or contains any “poisonous or deleterious substance” which may render it
}n{)ull"ious to health under the conditions of use recommended or suggested in its
abeling.

Instead of going to court, FDA may choose to take administrative action to pro-
hibit the sale of dietary supplements it considers to be adulterated. FDA can pro-
mulgate a regulation declaring a particular dietary supplement to be adulterated.
FDA has not taken this action with any dietary supplement. FDA can also issue an
advisory letter explaining why it considers the dietary supplement to be adulter-
ated. The advisory letter provides guidance to the industry regarding FDA’s opinion
and notifies the public that FDA may take legal action against firms or individuals
that do not follow the letter’s advice. FDA has done this for two dietary supplement
ingredients, comfrey and aristolochic acid.

In addition, although it has never been done, the Secretary of Health and Human
Services (HHS) may declare that a dietary supplement is adulterated because it
poses an “imminent hazard” to public health or safety. In doing so, the Secretary
must initiate an administrative hearing to affirm or withdraw the declaration.

Health Concerns about Ephedra

Ephedra has been associated with numerous adverse health effects. As we pre-
viously reported,” case reports and scientific literature have suggested that ephed-
rine alkaloids can increase blood pressure in those with normal blood pressure, pre-
dispose certain individuals to rapid heart rate, and cause stroke, among other
things. We also reported descriptions of adverse events associated with ephedrine
alkaloids that affected the central nervous system, such as seizures, mania, and
paranoid psychoses. FDA has received reports of adverse events associated with die-
tary supplements containing ephedra, including heart attack, stroke, seizure, psy-
chosis, and death, that are consistent with the scientific literature. In February
2003, the RAND Corporation released a review of the scientific evidence on the safe-
ty and efficacy of dietary supplements containing ephedra® and concluded that a
sufficient number of cases of these same types of events had occurred in young
adults to warrant further scientific study of the causal relationship between ephedra
and these serious adverse events. RAND also found that use of ephedra or ephed-
rine plus caffeine is associated with a number of other adverse effects, including an
increased risk of nausea, vomiting, heart palpitations, and psychiatric symptoms
such as anxiety and change in mood.

Because of these health concerns, many organizations and jurisdictions have
taken actions aimed at reducing the use of dietary supplements containing ephedra.
The American Medical Association and the American Heart Association have urged
FDA to ban the sale of dietary supplements containing ephedra. In January 2002,

6“Adulterated” is the statutory term used to describe dietary supplements and other FDA-reg-
ulated products that are unsuitable for marketing. It is illegal to market any adulterated prod-

uct.

7GAO/HEHS/GGD-99-90.

8Paul Shekelle, et al., Ephedra and Ephedrine for Weight Loss and Athletic Performance En-
hancement: Clinical Efficacy and Side Effects. Evidence Report/Technology Assessment No. 76
(prepared by Southern California Evidence-based Practice Center, RAND, under Contract No.
290-97-0001, Task Order No. 9). AHRQ Publication No. 03-E022 (Rockville, Md.: Agency for
Healthcare Research and Quality, February 2003).
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Health Canada issued a Health Advisory for Canadians not to use certain products
containing ephedra, especially those that also contain caffeine and other stimulants.
In 2003, Illinois banned the sale of products containing ephedra and other states
have similar bans under consideration. In addition, some states have banned the
sale of such products to minors or required label warnings. Several sports organiza-
tions, including the NCAA, the National Football League, the U.S. Olympic Com-
mittee, and the International Olympic Committee, have banned the use of ephedra
by their athletes.

In 2003, General Nutrition Centers, the nation’s largest specialty retailer of nutri-
tional supplements, discontinued the sale of products containing ephedra, as have
three other major retail outlets. Some manufacturers have stopped producing die-
tary supplements containing ephedra. Other manufacturers continue to offer dietary
supplements containing ephedra while also offering similar products that are
ephedra-free.®

ADVERSE EVENT REPORTS HAVE LED FDA TO CONCLUDE THAT DIETARY SUPPLEMENTS
CONTAINING EPHEDRA POSE A SIGNIFICANT PUBLIC HEALTH HAZARD

Using the adverse event reports it has received and evidence from the scientific
literature, FDA has concluded that dietary supplements containing ephedra pose a
“significant public health hazard.” FDA and others have received thousands of re-
ports of adverse events among users of dietary supplements containing ephedra,
more than for any other dietary supplement ingredient. Metabolife International
also received thousands of reports of adverse events.

More Adverse Events Have Been Reported for Products Containing Ephedra Than for
Any Other Dietary Supplement

FDA has received more reports of adverse events for dietary supplements con-
taining ephedra than for any other dietary supplement ingredient. In addition, poi-
son control centers and one manufacturer, Metabolife International, have received
thousands of reports of adverse events associated with dietary supplements con-
taining ephedra. From February 22, 1993, through July 14, 2003, FDA received
2,277 reports of adverse events associated with dietary supplements containing
ephedra, which was 15 times more reports than it received for the next most com-
monly reported herbal dietary supplement, St. John’s wort.10

Other organizations also have received a large number of adverse event reports
for dietary supplements containing ephedra. The American Association of Poison
Control Centers received 1,428 reports of adverse events associated with dietary
supplements containing ephedra, either alone or in combination with other botanical
dietary supplement ingredients, in 2002,11 nearly two-thirds as many as FDA re-
ceived over a 10-year period. The centers noted that there were more reports of ad-
verse events for ephedra-containing dietary supplements than for others. Further,
as we reported in March 2003, Metabolife International had 14,684 health-related
call records that contained reports of adverse events associated with its product,
Metabolife 356, from May 1997 through July 2002.12 Neither the American Associa-
tion of Poison Control Centers nor Metabolife International is required to report
these adverse events to FDA.

FDA Has Determined That the Adverse Event Reports and Scientific Literature Indi-
cate That Dietary Supplements Containing Ephedra Pose a Significant Public
Health Hazard

From the adverse event reports it has received and the scientific literature it has
reviewed, FDA concluded in March 2000 that dietary supplements containing
ephedra pose a significant public health hazard that primarily involves consumers
who are young to middle-aged and can result in adverse cardiovascular and nervous

9Some ephedra-free products include other herbal stimulants, such as Citrus aurantium. Cit-
rus aurantium contains synephrine, which is chemically similar to the ephedrine and
pseudoephedrine found in many over-the-counter and allergy medicines and in dietary supple-
ments containing ephedra.

10Tn total, FDA received 5,574 adverse reports for dietary supplements during that period.
The total number of reports of adverse events for ephedra products includes 135 reports from
the Metabolife International call records that FDA designated as serious adverse events.

11William A. Watson, et al., “2002 Annual Report of the American Association of Poison Con-
trol Centers Toxic Exposure Surveillance System,” American Journal of Emergency Medicine (in
press). See also Stephen Bent, et al., “The Relative Safety of Ephedra Compared with Other
Herbal Products,” Annals of Internal Medicine, vol. 138 (2003), 468-471.

12GAO-03-494.
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system effects.13 It further concluded that many of the adverse events were serious,
resulting in morbidity and mortality that would not be expected in a young popu-
lation and that could further compromise the health of more vulnerable older adults
or those with underlying conditions.

A study commissioned by FDA estimated that the agency receives reports for less
than 1 percent of adverse events associated with dietary supplements.14 Although
causality cannot be determined based on the individual adverse event reports FDA
receives, the agency uses these reports to identify possible risks to consumers from
dietary supplements. As we have previously reported, there are well-known weak-
nesses in the current system of voluntary reporting of adverse events, such as dif-
ferent interpretations in determining an adverse event, underreporting, difficulties
estimating population exposure, and poor report quality.1®> Despite these limitations,
FDA maintains that even isolated reports can be definitive in associating products
with an adverse effect if the report contains sufficient evidence, such as supporting
medical documents, a temporal relationship between the product and effect, and evi-
dence of dechallenge and rechallenge.16

METABOLIFE INTERNATIONAL CALL RECORDS CONTAIN REPORTS OF ADVERSE EVENTS
THAT ARE CONSISTENT WITH THE TYPES OF ADVERSE EVENTS REPORTED TO FDA

The types of adverse events that we identified in the Metabolife International call
records are consistent with the types of adverse events reported to FDA and with
the documented physiological effects of ephedra. As we recently reported, most of
the Metabolife International call records contained limited information about the
event and the consumer. Nonetheless, the call records contribute to existing knowl-
edge about adverse events that have been associated with ephedra use. In our re-
view, we identified 14,684 call records that contained reports of at least one adverse
event among consumers of Metabolife 356. Within these call records, we found 92
reports of serious adverse events—heart attacks, strokes, seizures, and deaths—a
count that was similar to that of other reviews of the call records. In addition, the
call records contain reports of serious adverse events in consumers who were young
and among those who used the product within the recommended guidelines. These
findings are consistent with reports FDA has received regarding dietary supple-
ments containing ephedra.

Consumer Information in the Metabolife International Call Records Was Limited

In our review of health-related call records for users of Metabolife 356,17 we found
that the information in the call records was limited. Call records were sometimes
difficult to read and interpret, and consumer information was not consistently re-
corded. In some cases, the evidence for a report of an adverse event was limited to
a single word on a call record. In other cases, information was entered into a form
developed by Metabolife International with multiple boxes for consumer- and event-
related information. Most call records did not document complete information about
the consumer’s age, sex, weight, and height. Because the company did not system-
atically follow up on calls reporting adverse events, and the adverse events were not
reporged to FDA, it is not possible to gather more complete information or medical
records.

METABOLIFE INTERNATIONAL CALL RECORDS CONTAINED REPORTS OF THOUSANDS OF
ADVERSE EVENTS, SOME OF WHICH WERE SERIOUS, AMONG CONSUMERS OF
METABOLIFE 356

As we reported in March 2003, we identified 14,684 call records that contained
at least one report of an adverse event among consumers of Metabolife 356.18 The
types of reported adverse events were consistent with the cardiovascular and central
nervous system effects that have been associated with ephedra products in the lit-
erature, adverse event reports received by FDA, other case reports, and RAND’s re-
view. Within the call records, we identified 92 reports of heart attack, stroke, sei-

13Food and Drug Administration, Assessment of Public Health Risks Associated with the Use
of Ephedrine Alkaloid-containing Dietary Supplements (Mar. 31, 2000) (Docket No. 00N-1200).

147U.S. Department of Health and Human Services, Office of Inspector General, Adverse Event
Reporting for Dietary Supplements: An Inadequate Safety Valve, OEI-01-00-00180 (Washington,
D.C.: Apr. 2001).

15 GAO/HEH/GGD-99-90.

16Dechallenge is evident when signs and symptoms resolve or improve when a consumer stops
using a product, and rechallenge is evident when symptoms recur when the consumer resumes
using the product.

17GAO-03-494.

18 A single call record may have had more than one complaint.
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zure, and death (see table 1).19 Our count of reports of these serious adverse events
was similar to that of other reviews of the Metabolife International call records, in-
cluding counts by Metabolife International and its consultants.20

Table 1: Number of Reports of Heart Attack, Stroke, Seizure, or Death in Metabolife International

Call Records
Type of adverse event Number!
Heart attack 18
Stroke 26
Seizure 43
Death 5

Source: Metabolife International.

Note: GAO analysis of 14,684 health-related call records provided by Metabolife International.

1The counts do not represent unique consumers because a single call record may have more than one complaint and because some con-
sumers called the Metabolife health information phone line more than once.

We also found 1,079 reports of other types of adverse events that FDA identified
as serious or potentially serious.2! These included chest pain, significant elevations
in blood pressure, systemic rash, and urinary infection. In addition to these 1,079
reports, we found records that contained reports of a broad range of other types of
adverse events, including changes in heart rate such as palpitations and increased
?eart rate; blood in stool; blood in urine; bruising; hair loss; and menstrual irregu-
arity.22

Reports of Serious Adverse Events Involved Consumers Who Were Relatively Young

Within the subset of call records that contained information on age, the distribu-
tion of ages suggests that a relatively young population was experiencing the re-
ported serious adverse events. Among the call records that contained a report of a
serious event, 44 percent included information on age.2 For these call records, more
than one-third concerned consumers who reported an age under 30—the average re-
ported age was 38 (ranging from 17 to 65). As noted above, FDA has also received
reports of serious adverse events occurring in a population of young adults. Because
we do not know the age profile of all Metabolife 356 consumers, we cannot deter-
mine if the age distribution among those reporting serious adverse events in the
Metabolife International call records reflects that age profile.

Serious Adverse Events Were Reported among Consumers Who Used Metabolife 356
within Recommended Guidelines

Within the subset of Metabolife International call records that contained informa-
tion on how the product was used by the consumer, most of the reported serious
adverse events occurred among consumers who reported using the product within
the guidelines on the Metabolife 356 label—that is, who reported that they did not
take more of the product or take it for a longer period than recommended.24 Infor-
mation about product use, however, was incomplete—40 and 55 percent of the call
records that reported a serious event contained information about the amount of
Metabolife 356 used and the duration of use, respectively. Among the call records

19We highlighted these serious adverse events because they are identified in FDA’s proposed
label warning for dietary supplements containing ephedra. See 68 Fed. Reg. 10417 (Mar. 5,
2003).

20Metabolife International has not issued a report on its review of the call records, but pro-
vided us with a list of the calls it believed to report heart attack, stroke, seizure, and death.
Metabolife International also commissioned reviews by three consultants (see GAO-03-494).

211n its 1997 proposed rule on dietary supplements containing ephedra, FDA identified as se-
rious or potentially serious some types of adverse events for which the agency had received re-
ports. See 62 Fed. Reg. 30678 (June 4, 1997).

22Within the complete set of call records, we also found 332 reports of visits to either an emer-
gency department or a hospital. According to FDA officials, unlike most adverse events related
to foods, adverse event reports it had received related to ephedra products commonly involved
a visit to a physician or an emergency room. FDA considers a hospitalization or prolongation
of an existing hospitalization to be a serious adverse event. Metabolife International records did
not consistently distinguish between an actual hospitalization and “going to the hospital,” which
may not have resulted in an actual hospitalization.

23For the entire set of the Metabolife International call records, 42 percent contained informa-
tion on the age of the consumer.

24The product label recommends that adults take one to two caplets two to three times per
day or every 4 hours, not to exceed eight caplets per day. The label also recommends that per-
sons should not use the product for more than 12 weeks and that exceeding the recommended
amount may cause serious adverse health effects, including heart attack or stroke.
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that reported a serious adverse event and also contained information about product
use, 97 percent of consumers reported using an amount of product within the rec-
ommended guidelines. Similarly, 71 percent of those consumers reported using the
product for a length of time that was within the recommended guidelines.2> This
pattern is consistent with findings from FDA’s review of adverse events associated
with ephedra products.26

FDA HAS TAKEN SOME ACTIONS TO OVERSEE DIETARY SUPPLEMENTS CONTAINING
EPHEDRA

As part of its oversight of dietary supplements, FDA has taken some actions spe-
cifically focused on dietary supplements containing ephedra. FDA has issued warn-
ings that focus on improper product labeling, issued warnings to consumers, and
issued a proposed rule in 1997 that, among other things, would require a health
warning on the label of dietary supplements containing ephedra and prohibit a die-
tary supplement from containing both ephedra and a stimulant. However, parts of
this rule remain under consideration 6 years after it was first proposed.

As we previously reported, FDA has focused its enforcement actions regarding die-
tary supplements on improper labeling.2?” For example, in February 2003, FDA
issued warning letters to 26 firms that sell dietary supplements containing ephedra.
All of these letters advised marketers that label claims for enhancement of physical
performance were unsubstantiated and the products were therefore misbranded.

FDA and HHS have also directly warned consumers about the safety of dietary
supplements containing ephedra. In February 1995, FDA issued a press release
warning consumers about a specific dietary supplement product that contained both
ephedra and caffeine, because it had determined that the product represented a
threat to public health. Further, in February 2003, the Secretary of HHS issued a
statement to caution people against using dietary supplements containing ephedra
and indicated that FDA continues to have serious concerns about the risks of these
dietary supplements.

FDA has also taken actions in its oversight of dietary supplements in general.
Specifically, FDA has conducted facility inspections2® and proposed good manufac-
turing practice (GMP) regulations 2° that focus on product quality in general, not the
safety of an individual ingredient.

FDA first issued a proposed rule to regulate dietary supplements containing
ephedrlne alkaloids in 1997.20 The proposed rule would

define the amount of ephedrine alkaloids in a serving of dietary supplement at

and above which the product would be deemed adulterated (8 milligrams),

 establish labeling requirements regarding maximum frequency of use and daily
serving limits,

e require that labels on these supplements contain a statement warning that the
product should not be used for more than 7 days,

 prohibit the use of ephedrine alkaloids with ingredients that have a known stimu-
lant effect (e.g., caffeine),

» prohibit labeling claims that promote long-term intake of the supplements to
achieve the purported purpose,

* require a warning statement in conjunction with claims that encourage short-term
excessive intake to enhance the purported effect, and

* require that specific warning statements appear on product labels.

Our 1999 report on the proposed rule was critical of the science FDA used to sup-
port the serving size and duration of use limits in the proposed rule.3! However, we
did not conclude that dietary supplements containing ephedra were safe, and we
commented that the adverse events reported to FDA were serious enough to war-

25For all call records containing information on the amount of product used or duration of
use, 99 and 91 percent of consumers, respectively, reported using the product within the guide-
lines recommended on the label.

26Food and Drug Administration, March 2000.

27 GAO-02-98-ST.

28Since 1999, FDA, its state partners, and state contractors have inspected 6 percent of the
known dietary supplement manufacturing and repacking facilities annually. Inspections focus
on sanitation, buildings and facilities, equipment, production, and process controls.

29Tn March 2003, FDA issued proposed GMP regulations for dietary ingredients and dietary
supplements. See 68 Fed. Reg. 12158 (Mar. 13, 2003). The comment period for the proposed
GMPs was extended until Aug. 11, 2003. See 68 Fed. Reg. 27008 (May 19, 2003). GMP regula-
tions are important in ensuring that the product is not contaminated and contains what the
lalfldreports. They do not, however, address the safety of any individual ingredient, such as
ephedra.

3062 Fed. Reg. 30678 (June 4, 1997).
31GAO/HEHS/GGD-99-90.
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rant FDA’s further investigation of ephedra safety. Primarily, we were concerned
that FDA used only 13 adverse event reports to establish serving limits and had
weak support for proposed limits on duration of use. Partly as a result of our review,
FDA withdrew the sections of the proposed rule on serving size and duration of use
limits.32

In the interim, FDA has taken action to regulate certain drugs that contain
ephedrine, the active ingredient in ephedra. In September 2001, FDA issued a final
rule stating that certain over-the-counter drugs containing ephedrine and related
alkaloids in combination with an analgesic or stimulant could not be marketed as
over-the-counter drugs.3® There currently is no similar rule prohibiting the mar-
keting of dietary supplements containing ephedra in combination with analgesics or
stimulants, such as caffeine. As a result, dietary supplements may contain ingredi-
ents that are prohibited in drugs. In fact, many dietary supplements with ephedra,
such as Metabolife 356, also include caffeine. The proposed rule contains a provision
that would prohibit dietary supplements from containing both ephedra and other
stimulants.

In March 2003, almost 6 years after the initial proposal, FDA reopened the com-
ment period for the remaining provisions of this proposed rule for 30 days.3* FDA
sought comments on three areas:

* New evidence on health risks associated with ephedra.

e Whether the currently available evidence and medical literature demonstrate that
dietary supplements containing ephedra pose a “significant or unreasonable risk
of illness or injury” under the conditions of use recommended or suggested in
their labeling, or under ordinary conditions of use if there are no suggestions
in the labeling.

* A new warning label for ephedra products that warns about reports of serious ad-
verse events after the use of ephedra, including heart attack, seizure, stroke,
and death; cautions that the risk can increase with the dose, with strenuous
exercise, and with other stimulants such as caffeine; specifies certain groups
(such as women who are pregnant or breast feeding and persons under 18) who
should not use these products; and lists other diseases, such as heart disease
and high blood pressure, that should rule out the use of ephedrine alkaloids.

On July 14, 2003, FDA reported to us that the agency is in the process of review-
ing the comments and has not reached a decision regarding further action. While

FDA has not attempted to ban the marketing of dietary supplements containing

ephedra, the agency has sought, in these comments, additional information that

would help it determine whether or not such action would be warranted.

CONCLUDING OBSERVATIONS

Because the regulatory framework for dietary supplements is primarily a post-
marketing program and FDA does not review the safety of dietary supplements be-
fore they are marketed, adverse event reports are important sources of information
about the health risks of dietary supplements containing ephedra. It is often dif-
ficult to demonstrate conclusively that a single reported adverse event was caused
by ephedra, but some individual reports, particularly when they are complemented
by follow-up investigation of the case, can be especially informative. Although the
information in the Metabolife International call records we examined was limited,
the types of adverse events we observed were consistent with the known risks of
ephedra, including serious events such as five reports of death. Based on the pattern
of adverse event reports FDA has received and the consistency of those reports with
the known effects of ephedra from the scientific literature, the agency concluded 3
years ago that dietary supplements containing ephedra pose a “significant public
health hazard.” FDA is currently reviewing information that will help the agency
determine what further actions are warranted.

Mr. Chairman, this completes my prepared statement. I would be happy to re-
spond to any questions you or other Members of the Subcommittee may have at this
time.

3265 Fed. Reg. 17474 (Apr. 3, 2000).
33See 66 Fed. Reg. 49276 (Sept. 27, 2001).
3468 Fed. Reg. 10417 (Mar. 5, 2003).
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Appendix I: Mechanisms for FDA Oversight of Different Types of Products

Voluntary Mandatory

Pre-

Manu- postmarket manufac- Safety-re-
Product class rgmigturcat- facturer ama:g\?gl Specific good manu- adverse turer re- lated label-
gio registra- o?prod- facturing practices event re- porting of ing require-

tion u%ts porting adverse ments

system events

Dietary supplements ... X1 Proposed in 20032 X Some
Conventional foods .. Xt X X3 Some
Food additives ..... Xt X X X X
Monograph drugs# .. X X X X X
New Drug Application drugs> ....... X X X X X X X
Infant formula ! .....cooocooovvvienriis X X Proposed in 19966 X X X

Source: GAO analysis of U.S Department of Health and Human Services, Office of Inspector General, Adverse Event Reporting for Dietary
Supplements: An Inadequate Safety Valve.

TUnder the Public Health Security and Bioterrorism Preparedness and Response Act of 2002, Pub.L. No. 107-188, 116 Stat. 594, manufac-
turers and distributors are required to registered with FDA no later than December 13, 2003.

2FDA proposed good manufacturing practices in March 2003. Comments are due to FDA by August 11, 2003. Regulations regarding the
packaging of dietary supplements containing iron were issued in 1997.

3FDA does not collect or evaluate all adverse event reports on all conventional food. In addition, excluded from this system are the inves-
tigations FDA conducts following food-borne illness outbreaks.

4Monograph drugs are typically over-the-counter drugs that must adhere to specific safety standards set for each ingredient and do not
undergo clinical testing.

5New Drug Applications must be submitted to FDA for all prescription drugs and some over-the-counter drugs prior to marketing. This ap-
plication must include data that demonstrate the safety and efficacy of the product.

6The comment period for the proposed good manufacturing practices regulation was reopened in June 2003, and closes August 26, 2003.

Mr. GREENWOOD. Thank you very much, Dr. Crosse.

The Chair recognizes himself for inquiry, and I'm going to start
out with the question to Dr. Woosley. I think I know the answer
to this, but I would like to present it for the record.

The President of one of the ephedra companies has proposed
funding a long term study of ephedra to settle some of these issues.
What is your response to that?

Mr. WoOOSLEY. Mr. Chairman, you are right, you do know my an-
swer. As I said, we do not need further studies.

In the first place, this is an unethical study that would have to
be done. You would have to expose people without medical super-
vision and without medical screening to ephedra in order to answer
this question. Because that is the way it is being used by the pub-
lic.

That study will never get passed an institutional review board.
We sort of hold ourselves here and we ask, do you think we could
go back to our institutional review board with a study proposal and
get it approved to answer this question does unsupervised use of
ephedra-containing alkaloids have any health benefit or risk? The
answer is no, that study cannot be done. And it does not need to
be done. This study has been done in the public and the deaths are
documented and the testimony has been provided.

Mr. GREENWOOD. Thank you, sir.

Second question that I would like you and/or Dr. Zipes to re-
spond to. Cytodyne Technologies has provided this committee with
a report by Dr. Michael Baden to dispute the cause of Mr. Bechler’s
death. Mr. Baden says that there are no medical articles linking
health stroke and ephedra.

And at this time I would like, without objection, enter into the
record the report of the Broward County, Florida Coroner, dated
July 23, 2003, which was a response to Dr. Baden’s study regard-
ing the role of the ephedra-containing food supplement in the death
of Steven Bechler.

[The information referred to follows:]
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MEDICAL EXAMINER AND TRALIMA SERVICES
5301 SW. 31" Avenue, Fort Lauderdale, Fioride 33312 + $54-327-5500 « FAX 954-327-6580

Taly 23, 2003
Hi bie James C. d
Chairman Subcommittee on QOversight and Investigations
Committes on Energy and Commerce
U.S. House of Representative .
Washington, D.C. 20515-6115
Re: Role of the Ephed ining food ! in the death of Steven Bechler

Dear Chairman Greenwood:

My name is Joshua A. Perper and 1 am the Chief Medical Examiner of Broward County, Florids. In this cepacity 1 conducted the
investigation of the unfortunate death of Mr. Steven Bechler. 1 pecformed an axtopsy and determined the cause of his death as well
as therisk factors leading t0 death and the manner of death. (Please see the attached Investigative Report)

The reason for the writing of this letter is to respond 1o criticsl altegations of Dr. Michael Baden, a forensic pathologist eonsu!tant for
Cytodyne Technology, who disagreed on several gromds with my determination, that ephedra afkaloid p of Xenadrine, a food
additive, taken by the athicte constituted one of several significant risk factors leading to his death.

Before answering Dr, Baden s comments ofwhlch 1 became aware and I bad the opp ity of reviewing only yesterday, July 22, 2003, {
would like to my d ions in Mr. Bechler’s case.

Steven Bechlu', a nationwide known pmfbssmual has:bnll player, colinpsed during 2 training run, and died severs! hours fater in a local
hospital of ah ke. The sutopsy fi d the p of an enlarged heart, iated liver damage, 2 virtually empty gastro-
| tract and ive internal bleeding and confirmed that the cause of death was heatstroke with multi-organ fuilure and internal
hemorrh Further i igati led that the b k mnlted from the convergent action of a number of risk factors including:
obesity, excessive dieting in  the days prior to the coil i and humidity, physical exertion, fack of
acclimatization to the Florida’s warm weather, madequxtc conditioning, a clinicat hlsmry of hrypertension and asymptomatic liver
abnormalities and the intake of Xenadrine RF, a food suppl which is advertised as being effective in drug weight reduction and
energy enhancement,
The reasons for determining that Ephedra containing alkaloids were a significant contributing factor to the fatal heatstroke, included the
following:

1. Mr. Beachler took the Ephedra ini pound daily for scversl months  in total amounts greater than according to the
manufacturer’s iabel.

2. The known physiological actions of ephedrine increase the risk of s heat stroke by:

a ing the hody's {Ephedrine is known to be 8 thermogenic drug and in fact the ephedrine-containing
food ! is ised as being th genic i.e. 2 drug that raises the body temperature by "buming"” more
efﬁc:ently body fat.

b. Decrcasing the sweating capability of the skin

Bmwamcmmiumm Capimissioners
Jozephug Eggeliation, Jr. - Ban Grabey ~ Sua Gunzburger - Knistin ; Jecsbs - Tieta WM it Nance Parrtsh « John B, Rodetrom. Jr. » Jim Scoll « Diana Wesserman-Rubin
www.| .o
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¢. Decrease in the body’s capacity of loting heat, cansed by the ephedrine related constriction of blood vessels
(cap»llans) in the skin. Jt should be mud dm when body tmp«dm: above th fatory set points,
heat dissipation depends p ily on of! finergic fibers that lead to swumng and cutaneous

vasodilatation - andcphadmor bedsine are blocking both

3. The presence in Mr. Bechler ante-mortem blood of significant levels of ephedrine.

Dr. Baden claims that ephedrine played no role in the death of Mr. Bechler and that in geners! ephedrine is not and cannot be linked to the
occurrence of heatstroke.
1n support of his thesis, Dr. Baden

4

a number of or arg which are clearly refuted by the following facts:
1. On page 2 of his teport Dr, Baden indicates that he had no "sccess to EMT-Pire Rescue records of February 16, the North
Ridge Medica! Center Hospital records of February 16, and 17, past medical records, the autopsy microscopic slides and
photographs, and the interviews of the witnesses to Mt. Bechler's collapse and initia] treatment® Mr. Bechler’s actual clinical
medical records, and the photographs of the autopsy are shielded ﬁom dlsclusum by the Florida's statutes, unless the evidence is
released by the family, by judicial order or during civil or crimb the antopsy mi pic slides and the
entirety of the Medical Examiner’s files are by isw Public Reconds and opened to all. In the telephonic conversation with Dr.
Baden 1 informed him of the willingness of my office and of myself to fully disclose and deliver all public records or materials.
As a mater of fict the attomeys for Cytodyne obtained all open records requested.

2. Dr. Baden noted correctly that the patient weight at the time of the autopsy was 320 poumds and that ke was §2" in height, and
therefore concluded that he was morbidly obese. However Dr. Baden omitted two important facts which were:

a. The fact that Mr. Bechler's weight three days befare his demise was 250 ibs, and no individual, no matter how much
would eat can gain 70 Ibs of weight in three days. Furthermore, Mr. Bechler's gastrointestinal wect was empty and he cat
very little if at all during the 2-3 dsys preceding his demise.

b. At the time of the autopsy Mr. Bechler was ively bloated and ed: This bloating was a result of both
infusion of resnscitation fiuids and his kidney failure with lack of urination. Therefore while Mr. Bechier was obese, his
"morbid obesity" at autopsy was most likely, at least in significant part, a2 result of fluids infusions and renal shutdown.
1t is also possible that the weight of Mr. Bechler was rogistered incorrectly.

3. On page 5 of his report Dr. Baden notes that the “ephedrine ievel in
Mir. Bechier's blood continue to rise three hours after he collapsed and while he was in the hospital® which indicates that he was in
the abeorption stage”. Therefore Dr. Baden argued "thar at the time that Mr. Bechier collapsed from heat stroke much of the
cphednne he hnd swatlowed was still in his stomach and, therefore could not bave produce any harmful physiological effects, the
phedrine - and the cphedrine in Mr. Bechler's vomitus - could not have caused or contributed to Mr. Bechler's
death”, Dr. Baden's facts are in part inaccurate and his argument
Tauity for the following reasons: Mr. Bechler's coilapse ocenrred at 11:30 hours, e was brought to the hospital at 12:23 hours.
‘The first blood sample made available o the Medical Examiner for analysis was taken st 13:05 hours, i.e. one hour and
thirtyfive minutes after the collapse. The ephedrine level at that time was 141 ng/ml. The next sample taken at 14:40 .e. 3 hours
and 10 minutes from the collspse was 175 ng/ml. Therefore it is correct thet af the time the second blood sample was coliccted the
patient was still in the absorption stage, However it is not true that the blood ephedtine continued to riss afterward as clsiraed by
Dr. Baden when he stated that after the three hours the blood continued torise "while the patient was in the hospital”, as further
show & i decline (see table 1 and diagram1). Furthermore, the manufacturor himself states that the peak
concentration occurs between 1-3 bours. Dr. Baden’s argument that the patient was still in s very early absorption stage at the
time of the collapse and therefore his blood level was too low 10 be significant, is not valid because calculations mndicate that at
the time of the collapse the Jevel of ephedring in Mr. Bechler’s blood was significant. A back extrapolation was based on the fact
that from 13:05 hours to 14:40 hours, i.e. over 1 hour and 35 minutes the blood level of ephedrine increased by about 34 ng/ml.
Thetefore, at the time of the collapse at 11:30 i.e., one hour and thirtyfive minutes before the collection of the first sample the
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ephedrine level would be 34 ng/ml less than the concentration of the ephedrine at the time of the first sample, i.e., an ephedrine
blood fevel of 106 ng/ml at the time of collapse.
This is definitely = significant level. The clsssical textbook of Randalt C. Baselt - Digposition of Toxic Drugs and Chamical in
Man (6th. Edition 2002 Biochemical Publications, Foster City, CA) quotes on pege 381, clearly indicate substantiates that such
level is physiologically significant by citing :
a.Asmdyufl2hnl1hyadu!ugivenmcnlduuofmahumgpowde ining 19.4 mg ephedrine d ped peak
plasma concentration averaging 0,081 mg/L at 3.9 hours (i.e. 81ng/ml)
b. A single 24 mg oral dose of ephedrine given to a volunteer resulted in & peak plasma concentration slightly exceeding
0.100 mg/L (i.e. 100 ng/m1) afier 1 howr, declining 10 sbout 0.068 mp/L (68ng/mi) by 3 howrs.
c. A patient receiving chronic daily oral therapy with 45 mg of ephedrine in three divided doses achieved plasma
concentrations of 0.095 mg/L (95 ng/ml) and 0.065 mg/L. &t 4 and 6 hours after one 15 mg dose.

4. Dr. Baden m&n that I committed myself to the ¢ Jusi ﬂﬂt phedri ibuted to Mr, Bechler's date before toxicology
and mi studies, mferring that such before “full medical information could be obtained” and
only or mamly because a bottic of Xenadtine was found in Mr Bachler's iocker. Dr. Baden is again significantly inaccurate in the
facts and wrong in the conclusions. Before the press conference took place the following items of information were in my
possession:

a. The gross autopsy findings

b. Telephonic interviews with the members of the team who saw

Mr. Bechler before collapse, at the thne of collapse and after the coflapse mnd with the ones who assisted him.

¢. The EMS and hospital records

d. Mr. Bechier's medical records and examination in his medical file with the team

e. The gross autopsy findings in conjunction with the medical history and records providing the informstion required for

the determination of the cause, manner, and mecheniam of death as well as the risk factors associated with the

heatstroke,

{. Members of the team that knew about him taking Xenadrine and the fact that a bottle of Xenadrine was in his locker

and later retrieved and delivered as evidence

g. The fact that he took Xenadrine the very day of his desth end the amount taken by him

h. The fact that we had received from the hospital multipie sequential pre-mortem blood sampies, taken less than 2

hours after the collapse and on.

i. The knowledge of the physiological effects of ephedrine. (See above)

Based on all of the above inft fon I feli confident that the toxicol | ination would show the presence of ephedrine
(as indeed it dnd) and that there will be no microscopic surprises. It should be noted that Dr. Baden did not moke any effort to
obtain the mmroscopxc slides, an ewly abtained public record item.
| believed that in view of the special circumstances of the case, wil clear di inations and inf ion that might save
lives was ethically improper and that the public health interest n:qmred prompt disclosure.

5. Dr. Baden then stated that I acknowledge at a press confe that I knew of no prior instance in which ephedrine has caused &
death from heat stroke, and that [ stated that “no other drugs were found in Mr, Bechier’s blood on admission to the hospital,
despite the toxicol dings of i d DHEA, which is not present in Xenadrine.”
ltismy rmllecﬂon that I stated that I did aot have & prior case in which cphednne was & factor in the causation of death, not that
such oase never occurred to my knowledge. (lncidentally a further recent review of our heartstroke cases revealed another
instance in which ephedrine was present.)
Dr Bndm s implication that increased DHEA was another exogenons drug ronnd in Mr. Bechler's blood is incorreet and

1 DHEA (Debydroepiand is a steroid hcrmune. a chemical cousin of and estrogen, sormally
present in thc blood, and the levels ofthe b were not i of mtake. F 1o infe
whatsoever indicated that Mr. Bechler had used ot any time steroids,
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6. Dr. Baden stated that during the "same press conference™ I referred to the Rand report, and the Rand repont found no evidence
at all of ephedrine related heatstroke. I do not believe thut during my initial press conference I referred to the Rand report, because
it was not issued yet. At the second md final press conference I referred to the Rand Report in mentioning that the report cloarly
indicated that epbedrine has very little benefits and a great deal of adverse reports, including deaths, that require further extensive
studies and evaluation, and that the risks do not outweigh the benefits.

7. Dr, Raden then stated that 2 review of the medical lterature, revealed "not a single cass report linking ephedra or ephedrine ©
heat stroke”, and that no such case was ever reported. Dr Baden also mmmatlrehed on Dr. Julius Bailes' report published in
the Journal ofNeumsurgeym 2002 ax “one of a partil g the fusion that ephedrine was a signifi
factor in causing Mr. Bechier's fase”. Dr. B:dm denies any nhdﬁyto br. Bmles 's conclusions, ststing tiut oone of the reponed
death was related to ephedra. He states "Correlation is not causation”, and that s Medical Examiner cannot rely on such study in
his determination of causc of death and that Anumber of Iutm to the Bditar strongly disagreed with Dr. Bailes' opinion. Dr.
Baden's largely i and misleading far 8 reasons:

At no time did I say that Dr. Bailes’ study played an important role in my determination of the cause of death of Mr.
Bechler. As a matter of fact I did not consider his article at all at the time when I made my determination of the cause of
death of Mr, Bechler. Dr. Bailes sent me a [etter dned February 25, 2003, and atiached to it his article in the

Neurosurm!oumnl of which I was not aware. Furth while per se "correlation is not " when the
b j and is rei d by known and well documcntbd patho-physiological effects such as is the case
with ephedrl or ephedrine, the of ion is ble. It is true that Medical Examiners do not make

apecific determination of the cause of death bused on epidemiological or statistical medical studies, the opposite is true.
However, epidemiological studies are helpfisl in the decision making process of every physiclan, including medical
examiners, and assists them in their consideration of the specific features and circumstances of the medical issues.

8. Dr. Baden's statements that the medical literature is void of case reports or studies correlating ephedra or ephedrine with the
risk of developing heat stroke is plainly wrong as d d by reports published both befors and after the death of Mr,
Bechler:
a. The publx:xnon
L.CPT Roben Chu Hwan, CPT Jeﬁcy Scott Henning  Exertional Heatstroke in an Infantry Soldier taking
Epheds ining Dietary Supp Military Medicine 168 (6):
429 . 430 June 2003 Case report of a highly treined, heat acclimatized infunicy soldier who
experienced an exertional heat stroke during 8 12-mile road march shortly after taking 2n ephedra-based
supplement. The ambient temperature at the time was 66°F. The patient's care body temperature at the time of
colispse was 106°F, The patient fortunately survived and was discharged xﬂet 5 days of hospitalization. The

article ended in stating: "Until the Pood md Drug Administration makes a decision to remove ephedra from the
U.S. market, the risk of life th injury may igh any real or perceived benefit of ephedra and
clinjcians and commanders should strongly discourage its use in active duty soldiers.”
b. The publication:

i. M. Martinez

Drug- Associated Heat Stroke

South Med. J. 95(8): 799-803 2002 The report mdwutes that drugs with
sympathomimetic action include “cocaine, amp and phedrine, which are prescnt in

aver-the-counter decongestants and popular dietary agents (mx hmg) ’I‘he report adds thet
sympnﬂuwmnneucs elevate body temperature by two main mechanisms. First, cutameous hlood ﬂow is
ducing heat loss. Second heat production is &
activity from agitation and seizure actmty "

¢. The publication:
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i. Richard P. Sandor Heat Iiness On-Site Diagnosis and Cooling
m Phymmn and Sports Medicine 25(6) hune 1997 ‘The report reviews the mechanism,
risk factors, d is and ofh ke, It indicates that the risk factors for heatstroke include:

1. Increased endogenous heat load
a. Overexertion
b. Drugs (e.g. sympathicomimetics, caffeine)
2. increased exogenons heat load
2. Temperature
3. Apongst drugs that predi toh thicomimeties are the first category listed and
include
3. Amphetamines
b. Epinephrine
¢. Ephedrine
4. Cocaine
d. The publicativa:
Bailes JE, Cantu RC, Day AL The Neurosurgeon in Sport: Awarensss of the
Risks of He ke and Dietary Neurosurgery 51(2); 283-288,

2003 The editorial discusses the smdy review of authors who found that there was a total of 6 heat sroke deaths
among US athletes between 1985 and 1994, but there were four death per year in 1995, 1998, 2000 and 2001.
1n & letter addressed to the underwriter and dned?ebruary 25, 2003, Dr. Jules E. Bailes Jr., a Professor and
Chai of the D of Ni Y, siates ding his study that in reporting the association of
humoke daﬂls in athletes with recent dungcs in mthletes bohavior the authors “felt very strongly that

such as drine were the most likely culprit in this upward trend.”

&. Report of adverse ions to sphedri g food i
i. Rejeased by US. Dcplmnm of Health and Human Services #9754 on April 22, 1997
Ay yw-old woman was lmown 1o be on the product when she developed heat stroke, chest and back pais,
and tachy while %

f Case law: Gehiing v. St George's University School of

Medicine, Ltd 705 F.Supp 761 (E.D.N.Y. 1989) Plaintiff Rose Ehling brought this negligmee action after her son Earl, 2

medical student, collapsed and died of a heat stroke while participating in 8 “road race” sponsored by the defendant. On
Apri! 18, 1982, Earl Gehling ran in a race spproximately 2.5 miles, The race took place in a left afiernoon when the

tempereture was hot about 80-85 degrees Fahrenbeit and the humidity was high. Gehiing wes 25 year old stood Sipn

and was about 75 pounds overweight. He suffered from high blood p and his left icle was

(bypertrophic). Gebling had taken ephedrine, an ‘amphetamine like drug® before the race”. The race started at 4 pm and

ended at 5 pm. After he crossed the linche mliqmd, struggled up and then fell again.

He became "hysterical” and had to be i ined high in spite tregiment at the scens | was

transported to the hospital and died about 7 hours nﬁa admission,

8. Experiments} studies in animals have shown marked hyperthermia in addition to other toxic effects of ephedrine, for
cxample: - Records of dogs that had ingested an herbal supplement containing ma huang and gurana between July 1997
and Qctober 1999 were retrieved from the National Animal Poison Control Center database. Most dogs (80%) developed
hre icosis but 28% devel i

sipﬁmmm studies ou mice also d';nmmwd the ephedra capabifity to cause hyperthermia.

h. In spite of Lir. Baden's claim of tota! hckufdoannmmnonordﬁaahoutmewmhnmbetwm ephedra or
ephedrine and heat strokes not just dical sport organi; but professional heaith care or medical association
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such as the American Medical Association issued warnings shout the capability of ephedra or ephedrine to trigger, o

incresse the risk of exertional heat stroke. For mple
i. The Americen Society for P gy and Experi ! Therapeuti (ASPET) m a Statement on the Use
of Dietary Supplements and Ephedrine, usued in Jime 2003, after supporting and legislation to
amend the Federst Food, Drug lnd Cosmetic Act that would establish requi and restrictions of sales of
dietary suppl phedris :nd b logically refated stimul also noted: ASPET
believes that dictary suppl i Qhedrine fkaloids present a clear, significant, and unressonable
rigk of illness, injury or r death under condi of use { ¥} ded or suggested in the labeling of
ephedma ducts .... * The also specifies: “Potentially significant adverse events included death

from increase in hem rate and blood pressure, stroke, acute psychoses, and heart attacks. Insomnia, heat stroke
and increase arinary retention associated with the use of ephedrine in both minors and adults have also been
reported,”

ii. The New York State Office of Alcoholism and Substance Abuse Service issucd oa Aprit 1, 2003, a warning
entitled EPHEDRA, regarding the risk of taking over the counter ephedrine-containing products. The
EPHEDRA paper relcased clearly states: "Adverso cffects of ephedrine mclnde death, hem attacks, strokes,
seizures, dizziness, headache, nausea, vummng irregular heart best and p it
psychosis, memory loss and muscle injury. Serious thernogenic cﬁm, ‘such as heat stroke, are caused by
ephedrine’s ability to increase body temperature; this effect is intensified by caffeine. Bphedrine should never
be used hy sameone with hypertension, dishetes, thyroid disease ot an enlarged prostate taking antidepressant
medications or breast fesding. Adverse affects do not always depend on the dose consumed.”

In conclusion, after reviewing the cntxul remarks of Dr. deucl Baden, I fiumd them to lack substance and sound medical reasoning. in

ignoring the well known ti ical effects of ephedea and ephednne which clearly increase the risk of heatstroke.
The heatstroke related risk of ephednne and ephedra ion are well supp d by medical evid: and sck fedged by health
care and medical bodies.

Furth it should be emphasized that heat stroke occurrence is ouly one of the many adverse events reported following the use of

ephedra or ephedrine-containing over the counter medications.
1 thank the Chairman and the Committee very much for making the letter of Dr. Baden available to me, so that 1 could prepare a timely

response.

Respectfully snbmitied,

d?ﬁ&;ad ? Fe{ o

Joshua A. Perper, M.D.,, LLB.'M.
Chief Medical Examiner
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BME2003-0245

Blood Levels of Ephedrine

Antemortem:
Date/Time | Specimen Ephedrine Level Note
02/16/03 1305 Biood Qondmcgzzlg‘o:phadﬁne 2°°'Q§"&'§§3""d
02/16/03 1420 Blood <5°n“/m|j::ﬂ’:‘o:phedrlne
02/16/03 1800  Blood aanmms?;:?llxtphﬂmm
02/16/03 2306 Blood <50nglmlj?s:?l’¢;"o:phedrine
02/17/03 0306 Plasma <50nglm£.:)§:?115notphedﬁne
Postmortem:
Specimen Ephedrine Level Note
Heart Blood <song/mL2 ',’,ZZ?.’Q'«‘,tpheam 2702313;;‘:““
Ocular <50nglmff:;il¢;no:phedrine
Liver <0.25m9/|?:p5:;§,::ephedrlne
Bile ~1583ng/mL

<50ng/mL pssudoephedrine

Additional Toxicological Findings:

Antemortem blood (02/16/03 1305) positive for diltiazem.
Postmortem blood positive for diltiazem, meperidine, diazepam and atropine,
Ocular positive for meperidine.
Liver positive for diltiazem, meperidine and diazepam.
Blle positive for diltlazem and meperidine.

*NMS = National Medical Services, Inc.

Table 1

6 d 050L77€987 ON/91:8 '18/81°8 €0 7L (CaW)

HANTHVXE TYDICEN Howd




63

Mr. GREENWOOD. Would you respond to Mr. Baden’s statement?

Mr. WOOSLEY. Yes, Mr. Chairman.

There are numerous reports of ephedra inducing heatstroke.
There are animal studies documenting the ability of these com-
pounds to cause excessive temperature in animals. This is a known
pharmacologic effect of this entire class of compounds.

Drugs like ephedrine that cause your blood vessels to constrict
prevent your body from releasing heat, and especially during exer-
cise but it does not always require exercise. The body temperature
can reach levels that cause stroke, cause death. It is well docu-
mented in the medical literature.

Mr. GREENWOOD. Dr. Zipes, do you want to add to that?

Mr. ZipEs. Mr. Chairman, I would certainly agree with what Dr.
Woosley has said.

I think it is very important to recognize that we are different
people. There is biologic pleomorphism, we are not all the same.
We do not respond all the same to the same drug. We now know,
as an example, that there are generic influences of this “fight” or
“flight” type reaction that I spoke about. There are individuals who
have an excessive response with an excessive release of adrenaline
and do not take it back up into the nerves so that it is floating in
the body and can cause a lot of the problems that we are talking
about.

So that there would be no way to do a prospective trial and
screen for all of these individuals who may represent the bulk of
the adverse responses that we are seeing. And it is because of this
heterogeneity that exists that there may be 1 in a 1,000 or more
that would have an adverse response.

Mr. GREENWOOD. And it seems to me as I have pondered this
issue for the last several months that the real line of demarcation
should not be whether the product is made from a plant that comes
from somewhere in the world or not, but it is the extent of the
physiological response that it engenders in human beings that is
the real question, and particularly the extent of the potentially life
threatening physiological response. And that seems to me to be our
duty to take under consideration.

Let me turn to Mr. Vasquez. Can you hear me still, Mr. Vasquez?

Mr. VASQUEZ. Yes, sir.

Mr. GREENWOOD. Thank you for remaining and for your patience.

When you worked at Metabolife did you hear your coworkers
voice any concerns about the safety of the company’s products?

Mr. VASQUEZ. Yes, sir. We had discussions in the lunchroom in
regards to, you know, the calls that we took. As nurses we would
compare notes, like I said earlier. And basically, you know, ask
questions about whether—is this product really safe or why we get
so many calls. And you have to wonder, I mean, if people are tak-
ing the product and they see an 800 number on the bottle, they call
it. And they would ask why am I feeling like this, whatever symp-
toms they are complaining about or calling for. Is this normal, they
would ask.

And it was basically a health concern from a medical perspective.

Mr. GREENWOOD. Do you know if one of your coworkers whom
you had heard voice such concerns was fired for doing that?
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Mr. VASQUEZ. When I was no longer employed in the company
I inquired about this specific nurse and they said that she was let
go because she was very vocal about the product, whether you
know, it was doing more harm than good.

Mr. GREENWOOD. Were you warned or persuaded by your super-
visor at Metabolife not direct complainants to describe their symp-
toms but instead to just take their name and phone number and
give that to your supervisor?

Mr. VASQUEZ. It would depend on the severity of the call. Some
if it is minor like abdominal cramps, then you know you would doc-
ument that. We documented all calls. But if it was moderate to se-
vere, you had a procedure where we would take as much informa-
tion as we can get without being judgmental and I would forward
it to my supervisor Mr. Daniel Rodriguez. And we were basically
left in the dark and we would not know what happened to that spe-
cific case. Mr. Rodriguez was the one who was basically the key
person that would follow up on specific case.

Mr. GREENWOOD. Did anyone at Metabolife including your super-
visor at the Health Information Line, Mr. Rodriguez, monitor your
responses to customers who were complaining of adverse events or
negative side effects as a result of taking Metabolife?

Mr. VASQUEZ. Like I said earlier, there were 10 registered nurses
on staff and Mr. Rodriguez and the medical director, Dr. Smith,
had the ability to listen to all the calls that were coming in. And
if they heard something, specifically Dan Rodriguez, heard some-
thing that one of the nurses would say, right after the call he
would critique, for example, myself and say probably you should
have answered that call that way.

Mr. GREENWOOD. Did you feel under any pressure to conduct
yourself in those phone calls in any way other than you would
given what you said earlier in your testimony that you wanted to
just do no harm?

Mr. VASQUEZ. At times, yes. Because as a nurse it seemed like
the telemarketer script the kind of answer you would give out and,
you know, I was trained as a nurse, I went to school, nursing
school. You know, basically you had to really be more impersonal
than you cared.

While I was working there there was no nurse/patient/consumer
relationship that would, you know, you would be looking out for the
best interest of the caller rather than the——

Mr. GREENWOOD. Did you feel that you were functioning more as
a marketer of the drug than as an advocate for the patient?

Mr. VASQUEZ. Definitely I wouldn’t say marketer, because they
had a lot of advertisement. So not as a marketer. But more like,
you know, less of an advocate from a medical professional, I would
say so.

Mr. GREENWOOD. Thank you, sir. My time has expired.

The gentlelady from Colorado is recognized for 5 minutes.

Ms. DEGETTE. Thank you, Mr. Chairman.

My first question is for the Bechlers and for Mr. Riggins, because
there are a lot of dietary supplements being sold now in the stores
and, you know, all my middle aged friends and I sit around and
talk about what we should be taking to make ourselves feel better.
And listening to all the testimony today, it kind of makes me real-
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ize people probably think that these products are safe because they
are not prescription drugs or a doctor’s order is not required. Do
you think that that’s probably true, Mrs. Bechler?

Ms. BECHLER. I do. In fact, my son as I hear it from his wife——

Ms. DEGETTE. Just move that a little closer. That helps. Yes.

Ms. BECHLER. As I hear it from his wife, she got it at workout
place that she worked out at. And so you——

Ms. DEGETTE. So they were giving it out at the gym?

Ms. BECHLER. Yes. In fact, my other son and I worked out at a
gym and they have it there. So why would not you natural think
that it is going to be as natural and it is herbal, and it is safe.

Ms. DEGETTE. And, Mr. Riggins, what is your view on that?

Mr. RIGGINS. In our discussions with kids, and when I say kids
I am not just talking about high school students. We are talking
about college athletes as well, college students that are looking to
lose weight and with the general public. We have found that when
you start bringing the awareness out, when you tell them that the
FDA does not have—only has minimal control over these compa-
nies, the majority of the people are appalled at that. They just can-
not understand how come a law will allow a company just to run,
as one individual put it, helter skelter.

Ms. DEGETTE. But up until they know that information, they just
assume that the product is safe because it is being allowed to just
be sold helter skelter to the consumers, would you not agree?

Mr. RiGGINS. That is exactly right. Exactly right.

Ms. DEGETTE. Thank you.

Dr. Heymsfield, I was intrigued by your testimony where you
were talking about the product labeling and you were talking about
when you began doing your research there was no product labeling
as to the dangers, and in fact some of the labels said clinical tested.
Is that correct?

Mr. HEYMSFIELD. Well, some of the bottles had statements, for
example, “independently laboratory tested for safety.”

Ms. DEGETTE. Have you looked at bottle of Metabolife recently?

Mr. HEYMSFIELD. I have not looked at a recent bottle, no.

Ms. DEGETTE. Okay. I have got one here in my hands.

Mr. HEYMSFIELD. Yes.

Ms. DEGETTE. And there this big warning on the side of the label
here. Are you familiar with that warning?

Mr. HEYMSFIELD. Yes. Yes.

Ms. DEGETTE. Do you know when they started putting that
warning on these bottles?

Mr. HEYMSFIELD. I am not aware of the date of when that ap-
peared.

Ms. DEGETTE. Does anyone else know roughly when this warning
started appearing?

Mr. FRANCE. Jim France here, attorney for the Bechlers. I believe
it was early 2001.

Mr. GREENWOOD. Excuse me. I have to quickly swear you in if
you are going to actually speak.

[Witness sworn.]

Mr. GREENWOOD. Okay. You are under oath now.

Ms. DEGETTE. Mr. France, proceed.
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Mr. FRANCE. Yes. In 1999 they were using another label that had
“independently laboratory tested for safety” where that silver decal
is on the front.

Ms. DEGETTE. This right here?

Mr. FRANCE. Yes. And then there was a class action lawsuit
called Gasperoni v. Metabolife that occurred in the year 2000. And
as a part of that settlement it is my understanding that they could
not advertise that their product was independently laboratory test-
ed for safety anymore and they put that little decal on the front.
And then they started selling the product——

Ms. DEGETTE. It is a butterfly.

Mr. FRANCE. Yes. It is a silver decal

Ms. DEGETTE. It is a butterfly.

Mr. FrRANCE. It is a butterfly. They put the butterfly over the
safety claim in 2001, I believe.

1‘;/[s. DEGETTE. And that is when they put the safety warnings
on?

Mr. FRANCE. And they added additional safety warning informa-
tion, but they failed to include the fact that they had received thou-
sands of AERs.

Ms. DEGETTE. Okay. Thank you.

Going back to Dr. Heymsfield. Thank you for helping us, sir.

You said that the studies were flawed that were done by the
companies. I am wondering if you can tell me quickly some of the
reasons why you feel those studies were flawed?

Mr. HEYMSFIELD. Well, this is my opinion, but some of the pub-
lished papers, for example, would report that effects were statis-
tically significant. And that has very specific meaning to a sci-
entist. But actually when you investigate the raw data in the ac-
tual statistics, they did not achieve specific significance. That was
never revealed in the papers. They were misrepresented. And I
could give you many examples like that of where——

Ms. DEGETTE. And I think in addition, Dr. Woosley and others
said that the studies were not scientifically controlled because IRB
would ever approve that kind of a study?

Mr. HEYMSFIELD. Well, no longer. I mean, at the time the ad-
verse events were not as clearly recognized. But I today I agree
with them.

Ms. DEGETTE. Okay. Thank you.

Mr. GREENWOOD. The time of the gentlelady has expired. The
gentleman from New Hampshire is recognized to inquire for 5 min-
utes.

Mr. Bass. Thank you, Mr. Chairman. I have one question. Do
any of the doctors here see any medicinal value to ephedra? Is
there any reason—QOkay. That is the only question I have.

I will yield the rest of my time to my friend Mr. Walden.

Mr. WALDEN. Thank you very much.

I would like to address my first question to the Bechlers, and 1
know this is a difficult one, but how did you feel when the Broward
County Coroner concluded that ephedra was “a significant factor”
in your son’s death?

Mr. BECHLER. When they told us about it, we knew it had to be
something. It just was not heatstroke because he was in perfect
condition. I mean, there was nothing wrong with our son. Nothing.
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Mr. WALDEN. There have been reports that I have read in the
press that said he was terribly overweight. How overweight was he
went he went into camp?

Ms. BECHLER. Ten pounds.

Mr. BECHLER. Ten pounds.

Mr. WALDEN. Ten pounds?

Mr. BECHLER. His body fat was less than it was a year before.

Ms. BECHLER. Which the Orioles was impressed about.

Mr. WALDEN. You need to turn on your mike.

Ms. BECHLER. Which the Orioles were impressed about with just
the 10 pounds, but his body fat had gone down.

Mr. WALDEN. Okay. And I guess I want to ask Mr. France this
question, because I was reading the testimony last night of the
President of Nutraquest, Inc., former Xenadrine Technologies, Mr.
Chinery, is that right? And in it he says we sold over 20 million
bottles of Xenadrine RFA-1, which is what I think what your son
took. About 1.2 billion servings. And I understand the comment of
our other witness on that. And received 450 complaints during the
5 years we sold the product. The great majority of our complaints
were from mild or transitory effects. Based on all the available sci-
entific information we did not have any reason to believe that
Xenadrine RFA-1 caused anything but mild transitory effects. We
relied upon studies not only on Xenadrine RFA-1 but also on stud-
ies on other ephedra dietary supplements and on Xenadrine’s prin-
ciple ingredients, ephedra and caffeine.

Studies including the Cantox Report show that ephedra based
products are effective and safe when used properly.

Mr. France, first of all, are you familiar with any studies that
would confirm that? Would what I have reasoned indicate to the
contrary?

And second, are you aware of any court documents relating to
how others have perceived the credibility of these witnesses?

Mr. FRANCE. Yes, I am. First of all, there was a trial against
Xenadrine in which Mr. Chinery testified about a month and a half
ago. And during that trial several of the alleged clinical studies
that took place on Xenadrine RFA-1 were discussed by expert wit-
nesses on both sides. And to reiterate what Dr. Hymsfield said,
there was manipulation of research data found and disclosed dur-
ing that trial. The trial judge found there were significant problems
with several of the studies that Xenadrine was holding to prove ef-
ficacy and/or safety.

And more importantly, the trial judge found in its verdict, a writ-
ten verdict, that Mr. Chinery, Mr. Conklin, who is here today, Dr.
Colker had no credibility. And the judge sat through almost 7
weeks——

Mr. WALDEN. The judge said that?

Mr. FRANCE. The judge said that in a written opinion. And I
have it here today.

Mr. WALDEN. Mr. Chairman, would it be possible to have that
written opinion entered into the record?

Mr. GREENWOOD. Without objection, it will be incorporated into
the record.

[The information referred to follows:]
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California Superior Court, County.

Jason A. PARK, on behalf of himseif and alf
others similarly situated,
Plaintiff,
v.
CYTODYNE TECHNOLOGIES, INC., a New
Jersey corporation; and Does 1 through 100,
inclusive, Defendants.

No. GIC 768364.
May 30, 2003.
TENTATIVE DECISION
STYN, J.
INTRODUCTION

*1 Plaintiff Jason A. Park, on behalf of himself and
all others similarly situated, filed a complaint against
defendant Cytodyne Technologies, Inc., a New Jersey
corporation. The complaint was certified as a class
action.

Cytodyne markets and sells Xenadrine RFA-1, a
dietary supplement commonly used as an aid in
weight loss. The active ingredients in Xenadrine
RFA-1 include ephedra and caffeine. Cytodyne
advertises Xenadrine RFA-1 through magazine,
television, and radio advertisements.

PLAINTIFF'S CAUSES OF ACTION

Plaintiff's complaint alleges three causes of action.
The first claim alleges violations of the Consumer
Legal Remedies Act ("CLRA"), California Civil
Code sections 1750 et seq. Plaintiffs CLRA
allegations couch plaintiffs false advertising
allegations in the context of a CLRA claim, There is
very little relevant case law addressing alleged
violations of the CLRA. One court has considered
claims of false advertising alleged to violate the
CLRA as well as Business and Professions Code
sections 17200 and 17500 et seq. and held that
staternents found to be not false or misleading under
sections 17200 and 17500 et seq. are also not false
representations under the CLRA. Freeman v. Time,
Inc., 68 F.3d 285, 290 (9th Cir.1995). Thus, the
relevant legal standard and the burden of proof are set
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forth below in the discussion of plaintiffs claims
under Business and Professions Code sections 17200
and 17500 et seq.

Plaintiff's second cause of action alleges false and
misleading advertisements in violation of Business
and Professions Code sections 17200 et seq. The
third cause of action alleges false and misleading
advertisements in  violation of Business and
Professions Code sections 17500 et seq. Plaintiff's
factual allegations in these two causes of action are
identical. Plaintiff does not allege any violations of
sections 17200 et seq. other than the alleged false and
misleading advertising that would also violate
sections 17500 et seq. Further, cases addressing false
advertising claims under both statutes have applied
the same legal standard to both. See Day v AT & T
Corp. (1998) 63 Cal.App.4th 325. For these reasons,
the causes of action under sections 17200 et seq. and
sections 17500 et seq. will be discussed together.

BURDEN OF PROOF

1. Plaintiff Must Prove Statements Were False or
Misleading and Made Without Reasonable Care.

Sections 17500 et seq. prohibit negligent or
intentional dissemination of false or misleading
advertising. National Council Against Health Fraud,
Inc. v. King Bio Pharmaceuticals, Inc. (2003) ___
Cal.App. 4th ___; 133 Cal Rptr.2d 207.

Specifically, these statutes proscribe the making or
dissemination before the public in California of any
statement concerning the product that "is untrue or
misleading, and which is known, or which by the
exercise of reasonable care should be known, to be
untrue or misleading.” Cal. Bus. & Prof.Code §
17500.

Thus, to maintain a claim of false or misleading
advertising, a plaintiff must prove: (1) statements in
the advertising are untrue or misleading, and (2)
defendants knew, or by the exercise of reasonable
care should have known, that the statements were
untrue or misleading. People v. Lynam, (1967) 253
Cal.App.2d 959, 965.

*2 The plaintiff must carry both the burden of
producing evidence and the burden of proving that
each challenged advertising claim is false or
misleading. National Council Against Health Fraud,
Inc. v. King Bio Pharmaceuticals, Inc., supra, citing

Copr. © West 2003 No Claim to Orig. U.S. Govt. Works



Slip Copy
(Cite as: 2003 WL 21283814, *2 (Cal.Superior))

South Bay Chevrolet v. General Motors Acceptance
Corp. (1999) 72 Cal. App. 4th 861, 878).

2. Plaintiff Must Prove Public Is "Likely To Be
Deceived.”

A plaintiff must prove that the public is "likely to be

deceived” by the statements at issue in an

advertisement.
"Likely to deceive" implies more than a mere
possibility that the advertisement might
conceivably be misunderstood by some few
consumers viewing it in an unreasonable manner.
Rather, the phrase indicates that the ad is such
that it is probable that a significant portion of the
general consuming public or of targeted
consumers,  acting  reasomably in  the
circumstances, could be misled.

Lavie v. Proctor & Gamble Co. (2003) 105

Cal.App. 4th 496, 508.

3. Advertisers Are Not Required to Produce
Substantiation for their Advertising Claims.

Advertisers are not required to produce
substantiation for their advertising claims in actions
brought by private plaintiffs under Business and
Professions Code sections 17200 et seq. and 17500 et
seq. In National Council Against Health Fraud, Inc.
v. King Bio Pharmaceuticals, Inc., supra, the plaintiff
argued that private plaintiffs are in the same position
as the Attorney General and that the court should thus
shift the burden of production and require advertisers
to produce evidence substantiating the truth of their
advertising claims. The Court of Appeal rejected that
argument. The court held that private plaintiffs have
the burden of producing evidence to prove their
allegations that challenged advertising is false or
misleading.

4. Statements Must Be Material To Be Actionable.

In order for an alleged false or misleading
representation to be actionable, the statement at issue
must be, among other things, material. Materiality is
part of the "reasonable consumer” standard applied
under the California unfair competition and false
advertising statutes, in that reasonable consumers are
not deceived by immaterial claims. A general
discussion of the "reasonable consumer” standard,
with citations to numerous relevant cases, is found in
Lavie v. Proctor & Gamble Co., 105 Cal.App. 4th
496, 504-512 (2003).

Page 2

5. Nature of the Proof.

The law in this area was summarized in Day v. AT &

T Corp. (1998) 63 Cal.App.4th 325, 331-32:
Sections 17200 and 17500 are consumer
protection statutes designed, in part, to protect the
public by prohibiting false, unfair, misleading or
deceptive advertising. (Committee on Children’s
Television, Inc. v. General Foods Corp. (1983)
35 Cal.3d 197, 211 [197 Cal Rptr. 783, 673 P.2d
660] (Committee ).) "To state a cause of action
under these statutes for injunctive relief, it is
necessary only to show that ‘members of the
public are likely to be deceived.' [Citations.]" (
1hid) Actual deception or confusion caused by
misleading statements is not required. (People v.
Dollar Rent-A- Car Systems, Inc. (1989) 211
Cal.App.3d 119, 129 [259 Cal.Rptr. 191].) An
"unfair" practice under section 17200 is one
"whose harm to the victim outweighs its
benefits.” (Saunders v. Superior Court (1994) 27
Cal App. 4th 832, 839 [33 CalRptr.2d 438] (
Saunders ).) In a similar vein, the term
"fraudulent” as used in the section "does not refer
to the common law tort of fraud but only requires
a showing members of the public " ‘are likely to
be deceived." ' [Citation.]" (Jbid.) No proof of
direct harm from a defendant's unfair business
practice need be shown, such that "[a]llegations
of actual deception, reasonable reliance, and
damage are unnecessary.” (Committee, supra, at
p. 211.) Section 17200 has been interpreted
broadly to bar all ongoing wrongful business
activity, including misleading advertising, in
whatever context it presents itself. (People v.
Dollar Rent-A-Car Systems, Inc., supra, 211
Cal.App.3d at p.129.)
*3 Thus, the statutes are meant to protect the
public from a wide spectrum of improper conduct
in advertising. They may be invoked where the
advertising complained of is not actually false,
but thought likely to mislead or deceive, or is in
fact false. By their breadth, the statutes
encompass not only those advertisements which
have deceived or misled because they are untrue,
but also those which may be accurate on some
level, but will nonetheless tend to mislead or
deceive. We reiterate the point made in Saunders,
that the concept encompassed in the phrase
“likely to be deceived" has no relationship to the
concept of common law fraud, which is also
sometimes referred to as deception. A fraudulent
deception must be actually false, known to be
false by the perpetrator and reasonably relied

Copr. © West 2003 No Claim to Orig. U.S. Govt. Works
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upon by a victim who incurs damages. None of
these elements are required to state a claim for
injunctive relief under section 17200 or 17500. A
perfectly true statement couched in such a manner
that it is likely to mislead or deceive the
consumer, such as by failure to disclose other
relevant information, is actionable under these
sections.

6. What Type of Evidence is Required to Establish
the Advertisements Are Misleading.

Defendants argue that claims brought under Business
and Professions Code sections 17200 and 17500 and
the Consumer Legal Remedies Act, Civil Code
section 1750, require plaintiff to demonstrate through
consumer survey evidence that each challenged
advertising claim did in fact mislead consumers.

Case law is clear that the proper standard to
determine whether a claim is misleading is the
"reasonable consumer test." Lavie v. Procter &
Gamble Co. (2003) 105 Cal.App. 4th 496; Bank of
the West v. Superior Court (1992) 2 Cal4th 1254,
1267. The Lavie court rejected a broader "least
sophisticated consumer” test proposed by the
Attorney General. In so holding, the court did not
specifically indicate what evidence was required in
order to establish that an advertisement was
misleading under the "reasonable consumer test." The
issue framed for review was whether the trial court
had ‘"employed the wrong methodology in
determining what messages were conveyed by the
commercial, relying upon its own intuition rather than
viewing the ads from the vantage point of a
reasonable consumer.” In upholding the trial court's
conclusion that the commercials for Aleve were not
likely to mislead, the Court of Appeal seemingly
approved the trial court's intuition. Lavie is not
dispositive as to what type of evidence is necessary to
show that an advertisement was misleading because
the portion of the opinion discussing the particular
evidence before the trial court was not certified for
publication.

Defendant relies on federal court opinions that
require "consumer survey” evidence. In Johnson &
Joh - Merck Co Phari icals Co. v.
SmithKline Beecham Corp. (2nd Cir.1992) 960 F.2d
294, the Second Circuit held that where a plaintiff's
theory of recovery is premised upon a claim of
implied falsehood, a plaintiff must demonstrate, by
extrinsic evidence, that the challenged advertisements
tend to mislead or confuse consumers. "It 15 not for
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the judge to determine, based solely upon his or her
own intuitive reaction, whether the advertisement is
deceptive.” Rather, the Court held that the question
is: "What does the person to whom the advertisement
is addressed find to be the message?" According to
the Second Circuit, the success of a plaintiff's implied
falsity claim usually turns on the persuasiveness of a
consurmer survey.

*4 In Haskell v. Time, Inc. (ED.Cal.1997) 965
F.Supp. 1398, the Court held that anecdotal evidence
alone is insufficient to prove that the public is likely
to be misled. Relying on Johnson & Johnson, the
Court held that to prevail, plaintiff must demonstrate
by extrinsic evidence, such as consumer survey
evidence, that the challenged statements tend to
mislead consumers. In Haskell, plaintiff presented
evidence of "deception” regarding a sweepstakes in
the form of declarations of a few sweepstakes
customers and the declaration of one professor of
rhetoric. After reviewing the alleged sweepstake
statement and finding that plaintiffs interpretation
was patently unreasonable, the court held the
testimony of only a few customers and the expert was
insufficient. The court reasoned that plaintiff needed
consumer survey evidence indicating that a
significant portion of the population has been misled
by defendants' bulletins. "Indeed, plaintiff does not
dispute that a majority of recipients neither respond to
defendants bulletins nor purchase any of defendants'
products. Plaintiff has therefore failed to prove that
defendant's statements mislead the reasonable
consumer.” Jd. at 1408.

Neither of these cases require the use of consumer
surveys, nor have defendants cited a case with that
proposition. Johnson & Johnson held that consumer
surveys are a "usual" means of showing consumer
deception. Haskell only held that "extrinsic evidence"
was required.

The recent case, Brockey v. Moore (2003) 107
Cal.App. 4th 86, specifically disapproved of the
methodology in Haskell and Johnson & Johnson.
Like Haskell, the court in Brockey had "anecdotal
evidence" of deception in the form of testimony from
plaintiffs who were deceived. However, Brockey
distinguished Haskell and other federal cases on the
grounds that those cases involve "a very few persons
claiming to be misled and do not hold that
“anecdotal" evidence can never suffice." The court in
Brockey found no California case required a
consumer survey to establish an advertisement was
misleading.
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The court reasoned that the primary evidence in a
false advertising case is the advertising itself. Brockey
analogized the state unlawful advertising claims to
federal cases involving the Federal Trade
Commission's regulation of deceptive advertising.
"The United States Supreme Court has rejected a
claim that survey evidence was required ... [in]
regulation of deceptive advertising." citing Federal
Trade Com. v. Colgate-Palmolive Co. {1965) 380
U.S. 374, 391-392 [13 L.Ed.2d 904, 918, 85 S.Ct.
1035] and Resort Car Rental System, Inc. v. Federal
Trade Com. (9th Cir.1975) 518 F.2d 962, 964. The
court in Resort Car held there was no need to
consider objections to consumer testimony because it
"merely supported the inferences which can logicatly
be drawn by scrutinizing the advertising alone."

The Brockey court also found an analogy with trade
name disputes and cases construing California's prior
unfair competition law (former Civil Code section
3369). In those cases, the courts acknowledged the
"likelihood of confusion” between names was a
factual question and "the comparison of the two
names themselves may be adequate to establish the
likelthood of confusion.” Citing Ball v. American
Trial Lawyers Assn. (1971) 14 Cal App.3d 289, 309,
Hair v. McGuire (1961) 188 Cal.App.2d 348, 353.

*§ Determining reasonableness is something the trier
of fact--in this case, the judge--does in all types of
cases. As indicated in Brockey, if "a person of
ordinary intelligence could reasonably be deceived or
confused, that is all that is required.” The judge
should not have to exclude himself or herself as a
person of ordinary intelligence and a reasonable
consumer.

Further, requiring consumer-survey-type evidence
would seemingly contradict opinions which hold that
proof of direct harm from a defendant's unfair
business practice is not necessary for recovery. "The
court may also order restitution without
individualized proof of deception, reliance, and
injury.” Committee on Children's Television v.
General Foods Corp. (1983) 35 Cal3d 197, 211;
Day v. AT & T Corp. (1998) 63 Cal.App. 4th 325,
332

Based on the above, to establish that advertising is
misleading under a reasonable consumer test should
not require the use of consumer surveys. Considering
that the advertisement speaks for itself, the judge is in
a position to determine whether it is misleading, i.e.
likely to deceive, under a “reasonable consumer”
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standard.

Therefore, this Court will analyze the advertisements
and apply the reasonable consumer test. If the Court
finds a claim to be misleading, it means members of
the public are likely to be deceived, People v. Dollar
Rent-4-Car Systems, Inc., 211 Cal.App .3d 119, 129
(1989), that the claim is material, in that it is likely to
influence the purchasing decision, Borden Inc. v.
Kraft Inc. (N.D.111.1989) 224 U.S.P.Q. 811, 819, and
the defendant knew or should have known, Bus. &
Prof.Code § 17500. Before addressing the specific
advertisements, the Court will discuss some of the
areas of contention which bear on the specific claims
in the advertisements.

THE PEAK WELLNESS STUDY

In May of 1999, defendant retained Peak Wellness
Inc. to conduct a study on the effectiveness of
Xenadrine RFA-1. Prior to this time, there had been
no clinical tests of the Xenadrine RFA-1 product, and
all of the studies in the advertisements referred to
generic studies, i.e., studies of either ephedrine or
ephedrine in combination with other compounds such
as caffeine, aspirin or L-tyrosine.

The Peak Wellness study was conducted primarily by

Douglas Kalman under the supervision of Dr. Carlon
Colker. The study began with 30 overweight subjects.
Sixteen were in the control group and 14 were in the
placebo group. This was a double blind study.

By the end of the study, four in the control group had

dropped out and one in the placebo group, leaving a
total of 25 subjects who completed the test: 12 in the
control group and 13 in the placebo group.

Dr. Qiuhu Shi did a biostatistical analysis of the
results. The use of Dr. Shi's information and the
results of the study were the subject of a great deal of
testimony during the trial.

An abstract of the study, summarizing the results,
was published in the Obesity Research Journal in
January 2000. When the research paper was
submitted, this journal refused to publish the paper,
but it was published in the current Therapeutic
Research Journal in April 2000.

*6 The results of the study were that the
experimental group lost 3.14 kilograms of weight
versus a 2.05 kilogram loss for the placebo group.
This was a marginally statistically significant
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difference according to Dr, Shi. These numbers were
reached by comparing the 12 who completed the
study in the control group with the 13 who completed
the study in the placebo group. Using this same group
comparison, Dr. Shi concluded that the study group
lost 1.93 percent of body fat compared to 0.05
percent loss of body fat in the placebo group.

Table II in the Peak Wellness study used the
beginning weight of all 30 subjects (including the five
dropouts) to show a nine percent weight loss and a 16
percent body fat loss in the control group and a body
fat loss of +1 percent by all 14 of the people who
began the placebo group. Comparing -16 and +1 is
the basis of the claim of 1700 percent greater fat loss.
Dr. Shi's conclusion of 1.93 percent versus 0.05
percent is the basis of the claim of 3860 percent
greater fat loss.

The fallacy of the percentages is exemplified by
comparing -16 percent with +1 percent. There is no
way those percentages can equal a 1700 percent
difference, no matter what mathematical calculation
one does. It is impossible to compare plus and minus
and get a multiple. This fallacy is illustrated by the
absurdity of these comparisons. The -16 percent is
based on a fat loss of approximately 4 percent, or
approximately 8 pounds. The 3860 percent is based
upon a loss of approximately 4 1/4 pounds. Inasmuch
as the loss of -16 percent of fat was a greater weight
amount, it should not result in a lower percentage
differential. This illustrates the misleading nature of
the 1700 percent claim.

Defendant also misstates the placebo group in
Exhibit 39,3, Tab 8, by stating that the subjects who
took a placebo followed the same exercise program
and actually gained body fat. This is not true since the
gain in body fat is obtained only by using all 14
subjects. There is no information on the dropout from
the placebo group. The subjects who completed the
trial presumably continued to exercise, and that group
had minimal fat loss.

The text correctly pointed out the relatively low
weight losses when comparing the people who had
finished the study. Table 2, which is the basis for the
claim in the advertisements, compared all of the
people who started. This increased the weight loss
from about four percent to nine percent and also
substantially increased the fat loss percentages.

Both sides have presented testimony regarding the
“intent-to-treat" analysis. Defendant argues that the
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intent to treat means that you use all of the subjects in
the baseline; i.¢e., all 30 subjects in the Peak Wellness
test who began. This does not make sense to the
Court. The intent-to-treat analysis would seem to
require the researchers to attempt to follow up on the
four dropouts and then use the data from all 16 in the
original group. This was not done and there is no
evidence that the Peak Wellness protocol was intent
to treat. Since the data was not available from the four
who dropped out, there is no justification for using all
16 when comparing to the placebo group. Similarly,
using all 14 who started in the placebo group is not
justified. Therefore, the claim of 1700 percent fat loss
difference and the nine percent weight loss difference
are misleading.

*7 Dr. Shi did not compare the 16 to the 14, but
rather compared the 12 who finished to the 13 who
finished. He had data on all 30, but did not attempt to
compare them. It appears that Mr. Kalman went
through and picked and chose the data which would
give the most favorable results. Mr, Kalman admitted
it would have been more accurate to have compared
the 12 to 13, which gives a significantly lower
reduction in weight for the study group and a
significantly lower differential between the two
groups.

The Court can only conclude that the money being
paid to Dr. Colker caused him to influence Mr.
Kalman and to try to create a study which justified the
money being spent by defendant and which would
ensure further work from defendant.

The question is whether defendant knew of this
manipulation of the data. The defendant claims it
relied on the information in the abstract, which it used
in the advertisernents. Only if the defendant did not
ask any questions and blindly accepted the
information in the abstract could the defendant justify
using the percentages from the abstract. However, the
defendant was the sponsor of the study. There were
communications between Mr. Kalman and the
defendant. The defendant should bave, at a minimum,
asked what the actual weight losses were, what the
actual fat percent decreases were, and should have
had sufficient information to know the misleading
nature of the percentages shown in the abstract.
Failure to investigate when the information was
within the control of defendant satisfies the test of
People v. Forest E. Olson, Inc. (1982) 137
Cal.App.3d 137. Even if the defendant did not have
the information to know the abstract was misleading,
the defendant certainly became aware of this

Copr. © West 2003 No Claim to Orig. U.S. Govt. Works



Slip Copy
(Cite as: 2003 WL 21283814, *7 (Cal.Superior))

information when the article was published and even
before when the criticisms of the article were
discussed with Mr. Kalman. Nevertheless, the
defendant did not change the representations in the
advertisernents.

Since the TV-ad disclaimers said the average weight
loss was 6.9 pounds, defendant had actual knowledge
that the nine percent weight loss claim was a
distortion of the results of the Peak Wellness study.
Therefore, the statements of the nine percent decrease
in weight are false and misleading and were known or
should have been known by defendant to be so.

Defendant's position with respect to the 3860 percent

or 38.6 times is that in addition to it being literally
accurate, it was blessed by the judge in the Utah case
brought by Basic Research. While the judge may
have indicated that the math was accurate, the judge
did not say it was appropriate to make this claim in
advertisements, particularly in the context in which
defendant used these numbers. If anything was
blessed by Judge Kimball in Utah, it was the intent-
to-treat analysis using the subjects including the
dropouts. The defendant was well aware of the actual
weight loss and actual fat loss and knew that 3860
percent was based on extremely low weight and fat
losses. Therefore the defendant knew the misleading
nature of the advertisements using 3860 percent or
38.6 times.

*8 Defendant was aware that percentages can be
misleading, especially when based on small amounts,
from the comments on the article which were
conveyed by Mr. Kalman to defendant and from Dr.
Ziegenfuss in an e-mail, Exhibit 1311, discussing the
EMU study which showed 2 loss of 3.19 pounds in
the control group versus a half-pound gain in the
placebo group. These numbers are comparable to the
four and one-quarter pound fat loss that was the basis
for the 3860 percent claim. Thus, defendant was
advised that the small numbers were misleading yet
continued to use the 3860 percent claim.

The use of the 1700 percent is similarly misleading
in that weight loss of those who completed the study
is 6.9 pounds in eight weeks compared to a four and
one-half pound loss in the placebo group. Since the
body fat of all 16 who began the study only went
down by approximately four percent, actual body fat
loss would be comparable to the weight loss. What is
misleading is that the actual pounds of either weight
or fat Jost are substantially smaller than the claims for
the before-and-after subjects or the amounts people
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are expected to lose as set forth in some of the
advertisements. Therefore, both the 17 times and the
38.6 times claims are misleading because of the
expectations raised in the minds of a reasonable
consumer that these percentages apply to higher
weight losses and fat losses than were demonstrated
in the Peak Wellness study.

The Peak Wellniess study does not justify any of the
percentage comparison- between-group claims made
in the advertisements. Any reasonable consumer
reading these percentages would be misled.

THE EASTERN MICHIGAN UNIVERSITY (EMU)
STUDY AND XENADRINE XTREME MAGAZINE

The only reference to the EMU study is on page 31
of the Xenadrine Xtreme magazine which was mailed
toward the end of the class period. It says the "safety
and efficacy” of Xenadrine RFA-1 was examined.
This is false, as safety was not the purpose of the
study. The only specific claim related to the study is
“the results showed that the subjects ingesting
Xenadrine RFA-1 lost significantly more weight
(759%) and fat than those using the placebo without
eating fewer calories or changing their carb-to-protein
ratio. In addition, no negative effects were found on
resting electrocardiograms or blood lipid profiles.”
The 759 percent calculation is based on a comparison
of the weight lost in the Xenadrine RFA-1 group
(minus 3.1 pounds) as compared to the placebo group
(plus 0.44 pounds). The small total loss of weight in
eight weeks, combined with the fallacy of comparing
plus and minus numbers, makes the 759 percent claim
misleading.

This claim appears in a magazine which is 50 pages
long and this reference to the EMU study consists of
two sentences on page 31. Further, the preceding
paragraph refers to the Peak Wellness study and the
38.6 times greater fat loss claimed to have been
achieved in the Peak Wellness study. The phrase 38.6
times or 3860 percent greater total fat loss appears at
least five times in the Xenadrine Xtreme magazine.
These claims, in the context of before-and-after
testimonials of losing 63 pounds of body fat, 46
pounds of fat, and weight losses of 25 pounds and 45
pounds, along with letters indicating equally
substantial if not greater weight losses, e.g. 100
pounds (twice), 96 pounds, and "90 pounds of pure
fat," make the magazine misleading without the
reference to the EMU study, as the reader would
believe the 38.6 times relates to a weight loss or fat
loss much greater than four pounds.
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*9 There was testimony regarding a press conference
and a news release in which claims were made about
the EMU study. There was no evidence that either the
press conference or the mews release was seen or
heard by California consumers.

Therefore, notwith ding the sut ial amount of
time and effort spent on the EMU study during the
course of the trial, there is no need to discuss it
further.

THE UTAH CASE

The parties have introduced into evidence opinions
from the basic research case in Utah. The Court has
reviewed those opinions, but neither of these rulings
is binding on this Court. The Court notes that while
there was some evidence received in the Utah case,
the Utah court did not have the benefit of a six-week
trial.

PUFFING
Defendant argues that the general claims are

"puffery.” "Puffery” is a vague or general statement
on which no reasonable person would rely. To be
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Defendant was in possession of Exhibit 222.2, the
"Candidate Progress Chart" for Michael Piacentino.
This showed that on his starting the program, he
weighed 229 pounds and had 21 percent body fat.
That would give him a total of 48 pounds of body fat
as represented. At week 10, which is the time period
referred to in the advertisement, Mr. Piacentino
weighed 195 pounds and bad 8 percent body fat. That
would give him 15 1/2 pounds of body fat. That
meant that during this period, he would have lost 32
1/2 pounds of body fat, not 46 pounds of body fat as
represented, Since the total weight loss was 34
pounds, he would have lost muscle mass, not gained
it, to make up the difference in the total weight loss
between the fat loss of 32 1/2 pounds and the total
weight loss of 34 pounds. Even using the week 12
reduction to 7 percent body fat, would give a total of
about 13 1/2 pounds of body fat which would account
for about 34 1/2 pounds of body fat loss which
means, at most, Mr. Piacentino would have gained 1/
2 pound of muscle, not the 12 pounds as indicated in
the advertisement.

*10 There is no way to reconcile the affidavit
indicating 46 pounds of weight loss with either the
calculations in Exhibit 1289.1 through 1289.13 {the

actionable, there needs to be a "specific establish
claim." Thompson Medical Co., Inc. v. Ciba-Geigy
Corp. (S.D.N.Y.1986) 643 F.Supp. 1190.

The Court finds that the generalized claims in the
advertisements such as  "revolutionary new fat
burning tectmology astounds the bodybuilding world"
{Tab 1); "The most effective fat burning compound
available" (Tab 4); and "The state of the art in fat loss
technology” (Tab 8) are all puffing. Therefore, these
claims and the many similar claims are not, by
themselves, false or misleading.

Similarly, the claim of "pharmaceutical grade" or
"pharmaceutical quality" made on the labels is
puffing. Most of the experts could not even determine
what this claim meant, and while Dr. Belch, in his
survey, was able to obtain reactions from consumers,
this claim does not appear to be false or misleading.
Further, the testimony of Mel Rich supports this
claim.

THE BEFORE-AND-AFTER ADVERTISEMENTS

Defendant claims to rely upon the affidavits of the
individuals in the before- and-after advertisements to
support the before-and-after claims. In the case of
Mike Piacentino, this position makes no sense.

doc from Physical Addiction) or Exhibit
222.2. Even the weight loss of 34 pounds is
misleading because of the additional supplements
being taken by Mr. Piacentino.

Since both Mr. Chinery and Mr. Conklin were aware
of the inconsistent information, the claims in the
advertisement regarding Mr. Piacintino's fat loss and
muscle mass gain are evidence of defendant's
willingness to stretch the truth to make its product
appear to be more effective than it actually was. Both
Mr. Chinery and Mr. Conklin unsed the identical
wording that they were "confused” by the chart of the
weight loss which showed only a 34-pound weight
loss and the affidavit which showed a 46-pound
weight loss. Yet the advertisements claim a fat loss of
46 pounds plus a 12-pound gain of muscle.
Therefore, the defendant could not be relying on the
affidavit which says a weight loss of 46 pounds. If the
public does not know the difference between fat loss
and weight loss as argued by the defendant, it would
think from the advertisement that there had been a
46-pound weight loss. Since the defendant knew there
had only been a 34-pound loss, the defendant knew
this claim was false.

Evidence was introduced in the form of testimony
from Mike Piacentino and documents from Physical
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Addiction that the weight losses attributable to Karen
Curtis, Remy Feniello and Maria Korsgaard were not
accurate. There is no evidence that defendant had this
information. For each of these individuals defendant
produced an affidavit attesting to accuracy {Exhibits
2118, 2120 and 596). There is no evidence that
defendant knew that the affidavits were inaccurate.
While there is some question about the notarization of
the affidavits, as they are all notarized by the same
notary, and none of the affidavits has a date by the
notarization, this by itself is not enough to invalidate
the affidavits. More importantly, since the before-
and-after ads are misleading in the context of the
exaggerated claims of fat loss, whether the before-
and-after ads are accurate is not significant. The
advertisements are misleading in that the typical
consumer would expect dramatic weight losses based
not only on the before-and-after ad but on the
percentage fat loss claim, which a reasonable
consumer would think bears some relationship to the
amount of weight lost as shown in the before-and-
after ads. Since the actual amount of fat loss, which
forms the basis for the percentage claims was so
small, the advertisements are misleading.

In the case of Randy Martin his letter says his
transformation was five months (Exhibit 1070) rather
than the three months claimed in the advertisements.
Defendant says Mr. Martin clarified the time later and
said the weight was lost in threc months. Since the
weight loss by Mr. Martin is so great, there would be
little reason to exaggerate the time it took, and
therefore, the Court does not find the claims of weight
loss by Randy Martin to be misleading. Compare,
Christine Muller "45 pounds in 16 weeks" (Tab 13,
Exhibit 19) with television Clip 5, Christine Muller
"45 pounds in 12 weeks" with Clip 6, Christine
Muller "41 pounds in 12 weeks."

CREDIBILITY

*11 Before discussing the specific advertisements, it
is necessary to discuss the credibility of the
defendant's most important witness, Robert Chinery,
the president of defendant. He worked for Pro Source
and then left and started Cytodyne. He developed
Xenadrine RFA-1. The Court does mnot find Mr.
Chinery to be credible. Similarly the witnesses on
defendant's payroll or retainer, e.g., Kelly Conklin,
Dr. Ziegenfuss and Dr. Colker, were not credible.

This finding is particularly important in evaluating
what the defendant knew about the claims it was
making. The Court finds the defendant was well
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aware that the claims made in the early ads were not
accurate, as Mr. Chinery knew Xenadrine RFA-1 had
not been the subject of the studies, knew only
portions of the ingredients had been studied. and
knew of the different dosages. Since Mr, Chinery was
drafting the advertisements, it was his language that
was designed to mislead consumers reading the
advertisements by making a reader think that
Xenadrine RFA-1 had been tested.

With respect to the Peak Wellness study, the Court
finds Mr. Chinery was well informed of what was
going on, and that he understood the actual amounts
of weight and fat losses in the study. It appears that he
probably encouraged Mr. Kalman to use the numbers
that exaggerated the results,

With respect to the before-and-after studies, there is
no specific evidence that Mr. Chinery was aware that
the weight losses might have been exaggerated, other
than Mike Piacentino. However, given his experience
in the field, he probably knew that the affidavits were
not accurate, He knew about Mike Piacentino because
he knew about the candidate weight-loss chart, and he
should have known that Mr. Piacentino had
previously posed for an advertisement for Pro Source
as a well-conditioned body builder before he
underwent his "transformation” using Xenadrine
RFA-1 (See Exhibit 93.48).

Mr, Chinery's lack of candor can be seen throughout
the trial.

Cytodyne has consistently failed to produce
documents that could have explained things, pushed
researchers to make studies come out favorable to
them and paid money to the key people involved in
providing information to them to ensure the
information was favorable to them.

The discovery responses on the sales in California
seem to have been designed to mislead the plaintiff.
The defendant did not have any product complaints
before 2000. There were no certificates of analysis.
There were no assays. E- mails were deleted. Peak
Wellness did not have its underlying documents. Mel
Rich did not bring documents. Mr. Schiff did not
bring documents, and some affidavits appear to be
missing from the before-and-after subjects.

In addition, there are a series of mistakes, each
favorable to defendant. There are mistakes in the p-
values in the Peak Wellness study. There is a mistake
on the website. There was a mistake in citing the
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wrong journal as support in one of the
advertisements. There was a mistake in the weight-
Joss claims. There was not a patent pending.

*12 Defendant's entire approach to marketing
Xenadrine RFA-1 is epitomized by Dr. Armstrong at
page 188, line 8 of his deposition when he said that
what he was signing was "not a lie, per se."

SAFETY

A substantial amount of the trial was spent with
experts on both sides testifying regarding the safety of
Xenadrine RFA-1 or the safety of ephedrine and
ephedrine caffeine products. The issue of safety is
relevant to the express and implied claims of safety.

The Court first notes that while there should be
substantial additional investigation into any adverse
event reports and whether adverse reactions may be
caused by Xenadrine RFA-1 or the other ephedra
products on the market, it is not the role of this Court
to determine whether or not this product should be
banned. The plaintiffs do not seek to ban Xenadrine
RFA-1 from market, nor would it be within the power
of this Court pursuant to the provisions of California
Business and Professions Code section 17200 to
make such an order. Any regulation is within the
purview of the regulatory agencies and the legislature.
The Court is ruling on the issue before it in this
action: whether defendants have ged in false and
misleading advertising.

&

There have been numerous complaints submitted to
defendant, to competitors of defendant, and to the
Food & Drug Ad ation from cc who
claim they have suffered everything from transient
events, such as palpitations or high blood pressure to
strokes and heart attacks, some resulting in death, The
Court allowed these adverse events into evidence, but
only for the purpose of showing that the complaints
had been made. There was no evidence that the
complaints were truthful, ie. that the events had in
fact occurred, and no proof of any causal connection
between taking Xenadrine RFA-1 or other ephedra
products and the adverse event, although some of
plaintiffs experts testified to a connection and
pointed out the nature of ephedrine and caffeine is to
constrict blood vessels and raise heart rate, which
results in higher blood pressure, higher body
temperature which, when combined with exercise, can
result in stroke and heart attacks.

Even though there have been hundreds and maybe
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thousands of complaints regarding ephedra products,
no evidence was introduced of the number of
complaints including strokes and heart attacks that
occur in the general population nor of the number of
ephedra users. Thus, the ratio of complaints among
ephedra users could not be compared to the general
population. Recently, the Rand Report was published.
While it was referred to by some of the experts, it was
not allowed into evidence and the Court did not
consider its conclusions.

It appears that defendant has gone out of its way to
minimize the existence of any health risks that might
exist. An example of this is in the Xenadrine Xtreme
magazine. The thermogenics article by Dr. Ziegenfuss
originally contained language on the last page under
the heading, "Take Home Messages” that
recommended using the product for only four to eight
weeks and pointed out that one could expect certain
side effects such as trembling, jitters, and elevated
heart rate. These health warnings were edited out and
do not appear in the article that was published in the
Xenadrine Xtreme magazine. (Exhibit 281.7, Exhibit
2083, p.13).

*13 In light of the questions as to the safety of
ephedra products and the lack of safety studies, the
Court finds that Tabs 1, 3, 4 and 8 are misleading
because of the implied safety claims. The testimonials
from doctors in Tabs 1, 3, 4 and 8 imply Xenadrine
RFA-1 is safe, as does the reference in Tabs 1 and 3
to "outperforming dangerous prescription products.”
This finding is in addition to the reasons discussed
below that these advertisements are misleading. The
safety statements in the Xenadrine Xtreme roagazine
are false in that the safety of Xenadrine RFA-1 had
not been studied.

THE GENERIC STUDIES

The generic studies referred to in Tabs 1-6 and labels
1-3 do not support the claims made in the
advertisements or the labels. References to these
studies are misleading in that Xenadrine RFA-1 was
not tested; the Xenadrine RFA-1 formula was not
tested; the dosages in some studies are different;
some studied rats, not humans; and the ingredients are
not identical, e.g., some include aspirin (not salicin},
some include only L-tyrosine, some tested only
ephedrine; some tested ephedrine and caffeine, and
some studied synthetic rather than botanical
ephedrine. None of these differences are explained.
Therefore, it is misleading to make it appear that
Xenadrine RFA-1 was tested.
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THE PRINT ADVERTISEMENTS

The Court will now discuss the effectiveness claims
in individual advertisements.

TAB { [FN1}
FNI. The Court has admitted the notebook

g the adverti with Tabs
1-15 as Exhibit 2393,

The very first ad, Tab 1, Exhibit No. 94.3, has
several false and misleading statements. The ad says:
"Shown in studies to increase the rate of fat loss by
up to 300 percent!” Dr. Krieger, who did the study,
testified this claim was false because the study did not
measure fat loss but only weight loss. Moreover, the
clear implication is that this weight loss relates to the
product being advertised, Xenadrine RFA-1,
particularly since it says, "New. Available without a
prescription” in the corner above this phrase. The
amounts of weight loss of the two models are 68
pounds in 10 weeks and 57 pounds in 9 weeks. The
footnote in very small print says, "Joseph Isnardi (sic)
and Nancy Latarroca achieved their extraordinary
results using Xenadrine RFA-1 as their exclusive
dietary supplement to their training program.” A
reasonable consumer would assume, even though
these were extraordinary results, that he or she might
achieve results at least in the ballpark of the weight
lost by these two models.

The phrase, "Patent Pending pharmaceutical grade
formula,” is false in that there was no patent pending.
Whether this is a mistake or not, it certainly is a
mistake in favor of defendant and given defendant's
tendency throughout to exaggerate and always use the
claim most favorable to it irrespective of the
contraindications, the Court finds that phrase is false
and misleading. It further adds to the

isrep ion as to whether Xenadrine RFA-1
was being tested. Why would this formula have a
patent pending on it if it were not the formula that
was being tested?

*14 On the right-hand side of the advertisement,
there are statements from doctors juxtaposed with
statements such as "Shown in clinical studies to be
29% more effective...." Without any other reference,
it appears that it was Xenadrine RFA-1 that was
shown to be more effective. The next statement is:
“Unlike other weight loss products, Xenadrine
RFA-1's thermogenic activity is not decreased the
longer you use it. To the contrary, Xenadrine RFA-1's
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potent thermogenic fat burning effects actually
increase," followed by a citation to Astrup. This
refers to Xenadrine RFA-1's thermogenic activity, not
the ingredients in Xenadrine RFA-1 and since Astrup
tested only generic compounds, this statement is
misleading. The next quote is "Xenadrine RFA-1's
advanced thermogenic formula has been shown to
actually spare lean muscle tissue..." The citation
again is misleading because it appears that Xenadrine
RFA-1 was tested. Finally, the quote, "has been
shown to actually prevent regaining of body fat
normally associated with extreme weight loss,” with a
citation to Astrup must mean Xenadrine RFA-1
because there is no other reference. Thus, the first
advertisement is misleading.

TAB2

The second print advertisement, Tab 2, Exhibit 94.2,
"Revolutionary new fat burning technology astounds
the bodybuilding world," has quotes from
bodybuilders which were not challenged during the
litigation. In the right-hand column, the ad says:
Since its introduction to the body building scene,
Xenadrine RFA-1 has already established itself as
the most effective of this emerging generation of
sophisticated  scientific weight loss  tools!
Xenadrine  RFA-1's  potent  thermogenic
combination has been proven in more scientific
studies than virtually any other formula
(prescription or non-prescription). But Xenadrine
RFA-1's powerful effects don't stop there-in a
ground breaking study published in the
prestigious International Journal of Obesity this
potent thermogenic compound was actually
shown to spare lean muscle tissue during intense
weight loss cycles*, making Xenadrine RFA-1 the
ultimate physique transformation too}!
*Pasquali R, et al. Chronic beta receptors
stimulation prevents nitrogen loss during semi-
starvation in obese subjects. International Journal
of Obesity 13 (supplement 1): (abstract).
The second advertisement is misleading in that a
reasonable consumer would think Xenadrine RFA-1
was the product tested,

TAB3

The third print advertisement, Tab 3, Exhibit 58, is
virtually identical to the first ad except that the
before-and-after substitutes Farah Fabricatore for
Chris Sorrentino. Ms. Fabricatore lost 39 pounds in
28 days. This advertisement adds the phrase, "Lose
up to 30 pounds in 30 days with the most powerful fat
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burning compound ever developed.” It has all of the
false and misleading claims of the first advertisement,
but by adding the phrase, "30 pounds in 30 days,” it is
even more misleading.

TAB 4

*15 In Tab 4, Exhibit 97, the truth of the portion of

the advertisement with quotes from the doctors is
unchallenged by the plaintiffs. Other than safety, the
only portion which could be deemed misleading is the
portion that talks about the scientific references. It
says that the formula "is centered around a highly
advanced, research proven thermogeunic
compound..." It then says, "Xenadrine RFA-1's
revolutionary thermogenic compound has been
proven effective through a vast series of scientific
studies which offer irrefutable proof to the
extraordinary fat-burning/muscle sparing effects that
are possible. No other thermogenic formula is backed
by this number of published scientific studies!"

The clear implication of the second portion is that
Xenadrine RFA-1 bas been proven effective in
scientific tests because no other thermogenic formula
is backed by this number of tests. Further, since
Xenadrine RFA-1 "is a revolutionary new approach
to weight loss ... based on the latest scientific
research,” any reasonable consumer would believe
Xenadrine RFA-1 is the subject of the research
mentioned in the list of scientific references.
Therefore, TAB 4 is misleading.

TABS

The fifth advertisement, Tab 5, Exhibit 98.2
"Clinical studies confirm Xenadrine RFA-1's amazing
fat-burning/muscle-sparing effects” is a two-page
advertisement. The first page consists of before-and-
after pictures of Randall Hanson stating that he lost
"an extraordinary 63 pounds of body fat." The
plaintiffs have not challenged any of the claims
attributed to Mr, Hanson.

The next page, Exhibit 98.3, has four pictures on the
top of bodybuilders with quotes attributed to them.
The plaintiffs do not challenge this portion of the
advertisement. The right-hand side consists of quotes
from articles praising Xenadrine RFA-1 that are not
challenged by plaintiff. Plaintiff challenges the
portion on the left-hand column of the second page
which states,

Clinically Proven To "Bum Fat and Spare

Muscle" Xenadrine RFA-1's advance "E/C"
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thermogenic combination has been the subject of
numerous published clinical studies which offer
undeniable proof of the extraordinary fat-
burning/muscle sparing effects that are possible.
In a recent study published in the prestigious
International Journal of Obesity, this potent
compound was shown to increase the metabolic
rate by over an astounding 600%! This same
journal also published a study showing the
synthetic equivalent of this compound to increase
the total rate of fat-loss by over 300%! And in yet
another groundbreaking study, this potent
compound was shown to help prevent regaining
of bodyfar that is typically associated with
extreme weight loss. This remarkable feat is
actually made possible by way of Xenadrine
RFA-1's amazing muscle sparing effects. In other
words, preserving lean muscle tissue which is
more 'metabolically active’ than fat, the body is
left with a permanently increased metabolism
which in effect burns more calories and prevents
new fat stores from forming.

*16 Another study published in the Journal of
Pharmacology and Experimental Therapeutics
found that by adding a specific thermogenic
synergist, this combination may become over
54% more effective than virtually any other
thermogenic formula on the market” (All
empbhasis in original.)

No other thermogenic combination is backed by
this number of published clinical studies!

The heading "Clinically Proven,” followed by
references to clinical studies, is misleading in that the
reader would think that it was Xenadrine RFA-1 that
had been clinically proven, not merely some
ingredient. Since none of the studies relate to
Xenadrine RFA-1, ali of the claims except for the 300
percent attributed to "the synthetic equivalent” are
misleading (and Dr. Kreiger said only weight loss was
studied.) There is a claim that by adding a specific
thermogenic synergist, the "combination may become
over 45% more effective than virally any other
thermogenic formula on the market." The Maher
study does not appear to support this claim. Further,
Dr. Maher testified that his study did not support this
conclusion. Even though Dr. Maher is probably
biased against the defendant, the Court concludes that
this portion relating to the Maher study is misleading.

OTHER ADVERTISERS
Before discussing the rest of defendant's

advertisements, the Court will address the defendant's
argument that its claims are not misleading in light of
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competitors' claims. Defendant has introduced two
magazines for the Court to review to see the context
in which readers see the Xenadrine RFA-1 ads.
Exhibit 2376 is Flex Magazine from March 1998 and
Exhibit 2377 is Musclemag International for
February 2000. Both magazines consist of articles on
bodybuilding and bodybuilding contests with
seemingly an equal amount of advertising, primarily
for supplements designed to add muscle or lose fat.
The supplement business appears to be highly
competitive. The defendant is correct i that
consumers are bombarded with numerous
advertisements and many claims of benefit for these
products. A careful review of the advertisements,
however, shows that the advertisements for Xenadrine
RFA-1 make more specific claims than all but a
couple of the other advertisements.

Even those advertisements with specific claims are
far more candid than defendant's advertisements. For
example, Hydroxycut makes a claim that you can
burn 613 percent more fat, but in the text, it refers to
“the highly touted ECA (Ephedrine, caffeine and
aspirin) stack. This very stack is found in Hydroxycut
and has been shown in recent clinical study to elicit a
613 percent greater rate of fat loss,..." (Exhibit 2377,
p.3). The advertisement makes it clear that they are
referring to the ingredients in Hydroxycut and not
Hydroxycut itself. The Hydroxycut ad goes on to
discuss the other ingredients in Hydroxycut and their
added benefits, thus making it clear that Hydroxycut
was not the subject of the study. Further, the
advertisement refers to body fat loss in pounds and
shows Group 1, the control group, lost 1.5 pounds
whereas Group 2 "ECA stack as found in
Hydroxycut” lost 9.2 pounds. Thus, the reader is able
to see the actual weight loss being claimed.

*17 By contrast, the advertisements for Xenadrine
RFA-1 say, "Xenadrine RFA-l's revolutionary
thermogenic compound has been proven effective
through a vast series of scientific studies ... no other
thermogenic formula is backed by this number of
published scientific studies." Other claims are that
Xenadrine RFA-1's advanced "E/C thermogenic
combination has been the subject of numerous
published clinical studies .. in 2 recent study
published in the prestigious International Journal of
Obesity, this potent compound was shown to increase
metabolic rate by over an astounding 600 percent.”

As a result, any reasonable consumer would believe
that Xenadrine RFA-1 has been tested in the scientific
journals cited in the adverti . Notwitt ding
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the word, "new,” there is no way for a reasonable
consumer to know that the product did not exist in the
early '90s when some of the Journal articles were
published. While a skilled grammarian or a skilled
lawyer might find ambiguities in the } to
show that it does not specifically say that Xenadrine
RFA-1 was tested, that is not a reasonable conclusion
for a reasonable consumer. Defendant's ads are
written to leave the reader with the impression that it
was Xenadrine RFA-1 that was tested. As is shown in
the Hydroxycut ads, it is very simple to state that it is
the ingredients, or at least some of the ingredients,
that were tested in these studies. [FN2}

FN2. The Court is not finding the
Hydroxyeut advertisement to be accurate. It
is only being used to show that the
competitors are giving consumers more
information about the studies.

Contained in Exhibit 2377 is an advertisement for
another Cytodyne product called Cytoplex." This
advertisernent says that Cytoplex contains a
revolutionary compound called "Glucostatin-RFS"
which is made up of a unique blend of substrates
clinically proven to stimulate rapid and dramatic
weight loss results, even without dieting." (Emphasis
in original) It also refers to an article in the
International  Journal of Obesity that found
Glucostatin substrate number one actually increased
the rate of weight loss by over 600 percent.

The Court finds this advertisernent significant in two
respects. First, it shows that defendant is capable of
writing an advertisement that makes it clear that only
the ingredients have been tested in scientific journals
and not the product itself. Second, this appears to be
one of the products that Randall Hanson provided to
Mike Piacentino and possibly some of the other
before-and- after subjects. Since this product is
designed to increase weight loss, it would be
extremely significant to a before-and-after subject
who claims to have lost weight due to Xenadrine
RFA-1. There is no way of knowing whether the
weight loss was due to Xenadrine RFA-1, to
Cytoplex, to the other supplements, or to the
incredible workouts done by Mr. Piacentino. The
failure to disclose the consumption of other
supplements is another reason the Mike Piacentino
before-and-after  adverti are isleading.
Therefore, the Court does not need to resolve the
factual disputes regarding the photographs or the
instructions given to Mr. Piacentino.
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*18 Since the supplements came from Cytodyne to
Mr. Hanson, defendant cannot claim it did not know
that these supplements were being provided to the
before-and-after subjects. Defendant argues that Mr.
Hanson was doing before- and-after studies on many
different products and, therefore, defendant would not
know that subject was getting which supplements that
defendant provided to Mr. Hanson. The defendant
should bave known that Mr. Hanson was providing
Mr.  Piacentino with additional supplements,
including supplements that were used as meal
substitutes and therefore were used in losing weight.
Had defendant done any investigation, such as simply
asking Mr. Hanson (who was being paid by defendant
as a consultant) who was receiving which
supplements, it would have discovered this fact. See
People v. Forest E. Olsen (1982) 137 Cal.App.3d
137.

TAB 6 and TAB 7

Exhibit 40, Tab 6, and Exhibit 2371, Tab 7, "Take
Control," feature Nancy Latarocca losing 57 pounds
in nine weeks. Tab 6 says, "It is no wonder Xenadrine
RFA-1 is America's hottest new diet product. This
revolutionary formula is centered around an advanced
thermogenic compound shown in clinical studies to
increase the metabolism and the total rate of fat loss
by over 600 percent.”

Tab 7, after an identical first sentence says, "In a
groundbreaking double blind clinical trial, Xenadrine
RFA-1's revolutionary thermogenic formula was
shown to increase the rate of fat loss by a phenomenal
1700%!” (Emphasis in original.) Defendant used
virtually the identical language in Tab 7 to refer to 2
study on Xenadrine RFA-1 as it used in Tab 6 to
describe generic studies. This illustrates how the
reference in Tab 6 is misleading, as anyone reading
Tab 6 would think it was Xenadrine RFA-1 that was
tested.

Tab 7 has a disclaimer, "While Nancy's results were
extraordinary and go beyond what the average person
may achieve, Xenadrine RFA-1 guarantees visible
weight results in just 30 days or your money back."
However, there is no indication that Nancy's results
are six or seven times greater than the results
achieved in the Peak Wellness study. The 1700
percent claim is misleading and it is not saved by the
disclaimer.

TAB 8
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With respect to Tab 8, Exhibit 39, the middle page
appears to be the first print ad to state in bold letters,
as a headline, "Clinically proven to increase fat loss
by an unprecedented 1700 percent." This
advertisement contains both the 1700 percent greater
fat-loss claim and the claim that the subjects reduced
their total body weight by a remarkable nine percent.
Both of these claims are misleading for the reasons
discussed in the discussion of the Peak Wellness
study.

The 1700-percent and nine-percent claims are also
misleading in the context of the advertisement
showing Mike Piacentino with a 46-pound loss,
which is substantially greater than the weight loss in
the Peak Wellness study. Further, as previously
discussed, Mr. Piacentino's weight loss was not 46
pounds, nor did he drop 46 pounds of fat while
"packing on a phenomenal 12 pounds of lean muscle
mass.” Further, any before-and-after advertisement
with Mr. Piacentino is misleading because it does not
disclose the use of other supplements and, in
particular, meal-substitute supplements.

TAB9

*19 Tab 9, Exhibit 41, "You can see the difference”

says Lisa Debonis lost 48 pounds in 12 weeks and
although "Lisa's results are not typical,” the statement
that Xenadrine RFA-1 is “clinically proven to
increase fat loss by an astounding seventeen times
more than diet and exercise alone” (38.6 times in later
ads) would indicate that the clinical proof should
have been more substantial than the four pound fat
loss in eight weeks that was basis of the 38 .6 times
claim or the 6.9 pound actual weight loss. Therefore,
the advertisement is misleading.

TAB 10

Tab 10, Exhibit 52.5, features Maria Korsgaard and
claims she lost an extraordinary 25 pounds in just
three weeks. Even though her results are "not
typical," the claim that Xenadrine RFA-1 is
“clinically shown to increase fat loss by an astounding
38.6 times more than diet and exercise alone” is
misleading in this context since 25 pounds in three
weeks is so dramatically higher than the 6.9 pounds in
eight weeks that was shown in the Peak Wellness
study.

TAB 11

Tab 11, Exhibit 51, featuring Kaven Curtis (24
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pounds in three weeks), Dave Muller (30 pounds in
four weeks), and Maria Korsgaard (25 pounds in
three weeks) refers to Xenadrine RFA-1 having been
“clinically proven to increase fat loss by a
phenomenal 17 times more than diet and exercise
alone!" This claim of is followed immediately by,
"Whether you need to lose 15 pounds or 100." Thus,
anyone reading this ad would think that the 17-times
loss bears some relation to weight losses of 15
pounds to 100 pounds or to the weight losses of thee
models. Therefore, Tab 11 is misleading.

Tabs 9, 10, 11, 13, and 14 refer to weight loss in the
before-and-after pictures and then make claims about
fat loss. This appears to be an intentional attempt to
exaggerate the claims, The weight loss percentage
differences in the Peak Wellness test were
substantially lower than the fat loss percentage
differences between groups. The defendant has
argued, and from these advertisements it appears the
defendant believes, the public confuses fat loss with
weight loss. Yet the advertisements use percentage fat
loss claims to make it appear that weight loss also
will be dramatically higher for those using Xenadrine
RFA-1 compared to those using diet and exercise
alone. This is one more example of how these
advertisements are misleading.

TAB 12

The advertisement with Marshall Fanlk, Tab 12,
Exhibit 21, contains a claim of 3860 percent greater
total fat loss which is misleading. However, the small
amount of space devoted to this claim compared to
the two pages of quotes, statistics and pictures of
football stars makes this claim, in context, immaterial.
It is doubtful if a reasonable consumer would be
persuaded by the fat loss claim when there is no
mention of any of the athletes losing specific amounts
of weight or fat. The thrust of the advertisement is
that Xenadrine RFA-1 will improve performance and
make you look better, not that you will lose a specific
amount of weight or fat. Therefore, the fat loss claim
i not material and this ad is not misleading.

TAB 13

*20 Tab 13, Exhibit 67 contains the phrase,
“Clinically proven to increase fat loss by a
phenomenal 38.6 times more than diet and exercise
alone" claim. (Emphasis in original) As previously
discussed, the 38.6 times by itself is misleading and
in the context of before-and-after claims of losses of
54 pounds and 45 pounds, the 38.6 times claim is
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even more misleading. It is not saved by the phrase,
"These results not typical” because the typical results
are not shown.

The only time the actual results were shown was in
the television commercials. There was a statement on
the screen that the average weight loss was 6.9
pounds in 8 weeks. The Court is unable to find such a
disclaimer in any of the print ads. The defendant was
aware of the actual weight loss and knew it should be
letting people know the average weight loss, yet the
defendant did not use the actual average weight loss
in any of the print ads where it would be more likely
to be read than in the television ads.

TAB 14

The last advertisement, Tab No. 14, Exhibit 20,
"What a difference,” suffers from the same distortion
as the other advertisements with the 38.6 times claim
in the same advertisement with a claim of
extraordinary weight losses, in this case, Remy
Feniello's claim of losing 35 pounds in four weeks,
Therefore this advertisement is also misleading.

TELEVISION COMMERCIALS

Each side has submitted transcriptions of the
television advertisements that ran during the class
period for Spots or Clips 2, 3, 4, 5,6, 7, 10, 11 and
12. The plaintiff has also inserted clip 8. As the Court
is not certain when clip 8 ran, it is not included in this
analysis. Spot or Clip 2 and Spot or Clip 12 are in
Spanish.

As to Clips 3,4, 5, 6,7 10 and 11, each contains the
claim of "Clinically proven to increase fat loss 38
times more than diet and exercise alone." As
discussed in the analysis of the Peak Wellness study
and the print ads, this claim by itself is misleading.
This claim is even more misleading in these television
advertisements, each of which contained a claim of
substantial weight loss by the before-and-after
models. Therefore, 1 find each of the English
television cornmercials to be misleading.

In virtually unreadable small print on the bottom of
the picture in the television advertisements, there is a
statement that appears for a very brief time that the
average weight loss was 6.9 pounds in 8 weeks.
Further, anyone watching the television screen is so
distracted by the men and women moving around,
there is very little likelihood that any reasonable
consumer would read the disclaimer. The defendant's
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statements that it was attempting to have visible
disclaimers in the television ads are disingenuous and
the disclaimers do not cure the misleading nature of
the ads,

With respect to the Spanish version (Clip 2), the
before-and-after claims are the same, but there are no
disclaimers. Clip 2 contains a claim of 1700 percent
greater loss of weight. This is misleading for the
reasons discussed in the analysis of the Peak
Wellness study and particularly in the context of the
substantial weight losses in the before-and-after
claims. Further, the 1700 percent, if it was accurate,
only applies to fat loss, not weight loss.

*21 Clips 2 and 3 use Mike Piacentino and are also
misleading for the reasons discussed in the before-
and-after section.

The final television clip or spot, Number 12, merely
contains before-and-after claims, which are not be
themselves misleading. Since there does not appear to
be a specific percentage claim in this commercial, it
is not misleading.

THE LABELS

The first Xenadrine RFA-1 label says "Xenadrine
RFA-1's  advanced new thermogenic formula
represents the most sophisticated natural weight loss
technology available. Its powerful thermogenic
combination has been proven effective in numerous
scientific studies ." Exhibit 2006. Various articles are
cited to support this, Clearly the import is that
Xenadrine RFA-1 was tested. The second label,
Exhibit 2007, made a slight change by adding "E/C"
so the second sentence read, "Its powerful E/C
thermogenic combination has been proven effective
in numerous scientific studies." The listing of the
generic studies has been deleted, but that does not
cure the implication that Xenadrine RFA-1 had been
tested. The same language is contained in label
number 3, Exhibit 2004,

In analyzing the effect of the claims on the labels that
it was Xenadrine RFA- 1 that had been tested rather
than merely a component, the survey done by Dr.
Belch is helpful. I find that the Belch survey is a valid
survey and the Court is not persuaded the criticisms
of Dr. Strand.

In response to a question on labels 1, 2 and 3, the
Belch survey showed that 56 percent of the people
responding felt that Xenadrine RFA-1 had been
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proven effective in scientific studies (Exhibit 1305).

After the Peak Weliness study, the label was changed
in the fall of 1999, to read, "Xenadrine RFA-1's
advanced new thermogenic formula represents the
most sophisticated natural weight loss technology
available, Its powerful fat loss/muscle sparing effects
have been documented through published clinical
research.” Exhibit 2005. Anyone comparing the
language in the first three labels and the language in
Exhibits 2003, 2009 and 10.5, the last three labels
from fall 1999 through the end of the class period,
would not be able to tell the difference. The language
is virtually the same in the way it refers to what has
been studied and tested and with reference back to
Xenadrine RFA-1. While the last three labels are
correct insofar as Xenadrine RFA-1 itself had been
tested, the first three labels are not, and are
misleading.

The last three labels are accurate in that Xenadrine
RFA-1 was studied and fat loss and muscle sparing
results were documented. No specific claims are
made as to the results. Therefore, only the first three
fabels are misleading. The phrase "clinically proven”
by itself is not misleading, nor is "thermogenic."

WARNINGS

The label has warnings for people with high blood
pressure, and various other conditions. Even though
consumers may not know they have the conditions,
the warning advises them to consult a doctor if they
are at risk or have a family history of the listed
conditions in the warning. The Court finds that the
warning on the last label is not misleading and no
injunctive relief will be granted with respect to the
label.

CLAIMS REGARDING THE CONTENT

*22 Plaintiff has chailenged the amount of the
ingredients, their purity and specifically challenge the
amount of salacin. Defendant produced Mr. Rich, the
owner of Phoenix Laboratories who was a very
persuasive witness, even though he did not bring
documents. They also produced Mr. Schiff regarding
the methods of verifying the amounts of the
ingredients.

Plaintiff's experts came up with different results
based on testing very small amounts of the product.
Since plaintiff has the burden of proof of proving the
claims to be false, the Court finds that plaintiff has
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not carried this burden.

REMEDY
A. The Consumer Legal Remedies Act

As set forth in Civil Code section 1782, the
Consumer Legal Remedies Act (CLRA) requires that
“thirty days or more" prior to filing 2 CLRA action
"for damages" the consumer "shall" notify the
potential defendant “of the particular alleged
violations of Section 1770" and demand that he or
she "correct, repair, replace or otherwise rectify” the
goods or services alleged to be in violation of Section
1770.

The purpose of this notice is to provide and facilitate
pre-complaint  settlements of consumer actions
wherever possible and to establish the limited period
during which such settl may be accomplished
Qutboard Marine Corp. v. Superior Court {1975} 52
Cal. App.3d 30, 41.

A party can amend a complaint for injunctive relief
to allege damages. Subsection (d) provides: "Not less
than 30 days after the commencement of an action for
injunctive relief, and after compliance with
subdivision (a), the consumer may amend his or her
complaint without leave of court to include a request
for damages." Under this section, the amendment
must be filed "not less than 30 days after
commencement of the action for injunctive relief.”

The notice requirements under the CLRA are to be
“literally applied." Outboard Marine Corp. at 41. In
Qutboard, plaintiff argued "substantial compliance”,
in part, because of a letter sent several months after
the complaint was filed. The court held that literal
interpretation was the only means to comply with the
purpose of facilitating pre-settlement negotiations.
However, the court upheld the trial court's order
overruling the demurrer. The court found that
defendant effectively waived the notice provisions in
a responsive letter whereby defendant indicated they
construed the letter “as a preliminary notice and
demand under California Civil Code 1782(a)." The
court held that this statement constituted a waiver of a
known right.

In the case at bar, the Complaint was filed on June 4,
2001. Paragraph 62 includes an allegation for
damages. However, the letter giving notice was not
sent until August 29, 2001, The letter giving notice
did not comply with Civil Code section 1782, which
requires the letter to be sent 30 days prior to the
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commencement of the action and a First Amended
Complaint was never filed.

Defendant did not waive the notice requirement. The
stipulation attached at Exhibit 7 merely indicates that
plaintiff is seeking damages contained in Plaintiffs
Statement of Damages dated October 29, 2001. There
is no statement that plaintiff and defendant agree that
any damages are allowable under the CLRA cause of
action or that the damages in the stipulation are
sought under the CLRA.

*23 A demurrer was filed based, in part, on the
failure to provide notice of the CLRA. However, the
fact that Judge Hayes overruled the demurrer does not
mean that the cause of action is proper. Judge Hayes
made no finding that the notice was given or was not
required. He only overruled the demurrer. The failure
to state a cause of action is never waived. (Code Civ.
Proc., § 430.80(a)).

Based on the above, plaintiff did not properly
comply with the requirements in the CLRA for
damages. Thus, damages are not awardable under the
CLRA.

Even if the requirements of the CLRA had been met,
the only evidence regarding damages is the amount
the members of the class paid for the product. There
is no evidence of the value of what the class members
received. In order to award damages, the Court would
have to compare the difference between what the
class members paid for the product and the value of
the product they received. (Civ.Code, § 3343). The
Court has no evidence upon which to make such a
finding. Since there is no evidence that the product
has no value, the plaintiff would not be entitled to
damages under the CLRA.

B. Monetary Remedy

In fashioning a remedy under the unfair competition
law, section 17203 does not mandate restitutionary or
injunctive relief, rather it provides that the court "may
make such orders or judgments .. as may be
necessary to prevent the use or employment .., of any
practice which constitutes unfair competition ... or as
may be necessary to restore to any person in interest
any money or property .. which may have been
acquired by means of such unfair competition ."
Thus, the court has broad equitable power to create a
remedy. Cortez v. Purolator Airfiltration Products
Co. (2000) 23 Cal.4th 163, 179.
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With this in mind, the Court will first discuss
monetary remedies. Plaintiff argues that the class
should recover the entire purchase price of Xenadrine
RFA-1 from Cytodyne. Defendant argues that, at
most, the plaintiff should only recover the "net
profit."

The cases analyzing the unfair competition law
(UCL) use the term  "restitution" as well as
"disgorgement”" to describe the remedy available. A
precise definition of terms is necessary.

Restitution has been defined as "compelling the UCL

defendant to return money obtained through an unfair
business practice to those persons in interest from
whom the property was taken, that is, to persons who
had an ownership interest in the property.” Korea
Supply Company v. Lockheed Martin Corporation
(2003) 29 Cal.4th 1134, 1144-1145; citing Kraus v.
Trinity Management Services, Inc. (2000) 23 Cal.4th
116, 126-127. True restitution recaptures the direct
gain obtained by defendant in order to prevent unjust
enrichment.

Disgorgement is a remedy that is broader than
restitution. Disgorgement may be a synonym for
restitution, but more often than not, disgorgement
refers to a remedy for those who were not direct
victims of an unfair practice. In this nonrestitutionary
sense, disgorgement requires the surrender of all
profits earned as a result of an unlawful practice
regardless of whether those profits represent money
taken directly from persons who were victims of the
unfair practice. Korea Supply at 1145. After Korea
Supply, there is an issue as to whether disgorgement
in this "ponrestitutionary” sense is allowable under
the UCL.

*24 Whether one is talking "true restitution” or
"disgorgement," the measure is based upon
defendant's benefit and not plaintiff's losses. The
¥ of B and Proft Code section
17203 contemplates that the money or interest was
acquired by means of the practice. Both restitution
and disgorgement involve a return of what defendant
gained in the transaction. A party seeking restitution
"must generally return any benefit" that it has
received, Rest.2d, Contracts, § 376, com. a, § 384,
com. a.) California Federal Bank v. Matreyek (1992)
8 Cal. App. 4th 125.

The purpose behind Business and Professions Code
section 17200 is deterrence and not punishment. The
purpose is "to deter future violations of the unfair
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trade practice statute and to foreclose retention by the
violator of its ill-gotten gains." Fletcher v. Security
Pacific National Bank (1979) 23 Cal3d 442, The
court in Korea Supply discussed the purposes of the
statute in terms of deterrence:
The language of section 17203 is clear that the
equitable powers of a court are to be used to
"prevent” practices that constitute unfair
competition and fo "restore to amy person in
interest” any money or property acquired through
unfair practices. (§ 17203.) While the "prevent”
prong of section 17203 suggests that the
Legislature considered deterrence of unfair
practices to be an important goal, the fact that
attorney fees and damages, including punitive
damages, are not available under the UCL is clear
evidence that deterrence by means of monetary
penalties is not the act's sole objective. A court
cannot, under the equitable powers of section
17203, award whatever form of monetary relief it
believes might deter unfair practices. The fact
that the "restore™ prong of section 17203 is the
only reference to monetary penalties in this
section indicates that the Legislature intended to
limit the available monetary remedies under the
act.

There is no case cited by plaintiff where the
consumer was entitled in restitution to more than the
benefit to defendant. The recent case of Korea Supply
emphasized that the common law understanding of
restitution applies to Business and Professions Code
section 17200. The issue in Korea Supply is different
from this case because Korea Supply did not deal
with the measurement of restitution per se. The court
dealt with the issue of whether disgorgement was a
proper remedy for an individual action, not a class
action.

The court found that limiting the remedy to
restitution was consistent with the policies behind the
UCL to prevent practices that constitute unfair
competition and to restore to any person in interest
money or property acquired as a result of those
practices, The court found no case that approved of
nonrestitutionary disgorgement of profits as a remedy
under the UCL and clarified the semantic confusion
in these terms: "While prior cases discussing the UCL
may have characterized some of the relief available as
'disgorgement’, we were referring to the restitutionary
form of disgorgement and not to the nonrestitutionary
type."

*25 Though limiting its holding to individual actions,
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the reasoning of the case suggests a broader holding
that in any case under the UCL, nonrestitutionary
disgorgement is unavailable. The Court implies that
the only remedy available is restitution in the
traditional sense. Restitution in the common law
sense implies restoring only that which the defendant
gained in the transaction.

Other cases cited by plaintiff do not challenge this
proposition. At least two cases relied upon are
inapposite because they affirm civil penalties in favor
of the state (People v. Cappuccio (1988) 204
Cal.App.3d  750; People v. Morse (1993) 21
Cal. App.4th 259). In these cases, restitution was not
even an issue.

The case People ex rel. Bill Lockyer v. Fremont Life
Insurance Company (2003) 104 Cal.App.4th 508,
532 also dealt with a civil penalty. However, the court
also evaluated the restitution order under Business
and Professions Code section 17203. In that case, the
court found that an annuity policy was misleading,
based in part on its findings that the "premium
charge” was "unusual” and "not conspicuously set
forth” in the policy or in the sales brochures. In a
restitution order, the court ordered defendant to make
an offer of restitution to each nonsettling California
consumer (or beneficiary under the terms of the
policy), to restore the premium charge. Appellant
argued that the order did not restore the status quo but
altered the "lawful terms of the annuity contract”
because the premiwm charge itself was lawful. The
court rejected this assertion, reasoning that while the
premium charge was lawful in itself, the annuity
policy was misleading as a whole because of the
premium charge term. Thus, the court found that the
premium charge was unlawful under the UCL. The
court found that the restoration of the premium
charge thus restored the status quo. This case is not
helpful to plaintiff because nothing indicates that
defendant had to pay more than what it unlawfully
gained (except the civil penalty).

Finally, plaintiff relies on Rosales v. Citibank,
Federal Savings Bank (N.D.Cal.2001) 133
F.Supp.2d 1177. In Rosales, the plaintiff claimed that
he lost money from his bank account due to an
unauthorized withdrawal by someone else. Citibank
argued that they did not have to restore anything to
plaintiff because Citibank did not take anything from
plaintiff. However, Citibank did not reimburse
plaintiff as required by law. The court found that
Citibank thus withheld money belonging to plaintiff
and this could be "restored” to plaintiff.
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In conclusion, either under a theory of restitution or
"disgorgement," the plaintiff class is entitled to "all
money obtained" by means of the unlawful practice.
The money "obtained” here is received by the
defendant from the retailers less the amount paid by
defendant to the manufacturer. Anything more would
constitute an award of damages (i.e., making the
plaintiff "whole.")

*26 The testimony of both damage experts is that the
defendant received $16,538,328 from retailers or
direct sales. Dr. Kennedy computed the cost of goods
at $4,001,508, leaving a net to defendant of
$12,536,820. (Exhibit 2279.)

There was testimony that the sales to GNC were
understated by 25,000 units which would increase the
dollars received by approximately $400,000. There
was also testimony that defendant paid rebates of
approximately one dollar per bottle to salespeople at
GNC and there were other expenses. None of this is
documented and the Court is not allowing any of
these items. See Evidence Code section 412.

The largest deduction claimed by defendant is the
three to five million dollars of advertising that
defendant estimates it spent in California. It would be
inequitable to allow the defendant to reduce the
amount of restitution by the amount spent on the
misleading advertisements. Therefore, the Court is
exercising its broad equitable power and is not going
to allow the restitutionary amount to be reduced by
the advertising expenses.

Finally, since the Court has found virtually all of the
advertisements to be misleading, in addition to the
first three labels, there should be no reduction for
“proportionality,” assuming there was authority to
support a proportionate reduction. The purchasers of
Xenadrine RFA-1 were misled throughout the class
period and there is no justification to reduce the
amount of restitution from the total amount received
by defendant of $12,536,820.

Therefore, defendant is ordered to pay TWELVE
MILLION FIVE HUNDRED  THIRTY-SIX
THOUSAND EIGHT HUNDRED TWENTY and 00/
100 DOLLARS ($12,536,820.00) into a fund to be
distributed as ordered by this Court.

C. Injunctive Relief

Defendant argues that since it is no longer selling
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Xenadrine RFA-1 in California, there cannot be any
injunctive relief. This argument is not supported by
the statute, Business and Professions Code section
17203, which says: "any person who engages, has
engaged, or proposes o engage in unfair
competition” may be enjoined. (Emphasis Added.)
See Stop Youth Addiction, Inc. v. Lucky Stores, Inc.
(1998) 17 Cal.4th 553, 570.

Therefore, Cytodyne, its officers, principals, agents,
servants, employees, successors, assigns, and all those
in active concert or participation with them are
enjoined and restrained from disseminating or
causing to be disserinated, through any
advertisement, label, commercial or other
promotional activity, any advertising claim which
includes representations identical or similar to those
claims found to be false or misleading, either directly
or by necessary implication, whether material or not.
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ATTORNEY'S FEES
Plaintiff's counsel may apply for attorney's fees.

PRODCEDURE

If a Statement of Decision is requested, the Court
will prepare such Statement. This Tentative Decision
shall become the Statement of Decision unless within
10 days either party specifies controverted issues or
makes proposals not covered by this Tentative
Decision. The Court also requests each side to submit
proposals on how the restitution fund is to be
distributed.

2003 WL 21283814 (Cal.Superior)

END OF DOCUMENT
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Mr. WALDEN. Thank you.

Mr. FRANCE. So, if you want to follow up, in terms of assessing
what Mr. Chinery says, in view of the fact that I was at the trial
and I prosecuted that case, and also observed Mr. Chinery, Mr.
Conklin, Dr. Colker who performed these alleged studies on
Xenadrine RFA-1, at least one of them, the Peak Wellness, I ques-
tion highly what Mr. Chinery had to say.

Mr. WALDEN. All right.

Dr. Woosley, is Xenadrine considered a stimulate?

Mr. WOOSLEY. Yes.

Mr. WALDEN. And what is it and what is its purpose as a dietary
supplement for weight loss?

Mr. WoosLEY. Well, it contains ephedra and ephedrine, which is
the major stimulant.

Mr. WALDEN. Okay. And as we understand it, there may be other
ingredients contained in these ephedra caffeine dietary supple-
ments including the one I just referenced, so that is why I am ask-
ing your opinion on this. It is Tyrosine?

Mr. WoOSLEY. Tyrosine.

Mr. WALDEN. Considered a stimulant?

Mr. WoosLEY. No. It’s an amino acid which in high doses might
have pharmacologic effect, but not in the doses likely to be used in
these products.

Mr. WALDEN. Is L-carnatine considered a stimulate?

Mr. WooOSLEY. Carnatine, no.

Mr. WALDEN. Okay. What is its purpose?

Mr. WOOSLEY. It is argued. People would not agree about its pur-
pose. It is taken by many people to stimulate muscle growth, but
there is no scientific evidence that I am aware of, except in
carnatine deficiency.

There are inherited disorders where people do not have enough
carnatine, but it is very rare.

Mr. WALDEN. What properties does salicine have, that is white
oak bark or something?

Mr. WoOSLEY. It is—probably, and I would have to say that
whether the product that is put in there is exactly what the phar-
macopeia would say is often not the same. But Salicine is thought
to thought to be a salicylic acid base. It is like aspirin.

Mr. WALDEN. Can it cause bleeding?

Mr. WOOSLEY. Yes in high doses. In the doses that are there, we
do not know.

Most of these products have never been studied scientifically.

Mr. WALDEN. Because some of these say you should not take as-
pirin with them.

Mr. WoosLEY. That is theoretically correct. But, again

Mr. WALDEN. Is salicine similar to aspirin in that respect, the
way it may interact?

Mr. WOOSLEY. It is chemically similar to aspirin, but frankly we
have no idea what those drugs could do in those products because
they have never been tested.

Mr. WALDEN. No idea?

Mr. WOOSLEY. No idea.

Mr. WALDEN. Thank you, Mr. Chairman.

Mr. GREENWOOD. The Chair thanks the gentleman.
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In the absence of other members of the minority party, the Chair
will recognize the gentlelady from Colorado again for 5 minutes.

Ms. DEGETTE. Thank you, Mr. Chairman.

Mr. Vasquez, I would like to summarize your testimony a little.
Our information is that during October 1999 you received about 5
adverse event calls per day and sometimes as many as 13 daily.

Consumers called reporting massive heart attacks and strokes.
And you took calls where consumers said that their hearts were
pounding in their chests right there. You also took calls reporting
Metabolife 356 induced cardiac arrhythmia. And also with informa-
tion indicating that one out of every five adverse event calls you
received were for cardiovascular symptoms.

In addition, you received about 10 calls from emergency room
physicians and you and other Metabolife nurses faxed the
Metabolife 356 ingredient list to emergency room physicians.

During that approximately 2 plus months you worked at
Metabolife International you received 5 to 20 calls regarding heart
attack complaints associated with using Metabolife 356.

Is ";hat a pretty good summary of your experience at the com-
pany?

Mr. VAasQuUEz. Correct. Yes.

Ms. DEGETTE. Thank you.

ow, Mr. Vasquez, we were informed that you attended meetings
where Metabolife 356 adverse events were discussed. In those
meetings you told our staff that you were instructed to be on
heighten security alert in case the FDA or DEA were calling. Is
that correct?

Mr. VAsSQUEZ. Correct. Yes.

Ms. DEGETTE. And who were the instructors giving you these
warnings to be on heightened alert?

Mr. VASQUEZ. My supervisor, Mr. Daniel Rodriguez.

Ms. DEGETTE. And what did Mr. Rodriguez tell you you were
supposed to do if you received calls from the FDA or the DEA?

Mr. VAsQUEZ. Well, basically, just to be careful and if they had
any questions, transfer the call to the legal team, the legal depart-
ment of the company.

Ms. DEGETTE. And you also said that you were instructed not to
use the term “side effect” on the phone with callers. Is that right?

Mr. VASQUEZ. Correct. That was primarily because according to
Mr. Rodriguez, Metabolife 356 is a dietary supplements, that it is
not a drug. That is why he——

l\ﬁs(.) DEGETTE. So you were instructed not to say side effects,
right?

Mr. VAasQUEZ. Correct.

Ms. DEGETTE. Now you were concerned about that directive,
were you not?

Mr. VASQUEZ. Yes.

Ms‘.) DEGETTE. And did you express your reservations to the com-
pany?

Mr. VASQUEZ. Yes. I told them why is that the case. And he said,
well, because the product is a dietary supplements. And I said
well—and he told me it is a matter of legal words what to use and
what not to use. So that is why I was instructed not to use the
words side
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Ms. DEGETTE. And who was it again that instructed you not to
use that word?

Mr. VASQUEZ. Mr. Daniel Rodriguez.

Ms. DEGETTE. Thank you.

One last question, Dr. Woosley. Is citrus aurantium a stimulant?

Mr. WOOSLEY. It probably has stimulant properties. It has
chemicals in it like adrenaline. And again, these products have not
been studied adequately.

Ms. DEGETTE. Thank you.

Thank you, Mr. Chairman. And I yield back.

Mr. GREENWOOD. The Chair thanks the gentlelady.

The Chair recognizes himself for 5 minutes.

Dr. Zipes, can an otherwise healthy person die from simply tak-
ing an ephedra supplement?

Mr. Z1PES. Mr. Chairman, the answer to that is yes. The adrena-
line response if excessive, can make a normal heart create this
rhythm called fibrillation that produces sudden death. We know
this from many instances. We know this in animal studies.

I can take a normal dog or pig and produce this with an exces-
sive dose of adrenaline. And we know it from the clinical studies
as well.

So without any question the answer is yes.

Mr. WoOSLEY. Mr. Chairman, if I may?

Mr. GREENWOOD. Please do.

Mr. WoosLEY. Can I make one other point? We have heard men-
tion of “massive heart attack” taking adrenaline, taking the
ephedra compounds. And we have heard palpitations. In actual fact
those are probably linked, because when the lay public speaks of
a massive heart attack, it is usually due to this ventricular fibrilla-
tion. It is not an actual heart attack, per se, but it is this abnormal
heart rhythm that kills approximately 450,000 people in the United
States every year. And it is the immediate sudden death, someone
dying quite rapidly.

So it is one end of the extreme of the palpitations where they
may be symptomatic from irregular heart beats that when it gets
so severe, produces fibrillation and sudden death, which is often
called a massive heart attack.

Mr. GREENWOOD. That triggers a question in my mind. Under
what circumstances of someone dying like that would there nec-
essarily be a coroner’s examination and an inquiry that would de-
termine whether, for instance, a product like ephedra was in that
person’s body? I would think that, it would seem to me that the
rules for when you necessarily have an autopsy and coroner’s ex-
amination do not necessarily apply to people having heart attacks?

Mr. WoOSLEY. That is correct. Only if someone were suspecting
a drug like ephedra would you do the appropriate blood tests to try
to document how much was in the blood stream.

Mr. GREENWOOD. Someone like myself could get up in the morn-
ing, take one or two of these pills, or whatever it is, go to the gym,
be doing the usual workout, have a heart attack and not—it would
seem to me it would not be necessarily likely that anybody would
ever search the contents of my stomach. They just said, oh, he is
52 years old and heart attack.
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Mr. WoOSLEY. That is exactly right. And if an autopsy were done
in an otherwise normal individual, there would be nothing found
hn thctla heart that would indicate that this was, indeed, ephedra in-

uced.

One other point we have not made that needs to be made, and
that is the drug ephedra can interact with other drugs that the pa-
tient may be—the individual may be taking for appropriate medical
reasons. In addition, there may be underlying heart disease in a 52
year old might have underlying coronary disease that might pre-
dispose to developing this ventricular fibrillation and sudden death
when now having the added stimulus of ephedra.

Mr. GREENWOOD. Thank you.

Let me address a question to you, Ms. Crosse.

Some have said that your report about the Metabolife call
records demonstrated that Metabolife 356 is safe when used as di-
rected. Is this true?

Ms. CroOSSE. No, we did not take an overall judgment about the
safety of Metabolife 356, but we did point out that the reports in
the call records contained information that pointed to some serious
adverse events that occurred with users of this product. Many of
the call records, however, did not contain the necessary information
that would allow you to draw a conclusion about an individual
user. However, we did see that the consumers of this product were
using it, by and large, within the recommended guidelines on the
product label. Over 90 percent of those who experienced a serious
adverse event used the product within the recommended dose. Over
70 percent used the product within the recommended duration—
and those are for those who were having the most serious side ef-
fects, the most serious adverse events associated with the product.

For those who were having less serious or potentially serious ad-
verse events, over 90 percent of those users reported that they
were within both the dose and duration that was recommended on
the product label.

Mr. GREENWOOD. Let me address a question to Ms. Culmo. In
your capacity were you ever aware of a company using the results
of a study conducted with regard to one product and then trying
to misapply to another product?

Ms. CuLmo. Yes. In the Texas Department of Health public dock-
et there is one particular study that on at least, I think it is 4 situ-
ations, companies used the same report and just whited out the
name at the top of the report, typed in their name and submitted
it tofour docket. So, yes, there is definitely examples of that and
proof.

Mr. GREENWOOD. Okay. I thank the panel.

Mr. Bechler, you had a comment that you would like to make.

Mr. BECHLER. Yes, I do.

Mr. Chairman, I would like to thank everybody for their testi-
mony and the professionals that they have here. I would like to
thank all of you up there for being here to try to get this situation
taken care of.

And T just wanted everybody to know that I hope that Mr. Rig-
gins and my son did not die in vain, and that you all take this into
consideration before anybody else dies, that we do something about
it now.
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Mr. GREENWOOD. Well, you can count on that, sir.

We thank you very much for both Mr. and Mrs. Bechler and you
Mr. Riggins, for what we know is an extraordinarily excruciatingly
difficult thing to do. We would not bring you here unless we in-
tended to take this very seriously. And as someone has said, I
think it might have been Ms. Culmo, that let us not do another in-
vestigation, another study and just recycle this thing. We are going
to try to get to the end of this story. And the appropriate end of
this story very shortly.

We thank you very much.

The Chair notes we have a series of votes that may take another
hour plus. The Chair regrets that, but that is the way things work
here.

So we are going to thank this panel, excuse this panel. But we
would ask that if any of the expert witnesses are able to remain
with us, if their travel plans permit, to remain with us because we
may want to call upon you again.

But we will return in about an hour to bring forward this second
panel. Thank you again.

[Brief recess.]

Mr. GREENWOOD. The meeting will come to order.

The Chair apologizes for what we know is a torturously long
pause in our activities, but it is one in which we have no choice.

And I will call forward our second panel, Mr. Michael Ellis, Mr.
David Brown and Mr. Daniel Rodriguez. Please come to the witness
table, gentlemen.

Michael Ellis is the founder and Director of Metabolife Inter-
national. David Brown is a former President of Metabolife. And
Daniel Rodriguez is the head nurse working at Metabolife handling
consumer complaints.

They are all here with us today pursuant to a subpoena.

On July 3, 2003 the committee invited these three individuals to
voluntarily testify at this hearing, but they declined.

On July 10 of this year the subcommittee authorized subpoenas
to be issued to compel their appearance, which were subsequently
issued by Chairman Tauzin and served. My understanding is that
these witnesses will rely on their Constitutional right not to testify
at today’s hearing and will not provide any evidence or testimony
to this subcommittee.

I believe that this privilege, which is the only basis upon which
a witness may refuse to cooperate with an inquiry by this House,
the People’s House of Representatives, should be personally exer-
cised before the members as is our standard practice in such cases.
That is why we have insisted on the appearances of Mr. Ellis, Mr.
Brown and Mr. Rodriguez today.

Given the importance of their testimony to this subcommittee’s
fact-finding processes, I would hope that these men might recon-
sider their decisions to invoke their Fifth Amendment rights today
and decide to cooperate with this critically important investigation.

Mr. Ellis, Mr. Brown, Mr. Rodriguez, I know that each of you is
represented by counsel today who will advise you with respect to
your appearance, as is your right under the rules of the House and
the rules of the committee.
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Mr. Ellis is represented by Andrew Robertson of the law firm
LaBella & McNamara.

Mr. Brown is represented by Gordon Greenberg of the law firm
McDermott, Will & Emery.

And Mr. Rodriguez is represented by Lee Blalack of the law firm
O’Melvaney & Myers.

As such I understand that each of you is aware that the sub-
committee is holding an investigation hearing today and in doing
so, has the practice of taking testimony under oath. At this time
would you please, stand, raise your right hand and I will swear you
in.

[Witnesses sworn.]

Mr. GREENWOOD. Okay. You may please be seated.

The Chair will then recognize himself for questioning of the wit-
nesses.

Oh, I am sorry. You are now under oath and you may give a 5
minute oral statement for the record if you choose to. Does anyone
choose to do that? Apparently not.

TESTIMONY OF MICHAEL ELLIS, FOUNDER AND DIRECTOR OF
METABOLIFE INTERNATIONAL; DAVID BROWN, FORMER
PRESIDENT OF METABOLIFE; AND DANIEL RODRIGUEZ,
HEAD NURSE, METABOLIFE

Mr. GREENWOOD. The Chairman then will recognize himself for
questioning of the witness. My first question is for Mr. Ellis.

As the one time president of a company selling supplement prod-
ucts ingested by millions of consumers, did Metabolife ever conduct
any studies on the risks associated with use of its product
Metabolife 356 or did you put sales above safety?

Mr. ELLIS. I respectfully decline.

hMr. ?GREENWOOD. Would you please push the button your micro-
phone?

Mr. ELLIS. Thank you. I am sorry.

Mr. GREENWOOD. That is quite all right.

Mr. EvLis. I respectfully decline to answer that question in this
proceedings based upon my privilege against self-incrimination, sir.

Mr. GREENWOOD. Okay. Let me be clear. Are you refusing to an-
swer the question on the basis of the protections afforded to you
under the Fifth Amendment to the United States Constitution?

Mr. ELLIS. Yes, sir.

Mr. GREENWOOD. And will you invoke your Fifth Amendment
rights in response to all of our questions today?

Mr. ELLIS. Yes, sir.

Mr. GREENWOOD. Then you are excused from the witness table
at this time. But I advise you that you remain subject to the proc-
ess of the committee and that if the need is such, then we may re-
call you.

Mr. ELLIS. Thank you, sir.

Mr. GREENWOOD. You may be excused.

My next question is for Mr. Brown.

Mr. Brown, welcome.

As the one time president of a company selling supplement prod-
ucts ingested by millions of consumers why did it take several
years for Metabolife to send into the FDA the 14,000 customer com-
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plaint call records, many of them involving serious adverse medical
events after years of insisting that Metabolife had received no such
complaints.

Mr. BROWN. Mr. Chairman, members of the committee, under
normal circumstances I would be happy to be here with the com-
mittee and answer all of your questions. Unfortunately, due to an
investigation by the Justice Department in California, I think it
would be inappropriate for me to answer your questions today.
And, therefore, I am going to follow the advice of my attorney and
out of prudence decline to answer the committee’s questions today
based upon my rights under the Fifth Amendment of the Constitu-
tion.

Mr. GREENWOOD. Very well said. And that is indeed your right.
But let me clear, are you refusing to answer the question on the
basis of the protections afforded to you under the Fifth Amendment
to the United States Constitution?

Mr. BROWN. Yes, sir.

Mr. GREENWOOD. Okay. And will you invoke your Fifth Amend-
ment rights in response to all of our questions today?

Mr. BROWN. Yes.

Mr. GREENWOOD. Then you are excused from the witness table
at this time. But I advise you that you remain subject to the proc-
ess of the committee and that if the committee’s need is such, then
we may recall you.

Mr. GREENBERG. Mr. Chairman, one housecleaning matter if I
may.

We submitted 4 letters to the committee for its consideration. We
would request that those 4 letters be part of the record of today’s
proceedings, please.

Ms. DEGETTE. Reserving the right to object. We have not seen
the letters.

Mr. GREENWOOD. The gentlelady would like to preserve her
right. We will provide her with all of the letters, the four letters.

Ms. DEGETTE. Thank you, Mr. Chairman.

Mr. GREENBERG. Thank you, Mr. Chairman.

Chairman TAUZIN. Mr. Chairman, I will also make an inquiry of
the Chair. When a witness refuses to testify under the protection
of the Fifth Amendment, is that witness permitted to enter infor-
mation into the record by way of letter when that witnesses refuses
to make personal comments or to answer questions before this com-
mittee?

Mr. GREENWOOD. I am advised, Mr. Chairman, that the question
is a pertinent one. We will review the letters and we will advise
Mr. Brown and his attorney as to our conclusion on that matter.

Chairman TAUZIN. I simply, if the Chair will continue to yield,
I simply would like to in the intervening time pose an objection, if
that is proper, to the introduction of testimony by way of letters to
this committee to witnesses who refuse to give oral testimony and
to answer questions before this committee for any purpose. And I
would like that objective lodged into the record.

Ms. DEGETTE. If the Chairman will yield?

Chairman TAUZIN. I think——

Mr. GREENWOOD. The Chair will yield to the gentlelady from Col-
orado.
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Ms. DEGETTE. One of the reasons I reserved the right to object
is I am not sure that—I have not seen the letters. I have no idea
what they say. But if they contain substantive testimony, a witness
cannot have it both ways; both asserting their rights to their Fifth
Amendment privilege and submitting testimony. And I would sub-
mit if these letters contain substantive testimony, the witness may
be waiving his right under the Fifth—and subject to further sub-
poena to come back to this committee and testify under oath.

Mr. STEARNS. Mr. Chairman, can I ask a question?

Mr. GREENWOOD. The gentleman from Florida.

Mr. STEARNS. Mr. Chairman, if we accept the letters, would Mr.
Brown be willing to answer questions based upon the contents of
that letter?

Mr. GREENBERG. If I may respond, Mr. Chairman?

Mr. GREENWOOD. Please do.

Mr. GREENBERG. The letters contain no substantive testimony.
They describe our position as Mr. Brown has presented and the se-
quence of events in corresponding with the committee asking the
committee to take consideration that it would not be worthwhile to
have Mr. Brown travel here for this proceedings in light of what
we were facing today. And that is the substance of our letters. No
substantive testimony whatsoever.

Chairman TAUZIN. Mr. Chairman?

Mr. GREENWOOD. Mr. Chairman.

Chairman TAUZIN. If that is the purpose of the letters, they have
no relevance to these proceedings. And I would object to their entry
into the record.

Mr. GREENWOOD. The Chair registers the objection and the let-
ters will not be made a part of the record.

And Mr. Brown is dismissed.

The next question is for Mr. Rodriguez.

Mr. Rodriguez, as the supervisor of nurses and company rep-
resentatives handling customer complaints about the Metabolife
product, some of them relating to serious adverse medical events,
did you in fact instruct these nurses and representatives not to ob-
tain from these callers critical information about these adverse
health effects?

Mr. BLALACK. Mr. Chairman, may I be heard on behalf of Mr.
Rodriguez?

Mr. GREENWOOD. You may.

Mr. BLALACK. My name is Lee Blalack, and I am counsel for Mr.
Rodriguez. As I have advised the subcommittee in a letter that I
distributed to all of the members, including staff, Mr. Rodriguez is
a witness cooperating with the Department of Justice investigation
in the Southern District of California. He has been interviewed by
the Justice Department, has given testimony to a grand jury in
that proceeding pursuant to immunity.

Given the fact that he would be testifying today under oath on
the very same subject matter about which he is giving cooperative
testimony in the grand jury proceeding, we asked the subcommittee
to consider a grant of immunity to permit him to testify today.
That request was denied, and we submitted to the Chair an affi-
davit from Mr. Rodriguez attesting that if he was compelled to ap-
pear, he would have to assert his Constitutional rights against self-
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incrimination under those circumstances. And that if he was com-
pelled to appear, he would not be provide any substantive answers
to questions.

Under those circumstances, Mr. Chairman, we think it is appro-
priate that the subcommittee, as is its right, to test that claim if
it sees appropriate, but to do so under its rules in Executive Ses-
sion under Rule 11(k)(5). Because under those circumstances the
testimony would—the purpose of the question would have no mean-
ing except to expose him to ridicule and defaming him in the con-
text of his community at home with the press, quite frankly. And
so under Rule 11(k)(5) which states whenever a witness, it is as-
serted by a witness that the evidence or testimony that the witness
would give at a hearing may tend to defame, degrade or incrimi-
nate, then such testimony upon a majority vote of the sub-
committee may be taken in Executive Session.

And, Mr. Chairman, we would request that that be invoked at
this time. And we do not wish to offer any substantive testimony
or evidence into the record. We would like to enter into the record
transcripts from prior hearings at the House and the Senate in
which this procedure has been employed to move into Executive
Session for purposes of taking the assertion of the Fifth Amend-
ment privilege of a witness away from the cameras and the media.

Mr. WALDEN. Mr. Chairman, I have a motion at the desk.

Mr. GREENWOOD. The gentleman will suspend.

The witness, Mr. Rodriguez, has invoked Rule 11, clause (2)(k)(5)
of the rules of the House of Representatives which provides that
whenever it is asserted by a witness that the evidence or testimony
the witness would give may tend to defame, degrade or incriminate
the witness, the subcommittee must vote as to whether to continue
to proceed with receiving such testimony in open session or wheth-
er it should go into executive session to hear such testimony.

The Chair now recognizes Mr. Walden for the purpose of offering
a motion.

Mr. WALDEN. Mr. Chairman, I have a motion at the desk.

Mr. GREENWOOD. The Clerk will read the motion.

The CLERK. Motion by Mr. Walden. Mr. Walden moves that the
testimony of the witness invoking his Fifth Amendment privileges
not to testify may not tend to defame, degrade or incriminate such
a witness, and that therefore the subcommittee should remain in
open session.

Mr. GREENWOOD. The Chair recognizes himself on the motion.

It is the Chair’s legal view upon consultation with committee
counsel that this rule is inapplicable in situations in which it is
clear by the witness’ own prehearing communications with the
committee that the witness will not provide any evidence or testi-
mony at all, but will instead invoke his Fifth Amendment right not
to testify in response to any and all questions posed by the sub-
committee.

The witness in this case has claimed through counsel that the
very act of asserting his Fifth Amendment rights may tend to de-
fame, degrade or incriminate him. I strongly disagree with this as-
sertion based on the longstanding constitutional rule and the judi-
cial context that no negative inference may be drawn from a wit-
ness’ assertion of his Fifth Amendment rights.
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The Chair would thus urge all members to vote to continue this
proceeding in an open session and would recognize any other mem-
ber at this point for purpose of debate on this question. Any mem-
bers choose to be recognized? Hearing none, the Chair

Ms. DEGETTE. Actually, Mr. Chairman?

Mr. GREENWOOD. The gentlelady from Colorado is recognized.

Ms. DEGETTE. Is the purpose of this motion to say that the com-
mittee—or maybe I can ask the author of the motion.

Mr. WALDEN. Certainly.

Ms. DEGETTE. Is the purpose to say that it is the committee’s po-
sition that whenever a witness invokes a Fifth Amendment privi-
lege not to testify, it is our determination that does not defame, de-
grade or incriminate that witness?

Mr. GREENWOOD. Yes.

Ms. DEGETTE. In that case, Mr. Chairman, I would ask unani-
mous consent that the word “may” from the second line be changed
to “does.” I do not think the motion is grammatically correct as
written.

Mr. WALDEN. I will leave it to the grammarians as long as it ac-
complishes the same thing. I have no problem with that.

Mr. STEARNS. Mr. Chairman, I like the word “may” better. 1
think it is appropriate. I think the staff did a better job with the
word “may.”

Ms. DEGETTE. Staff’s agreeing it should be “does.”

Mr. STEARNS. The staff thinks it should be “does”?

Ms. DEGETTE. Yes.

Mr. GREENWOOD. The Chair would propose

Chairman TAUZIN. Mr. Chairman, if I could?

Mr. GREENWOOD. Does the gentlelady withdraw her suggestion?
The Chair would ask that she would, insofar as counsel has

Ms. DEGETTE. I will withdraw it, but I think it is grammatically
incorrect.

Mr. WALDEN. Mr. Chairman? Mr. Chairman, my understanding
is this wording tracks exactly what is in the House rules.

Mr. GREENWOOD. The gentlelady insists upon her wisdom, but
agrees to withdraw her objection.

Ms. DEGETTE. That is better.

Mr. GREENWOOD. Okay. Hearing no further debate, we will put
the question on the motion. All in favor say aye.

[Vote]

Mr. GREENWOOD. All opposed no. The Clerk will call the roll?

The CLERK. Mr. Bilirakis?

[No response]

The. CLERK. Mr. Sterns.

Mr. STEARNS. Aye.

The. CLERK. Mr. Sterns votes aye.

Mr. Burr?

[No response]

The. CLERK. Mr. Bass?

Mr. BAss. Aye.

The. CLERK. Mr. Bass votes aye.

Mr. Walden?

Mr. WALDEN. Aye.

The. CLERK. Mr. Walden votes aye.
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Mr. Ferguson?

[No response.]

The. CLERK. Mr. Rogers?

[No response.]

The. CLERK. Mr. Tauzin?

Chairman TAUZIN. Aye.

The. CLERK. Mr. Tauzin votes aye.

Mr. Deutsch?

[No response.]

The CLERK. Ms. DeGette?

Ms. DEGETTE. Aye.

The. CLERK. Ms. DeGette votes aye.

Mr. Davis.

Mr. DAVIS. Aye.

The. CLERK. Mr. Davis vote aye.

Ms. Schakowsky?

Ms. SCHAKOWSKY. Aye.

The. CLERK. Ms. Schakowsky votes aye.

Mr. Waxman?

Mr. WAXMAN. Aye.

The. CLERK. Mr. Waxman votes aye.

Mr. Rush?

[No response.]

The. CLERK. Mr. Dingell?

[No response.]

The CLERK. Mr. Greenwood.

Mr. GREENWOOD. Aye.

The. CLERK. Mr. Greenwood votes aye.

Mr. GREENWOOD. The Clerk will report the roll.

The. CLERK. Mr. Chairman, there are 8 ayes, no nays.

Mr. GREENWOOD. The motion carries. The subcommittee will con-
tinue to proceed in open session, and I will renew my question to
Mr. Rodriguez.

Mr. Rodriguez, as the supervisor of nurses and company rep-
resentatives handling customer complaints about the Metabolife
product, some of them relating to serious adverse medical events
did you in fact instruct these nurses and representatives not to ob-
tain from these callers critical information about these adverse
health events?

Mr. RODRIGUEZ. Mr. Chairman and members of the committee,
on advice of counsel I do respectfully submit my rights under the
Fifth Amendment to not testify.

Mr. GREENWOOD. That is your right. Let me clear now, Mr.
Rodriguez. Are you refusing to answer the question on the basis of
the protections afforded to you under the Fifth Amendment to the
United States Constitution?

Mr. RODRIGUEZ. Yes, Mr. Chairman.

Mr. GREENWOOD. Okay. And will you invoke your Fifth Amend-
ment rights in response to all of our questions here today?

Mr. RODRIGUEZ. Yes, Mr. Chairman.

Mr. GREENWOOD. Then you are excused from the witness table
at this time, but I advise you that you remain subject to the proc-
ess of the committee and that if the committee’s need is such, then
we may recall you.
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Mr. BLALACK. Mr. Chairman, will the request that I made that
the transcripts from the other hearings be entered into the record,
will that be granted or denied?

Mr. GREENWOOD. The gentleman is advised that you may submit
your documents to counsel. We will review them, but they will not
be inserted into the record.

Mr. BrALACK. Okay. Thank you.

Mr. GREENWOOD. The Chair thanks from the gentleman.

And the Chair now calls forward the patient panel III witness.
Mr. Russell Schreck, Chief Executive Officer of Metabolife Inter-
national; Mr. Robert Hermann, Vice President Metabolife Inter-
national, Dr. Carol Boozer, Obesity Research Center, St. Luke’s
Roosevelt Hospital in New York; Mr. Robert Chinery, President of
Cytodyne Technologies; Mr. Kelly Conklin of Cytodyne Tech-
nologies; Dr. Carlon M. Colker, M.D., Chief Executive Officer and
Medical Director of Peak Wellness, Inc. in Greenwich, Connecticut;
Mr. Robert Occhifinto, President of NVE Pharmaceuticals, and; Ms.
Roseann Fox, Customer Service Representative of NVE Pharma-
ceuticals.

We welcome all of our witnesses. Again, we do thank you for
your patience. We know this has been a long day and we will try
to move expeditiously from this point forward.

I believe that you have been advised, and if not I will advise you,
that this is an investigative hearing and it is the practice of this
subcommittee to take testimony under oath. Do any of you object
to giving your testimony under oath today? Seeing no such objec-
tion, I would also advise you that pursuant to the rules of this com-
mittee and pursuant to the rules of the House, that you are enti-
tled to be represented by counsel. Do any of you wish to be rep-
resented by counsel today?

Okay. Let’s start with Mr. Schreck. Do you?

Mr. SCHRECK. Yes, I am.

Mr. GREENWOOD. Would you advise the committee of the name
of your counsel?

Mr. SCHRECK. Lee Blalack.

Mr. GREENWOOD. Okay. Mr. Blalack.

Mr. Hermann, your counsel?

Mr. HERMANN. Yes, Mr. Chairman. Lee Blalack.

Mr. GREENWOOD. The same gentleman?

Mr. HERMANN. Yes, sir.

Mr. GREENWOOD. Dr. Boozer?

You’'ll each have to push the buttons on your mike. Okay. Try
that. That’s much better.

Dr. Boozer. Mr. Chairman, I have with me today Mr. James
Hamilton and Ms. Pamela Davis.

Mr. GREENWOOD. Very well.

And do you gentleman or lady wish to be represented by counsel
today? Okay.

In that case, I would ask if you would all—oaky. I'm sorry. Mr.
Chinery, do you have counsel?

Mr. CHINERY. Yes, Mr. Chairman.

Mr. GREENWOOD. Would you identify your counsel please?

Mr. CHINERY. Hunter Carter and Shane Friedman.

Mr. GREENWOOD. Very well. Okay.
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And Mr. Conklin, you do as well?

Mr. CONKLIN. Yes, sir. It is Steve Kenilman and Shane Fried-
man.

Mr. GREENWOOD. Very well.

Mr. Colker?

Mr. COLKER. John Wickman and Hunter Carter.

Mr. GREENWOOD. Mr. Occhifinto?

Mr. OccHIFINTO. William Teller.

Mr. GREENWOOD. And Ms. Fox?

Ms. Fox. William Teller.

Mr. GREENWOOD. Very well. Okay.
. Nz)lw I would ask if you would please stand and raise your right

ands.

[Witnesses sworn.]

Mr. GREENWOOD. Okay. You are all under oath and we will begin
with Mr. Schreck, you are invited to offer your testimony, sir. And
you need to make sure your microphone is on.

TESTIMONY OF RUSSELL SCHRECK, CHIEF EXECUTIVE OFFI-
CER, METABOLIFE INTERNATIONAL; ROBERT HERMANN,
VICE PRESIDENT METABOLIFE INTERNATIONAL; CAROL
BOOZER, OBESITY RESEARCH CENTER, ST. LUKE’S ROO-
SEVELT HOSPITAL; ROBERT CHINERY, PRESIDENT,
CYTODYNE TECHNOLOGIES; KELLY CONKLIN, CYTODYNE
TECHNOLOGIES; CARLON M. COLKER, CHIEF EXECUTIVE OF-
FICER AND MEDICAL DIRECTOR, PEAK WELLNESS, INC.;
ROBERT OCCHIFINTO, PRESIDENT, NVE PHARMA-
CEUTICALS; AND ROSEANN FOX, CUSTOMER SERVICE REP-
RESENTATIVE, NVE PHARMACEUTICALS

Mr. ScHRECK. Chairman Greenwood and members of the sub-
committee, my name is Russell Schreck. And I am the President
and Chief Executive Officer of Metabolife International.

Metabolife is one of the leading companies in the dietary supple-
ment industry. It is my privilege to appear before the sub-
committee today to discuss the many important issues of consumer
choice and health that pertain to our industry.

At the outset, Mr. Chairman, I should note for the record that
I have been with the company for a very short time and may need
to rely on my colleague for certain instances.

I am proud to be a part of Metabolife. I know that one of the
most important things that have occurred since I have been part
of the company is the enormous time and resources its spent to co-
operate with the committee.

One of the reasons we have cooperated so extensively with the
subcommittee is that we hope that your inquiry would dispel some
of the public confusion surrounding dietary supplements containing
ephedra. We are, obviously, quite sensitive to the concerns that
have been expressed regarding the proper marketing and use of
ephedra products, including by the Bechler family and Mr. Riggins
this morning. Speaking as a parent for 10 children, I can tell you
that myself and Metabolife express our deepest sorrow and sym-
pathy to these families.

Our genuine concern notwithstanding, these events do not shake
us from our firm belief in the safety and efficacy of our products.
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Our company markets one of the largest weight control—one of the
leading weight control supplements, a product called Metabolife
356. It is not for everyone, as we clearly state on our label. The
FDA and the NIH recently commissioned a study by the Rand Cor-
poration which found that dietary supplements containing ephedra
such as Metabolife 356 are effective at supporting short term
weight loss. Moreover, the Rand study noted that no serious ad-
verse events were reported in the 52 clinical trials.

The FDA had previously found that synthetic ephedrine is gen-
erally safe and effective at doses of 150 milligrams per day in the
over-the-counter drug such as asthma remedies. By comparison,
our label on Metabolife 356 establishes a daily serving limit of no
more than 96 milligrams per day of ephedrine alkaloids. And be-
cause Congress had the foresight to pass the Dietary Supplement,
Health and Education Act of 1994, millions of consumers have been
able to take advantage of ephedra products to achieve their weight
loss goals. We estimate at Metabolife that for the 5 year period
ending August 2002 we have sold approximately 50 million bottles
of Metabolife 356 containing approximately 4.5 billion tablets.

Mr. Chairman, we take the questions about safety and efficacy
of our products very seriously. So even though we believe that our
products are safe, our company has a longstanding policy of prohib-
iting the sale of Metabolife to minors. We do not market Metabolife
356 as an alternative illicit street drug and we have not promoted
our product as a means of athletic enhancement.

Anyone who has read our label know that we go to great lengths
to inform our customers about the proper use of our products. And,
aﬁ you can see, the label has been put on the stand in the corner
there.

We make it quite clear in our label that ephedra products are not
to be sold or used by minors and that customers with preexisting
medical conditions should consult a physician before product use.

We also make clear to our customers on that label that exceeding
the recommended serving may cause serious adverse health effects,
including heart attack and stroke.

Metabolife does not oppose regulation and strongly believes that
the FDA should adopt and implement a strong science based regu-
lation that would restrict promotional claims, mandate serving lim-
its and generally require companies to act responsibly when manu-
facturing and selling their products. I say science based because we
know, as you do, Mr. Chairman, that the debaters surrounding
ephedra can be very emotional. We do not believe that the FDA
should regulate based on anecdotes or emotions, but rather should
rely on science.

And as the Rand study noted, no serious adverse effects were re-
ported in the 52 clinical trials.

I hope that industry and policymakers can work together to pro-
mote the safe use of a product that millions and millions of Ameri-
cans find helpful to struggle to maintain their weight.

Thank you, Mr. Chairman. I would be pleased to answer any
questions you may have.

Mr. GREENWOOD. Thank you, Mr. Schreck.

Mr. Hermann, you are recognized for your opening statement,
sir.
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TESTIMONY OF ROBERT HERMANN

Mr. HERMANN. Thank you, Mr. Chairman, for the opportunity to
address the subcommittee. My name is Bob Hermann. I am Vice
President of Operations for Metabolife. I've been in this position
since January 2000 and I have been an employee of Metabolife for
about a little over 3% years.

My primary responsibility is for the company’s manufacturing fa-
cility and manufacturing process. Day in and day out Metabolife
employees in California and Utah work to ensure that our products
are both effective and safe. I can personally attest to the rigorous
quality control measures that are performed on all of our products,
including Metabolife 356. Despite the fact that final rule estab-
lishing good manufacturing process for dietary supplements has
not been issued yet, Metabolife has voluntarily implemented strin-
gent quality control procedures, including batch-testing, which
meet or exceed the FDA’s requirement for food GMPs.

As Mr. Schreck has already indicated, Metabolife does not oppose
reasonable regulation of the marketing and the use of dietary sup-
plements containing ephedra. In fact, our label makes clear, we al-
ready prohibit the sale of Metabolife 356 to minors; we specify
maximum serving limit consistent with available clinical evidence;
and we utilize blunt warning statement to advise people with pre-
existing medical conditions to seek the counsel of a health care pro-
fessional before using our product. To, to be clear, Metabolife wel-
comes prudent regulation. We ask only that it’s grounded on the
rigors of clinical evidence, rather than the hearsay of anecdotal re-
ports.

Mr. Chairman, some of our critics have suggested that anecdotal
reports maintained by the FDA and call records kept by Metabolife
provide compelling evidence that ephedra poses a safety hazard.
We, obviously, disagree. We continue to believe the consumer re-
ports cannot substitute for well-controlled scientific studies. How-
ever, you need not take our word for it.

Your own investigators at the General Accounting Office re-
viewed the so called adverse event reports maintained by the FDA
and, in 1999, concluded that the reports were unreliable, incon-
sistent and incapable of establishing causation. And, just a few
months ago, the GAO reported on its analysis of the consumer calls
recorded by Metabolife from May 1997 to July 2002. As you know,
Mr. Chairman, Metabolife voluntarily produced call records from
our health information line for GAO’s analysis. The GAO found,
and I quote, “We cannot establish that any of the adverse events
reported in the Metabolife International call records were caused
by the use of Metabolife 356...adverse event reports by themselves
are generally not sufficient to establish that a health problem was
caused by the use of a particular product.”

But for those who reject GAO’s analysis and continue to put
great stock in these reports, it is imperative to appreciate some es-
sential context about our call record. One of the most important
facts to understand is that Metabolife’s consumer information line
was never intended to be a reporting system for adverse health
events. The information line was merely intended to be a means for
our customers to ask general questions about the proper use of our
products and to assist them in weight loss questions. As a con-
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sequences, it should not be surprising that, between 1997 and
2002, only about 3 of every 100 calls pertained to health-related
issues. Moreover, based on the GAO’s count, only about 6 out of
1,000 of these health-related calls pertained to significant health
allegations, such as stroke or heart attack. In other words, a tiny
fraction of 1 percent of all recorded calls to the consumer’s informa-
tion line were considered significant.

When these figures are considered and compared to approxi-
mately 4.5 billion tablets of Metabolife sold during this same pe-
riod, one can see why the GAO concluded that anecdotal call
records are inadequate to establish a causal link between an ad-
verse health outcome and ephedra-containing dietary supplements.

To appreciate how misleading anecdotal records truly are, I en-
courage the subcommittee to compare reports about other com-
monly used products, such as aspirin and acetaminophen, the ge-
neric name for Tylenol. For example, in the year 2001 alone, the
American Association of Poison Control Centers received thousands
of anecdotal reports of health problems associated with aspirin and
acetaminophen. In that 1 year, there were more than 17,000 re-
ports to the Poison Control Centers involving aspirin, including
over 6,000 reports of health problems and over 66 reports of death.
The numbers are even more striking for acetaminophen, 56,000 re-
ports, including 10,000 reports of health problems and over 120 re-
ports of death. Despite these glaring numbers, I think most of us
would agree that aspirin and Tylenol are safe when taken as di-
rected.

Of course, these statistics do not provide a causal link between
these products and these health outcomes. But these statistics do
highlight the folly of attempting to craft a meaningful regulation
on what the GAO called “unreliable” evidence. Secretary Tommy
Thompson noted this exact point in a letter to the Public Citizen
in June of last year when he stated that “the reports alone do not
provide a scientific basis for assessing the safety of ephedrine alka-
loids or establish a link between the reported adverse events and
the ingestion of ephedrine alkaloids.” We agree, Mr. Chairman.
Clinical trials, not call records from consumers, are the only sound
method to evaluate the safety and efficacy of dietary supplements
containing ephedra. To my knowledge, there is not a single well-
controlled clinical study which demonstrates that ephedra supple-
ments are unsafe when taken as directed.

I am proud of our company and employees. We believe that we
offer our customers valuable tools in their efforts for weight con-
trol. As a person most directly in charge of manufacturing, I can
assure this subcommittee that none of us at Metabolife would ever
permit the sale of a product that would did not feel confident about
taking ourselves or giving to our families.

Mr. Chairman, I am pleased to be here today and I am prepared
to answer your questions.

Mr. GREENWOOD. Thank you, Mr. Hermann.

Dr. Boozer, you are recognized for your opening statement.
Please make sure your microphone is on as well.



103

TESTIMONY OF CAROL BOOZER

Ms. BoOzER. Mr. Chairman, members of committee and Con-
gresswoman Davis Thank you for your invitation to speak to you
today. I am Dr. Carol Boozer. My doctorate in science and nutrition
is from Harvard University, School of Public Health. I am presently
on the faculties of the Institute of Human Nutrition, in the Depart-
ment of Medicine at Columbia University and at the New York
Obesity Research Center at St. Luke’s-Roosevelt Hospital.

I currently receive significant research support from the National
Institutes of Health grants. My career has been devoted to research
in the areas of nutrition and obesity, which unfortunately is cur-
flentlblrl at epidemic levels, with the intention to prompt public

ealth.

My interest in this issue is through my role as a scientist who
is the principle investigator in two of the very few clinical trials of
ephedra/caffeine combinations. My position today is to promote the
role of science in the policymaking process in general and in this
issue in particular.

The sudden death of any individual is tragic to the family and
friends and a loss to the country. The effort to reduce the number
of these tragedies and promote public health should be the highest
priority. Reports of serious adverse events related to the use of
ephedra must be taken seriously, and they are useful in pointing
to areas that require research. However, they do not constitute sci-
entific proof of an association between ephedra consumption and
injury.

Scientists have carefully considered the methodology required to
show causality. The “gold standard” method in clinical studies is
the randomized, double-blind, placebo-controlled trial.

The two clinical trials of ephedra-containing products that I con-
ducted both used this method to assess the efficacy for weight loss
and safety. An expert statistician provided codes to randomize sub-
jects to two groups. Since none of the research staff involved in the
study knew the codes, there was no way that they could bias the
results by treating one group differently from the other during the
study. Only after the study was completed and after the data had
been entered into the computer spreadsheets was the code broken
by the statistician who analyzed the data. Any differences that
were found could thus be attributed to the treatment.

Dr. Heymsfield who testified this morning was a co-author on
one study and a co-investigator on the other one. Our papers were
transparent with regard to the compounds studied.

Subject selection, numbers and reasons for dropouts. I agree with
Dr. Woosley that it would be unethical to have tested individuals
who were not healthy. In other words, we tested people whom we
could ethically test.

The two studies together included 234 men and women who were
overweight, but otherwise healthy. One study continued for 8
weeks, the other for 6 months. In both studies, those receiving the
herbal treatment lost more body weight and body fat and had im-
proved blood lipids compared with those receiving who placebo. No
individual in either study experienced serious adverse event. In
both studies, the herbal groups had increased heart rate and slight-
ly increased blood pressure relative to placebo groups. Heart irreg-
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ularities were not increased. Drop-out rates were similar in the two
groups in both studies, but in the 8-week study, the reasons given
for dropping out of the herbal treatment group included more self-
reported side effects, primarily palpitations. In the 6-month study
the drop-outs due to side effects were very few and were similar
between the two groups. The side effects reported most by subjects
in the herbal groups were: dry mouth, insomnia, headache and
heartburn.

After the study was completed I discovered a bottle of capsules
from the study that had been mislabeled. I therefore personally ex-
amined each of the remaining 326 bottles and reported to the Jour-
nal and to the FDA my findings along with the statistical analysis
showing that low level of error, 1.6 percent, could not significantly
alter the results or conclusions of the study.

Studies were both published in the International Journal of Obe-
sity following peer review by experts in the area subsequent to
publication. There have been attacks on the studies by the media
and others.

The public is not well served by suppression of scientific studies.
The validity of scientific study does not depend on agreement of
outcome with preconceived expectation. While no study is perfect,
these studies were conducted without pressure from the industry
for a predetermined outcome, as evidenced by their contractual
agreement to publication of results regardless of outcome. The
studies were conducted with impartiality that was assured by the
randomized, double-blind, placebo-controlled design. As noted, they
were subjected to peer-review and published in a reputable sci-
entific journal.

While efficacy of ephedra in promoting weight loss is now estab-
lished, the safety of herbal ephedra is not proven for different pop-
ulations or with different usage. More research is required to deter-
mine effects in people who are not healthy, who consume ephedra
at levels above those studied, or who take it longer than 6 months,
or use it in combination with prescription or illicit drugs. But, at
present, there is no scientific data proving that consumption of
ephedra/caffeine combinations for weight loss are unsafe, when
consumed in accordance with appropriate warning labels.

Additional research on the effects of ephedra on weight loss and
in other areas, such as athletic performance, is clearly needed. I
urge those who are responsible for policy to promote unbiased re-
search and to be guided by its findings.

I'll be happy to answer questions.

[The prepared statement of Carol Boozer follows:]

PREPARED STATEMENT OF CAROL BOOZER
INTRODUCTION

Thank you for the invitation to speak to you today. I am Dr. Carol Boozer. I re-
ceived my doctorate of science in nutrition from Harvard University, School of Pub-
lic Health. I am presently on the faculties of the Institute of Human Nutrition, in
the Department of Medicine at Columbia University and at the New York Obesity
Research Center at St. Luke’s-Roosevelt Hospital in New York. I have received re-
search funding from the National Institutes of Health and have served on NIH
study sections and as an NIH site visit reviewer. I currently receive significant re-
search support from NIH grants. My career has been devoted to research in the
areas of nutrition and obesity with the intention to promote public health.
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EPHEDRA STUDIES

Issues relating to ephedra are highly controversial. My interest in this issue is
through my role as a scientist who was the principal investigator in two of the very
few clinical trials of the efficacy for weight loss and safety of herbal ephedra/caffeine
combinations. My position today is to promote the role of science in the policy mak-
ing process in general and in this issue in particular.

The sudden death of any individual is tragic to the family and friends and a loss
to the country. The effort to reduce the number of these tragedies and promote pub-
lic health should be the highest priority. Reports of adverse events related to the
use of ephedra must be taken seriously, and they are useful in pointing to areas
that require research. They do not constitute scientific proof of an association be-
tween ephedra consumption and injury. The reason why such reports cannot prove
cause and effect is easily understood by the following example. If a city is consid-
ering whether installation of a traffic light has reduced accidents at a dangerous
intersection, both the accident rate before the installation, the “background rate”
and the rate after installation must be known. However, even if both rates are
known, a difference in rates might not be due to the light itself since other factors
such as weather, condition of the road, or the opening of a bar in the area could
affect the rate. A reduction in the accident rate following installation of the light
cannot, in and of itself, prove that the light caused the change.

Methodology

Scientists have carefully considered the methodology required to show causality.
The “gold standard” method in clinical studies is the randomized, double-blind, pla-
cebo-controlled trial. Randomization is a process whereby individuals are assigned
to treatment groups in such a way that the two groups are similar in all other char-
acteristics, except for the treatment under study. This controls for the possibility of
even unknown factors affecting one group differently from the other. Double-blind-
ing insures impartiality, since throughout the study neither the participants nor the
investigators know the treatment group of any participant. Finally, inclusion of a
placebo group allows assessment of the background rate, in a group that is similar
in all aspects to the treatment group, except for the treatment under study.

The two clinical trials of ephedra-containing products that I conducted were both
randomized, double-blind, placebo-controlled studies undertaken to assess the effi-
cacy for weight loss and safety of herbal/ephedra combinations. A statistician not
involved in carrying out the studies provided the randomization codes using a sys-
tem that would maximize the chance that placebo and treatment groups would on
average be similar in characteristics such as age, body weight, gender distribution,
income, education, etc. Since none of the research staff involved in the study knew
the codes, there was no way that they could bias the results by treating one group
differently from the other during the study. Only after the study was completed and
after the data had been entered into computer spreadsheets was the code broken
by the statistician who analyzed the data. The data for the group receiving the
ephedra was then compared with the data for the group receiving placebo. Since the
groups were similar at the start of the study and followed the same protocol with
the exception of the treatment, herbal ephedra/caffeine or placebo, any differences
that were found could be attributed to the treatment.

These two studies were the only clinical trials of ephedra and ephedrine that were
given the highest ranking for quality in the recently published Rand Report.?

Results

The two studies together included 234 men and women who were overweight, but
otherwise healthy. Half received herbal ephedra/caffeine and half placebo. One
study continued for 8 weeks, the other for 6 months. In both studies, those receiving
the herbal treatment lost more body weight and body fat and had improved blood
lipids compared with those receiving placebo. No individual in either study experi-
enced a significant adverse event (defined in the scientific community as death,
heart attack, stroke, etc.). In both studies, the herbal groups had increased heart
rate and slightly increased blood pressure relative to placebo groups. Heart mon-
itors, used in the 6-month study, showed that herbal treatment did not increase
heart irregularities. Drop-out rates were similar in the herbal and placebo groups
in both studies, but in the 8-week study, the reasons given for dropping out of the
herbal treatment group included more self-reported side effects (primarily palpita-
tions). In the 6-month study, the numbers of individuals who dropped out due to

1Shekelle P, M Hady, Morton SC, et al. Ephedra and Ephedrine for Weight Loss and Athletic
Performance Enhancement: Clinical Efficacy and Side Effects. Evidence Report/Technology As-
sessment, Number 76, AHRQ Publication No 03-E022, 2003.
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side effects were very low and were similar between the two groups. The side effects
reported more frequently by all subjects in the herbal groups compared with placebo
groups were: dry mouth, insomnia, headache and heartburn.

Reaction

These studies were published in the International Journal of Obesity.2:3 Prior to
publication, experts in the field critically reviewed each paper and made rec-
ommendations to the editor as to the validity of methods, interpretation of results
and scientific importance, a process called peer-review. Subsequent to publication,
there have been attacks on the studies by the media and others.4

The public is not well served by suppression of scientific studies. The value of sci-
entific study does not depend on agreement of outcome with preconceived expecta-
tion. While no study is perfect, these studies were conducted without pressure from
the industry sponsors for a predetermined outcome, as evidenced by their contrac-
tual agreement to publication of results regardless of outcome. The studies were
conducted with impartiality that was assured by the randomized, double-blind, pla-
cebo-controlled design. They were subjected to peer-review and published in a rep-
utable scientific journal.

Rejection of scientific data in favor of anecdotal stories is inconsistent with the
advancement of knowledge or responsible public health policy. The Rand Report re-
viewed approximately 20,000 adverse event reports.5 They classified events as “sen-
tinel” if they provided three things: 1) documentation that the event did occur, 2)
documentation or toxicological evidence that the subject had consumed ephedra
within 24 hours prior to the adverse event, and 3) evidence that an adequate inves-
tigation had assessed and excluded other potential causes. Only 21, approximately
1 in 1,000 reports, reached this level and only two of these were deaths.6

One estimate of ephedra consumption in the United States was 12 million people
in 1999.7 Among such a large number of people, some adverse events would occur
whether or not individuals were taking ephedra. Data from the U.S. Government’s
Division of Vital Statistics estimates the death rate from heart disease alone to be
roughly 1 in 5,500 even in young individuals, age 25-44 years.8 Among the millions
of people consuming ephedra, the background rate of deaths and other serious ad-
verse events would be in the thousands, many fold higher than the 21 documented
sentinel events. That is why the Rand Report states that “classification as a sentinel
event does not imply a proven cause and effect relationship.”®

While efficacy of ephedra in promoting weight loss is established, it is not my po-
sition that the safety of herbal ephedra is proven for different populations or with
different usage. Additional research would be required to determine effects in people
who are not healthy, or who consume ephedra at levels above those studied, or for
periods longer than six months, or in combination with prescription or illicit drugs.
But, at present, there is no scientific data proving that consumption of ephedra/caf-
feine combinations for weight loss are unsafe, when consumed in accordance with
appropriate warning labels.

Additional research on the effects of ephedra on weight loss and in other areas,
such as athletic performance, is clearly needed. I urge those who are responsible for
policy to promote such research and to be guided by its findings.

Mr. GREENWOOD. Thank you, Dr. Boozer.
Mr. Chinery?

TESTIMONY OF ROBERT CHINERY
Mr. CHINERY. Thank you, Mr. Chairman.

2Boozer, CN, JA Nasser, SB Heymsfield, V Wang, MS Chen and JL Solomon. Efficacy of an
herbal mixture of Ma Huang and Guarana for weight loss. International Journal of Obesity and
Related Metabolic Disorders 25:316-324, 2001.

3Boozer CN, PA Daly, P Homel, JL Solomon, D Blanchard, JA Nasser, R Strauss, T Meredith.
Herbal Ephedra/Caffeine for Weight Loss: A 6-Month Randomized Safety and Efficacy Trial.
International Journal of Obesity and Related Metabolic Disorders, 26:593-604, 2002.

4Atkinson, RL. Editorial: The herbal ephedra and caffeine debate continues. International
Journal of Obesity and Related Metabolic Disorders 26:589, 2002.

5See footnote 1.

6See footnote 1.

7Haller CA, Benowitz NL. Adverse cardiovascular and central nervous system events associ-
ated with dietary supplements containing ephedra alkaloids. New Engl J Med 343: 1833-1838,
2000.

8Minino AM and BL Smith. Deaths: Preliminary Data for 2000. National Vital Statistics Re-
ports, Vol 49, Number 12, 2001.

9See footnote 1.
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My name is Robert Chinery, and I am the former President of
Cytodyne Technologies, Inc. I appreciate the opportunity to come
before the subcommittee and address the issues surrounding
ephedra-based dietary supplements.

The tragic death of baseball pitcher Steve Bechler was the cata-
lyst for this inquiry. Our hearts go out to his wife and new baby,
his parents and entire family. Their loss must be difficult to bear.
As a husband and a father of 4, I cannot feel anything but sym-
pathy for his family and friends.

I would also like to extend my sympathies to the family of Sean
Riggins.

In an effort to understand what happened in this tragedy, we re-
tained one of the top medical examiners in the country to review
the autopsy report. Dr. Michael Baden is very well known and
highly regarded.

After review of all available records, Dr. Baden determined that
Xenadrine RFA-1P did not cause or contribute to Steve Bechler’s
death. Dr. Baden concluded, specifically, as follows: “I agree with
Dr. Perper that the cause of Mr. Bechler’s death was heatstroke.
However, 1 disagree as to the cause of this heatstroke. It is my
opinion to a reasonable degree of medical certainty that based upon
all the materials I have thus far reviewed on my training and on
my 43 years experience as a medical examiner that Mr. Bechler
died of a heatstroke precipitated by his morbid obesity , high blood
pressure and heart disease, adverse weather conditions, physical
exertion and inadequate screening, monitoring and medical super-
vision. The Xenadrine did not cause or contribute to Mr. Bechler’s
death and that proper and prompt treatment with intravenous
fluids and cold wraps immediately after he collapsed but was still
conscious may have prevented Mr. Bechler’s death.”

Numerous other medical experts have made similar public state-
ments. The death of Steve Bechler is the first time ephedra has
been blamed as the cause of a fatal heatstroke. But there is no re-
peat of heatstroke associated with ephedra in the Cantox Report or
the Rand Corporation report or in the online medical libraries. In
literally dozens of studies, ephedra-based products have been
shown to be safe when used properly.

To prevent similar or future tragedies should be the real focus
of all of us here. This focus will be lost by improperly seeking to
lay the blame on a supplement while ignoring the real factors that
may have contributed to the tragedy, such as improper medical
screening, training, and treatment by the Baltimore Orioles. It is
for these reasons that we have worked so hard to fully cooperate
with this investigation.

Cytodyne Technologies worked diligently to market its products
responsibly in the firm belief that Xenadrine RFA-1 was safe and
effective when used as directed. We took a more conservative ap-
proach with our dosage recommendation than doses used in many
of the ephedrine/caffeine studies, as well as many of the other prod-
ucts on the market. Our label included very comprehensive warn-
in,cc._l:1 language and went even beyond recommended industry stand-
ards.

We commissioned product specific studies to assess the safety
and efficacy of Xenadrine RFA-1. The product studies are not re-
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quired of our industry, and many of our competitors, most in fact,
have not done them.

Xenadrine RFA-1 is the subject of not one, but 7 independent
clinical trials for safety and efficacy. And the results of these stud-
ies were accepted for publication and published in the abstract
form or full length reports in well respected peer reviewed scientific
journals.

We retained and relied upon various experts such as a medical
doctor, Ph.D. level nutritional researchers and exercise physiologist
as well as other professionals such as regulatory experts who re-
viewed our labels. We engaged Dr. Carlon Colker, a respected phy-
sician as a consultant for medical and academic advice.

In response to a small number of customer complaints beginning
in the year 2000 I asked Dr. Colker to work with our company and
the customers to learn about such complaints and act as a referral
source. Although Congress has not required companies like ours to
document or report complaints, we did adopt the policy and prac-
tice to record and preserve that information.

Our policy was to tell any customers concerned about adverse ef-
fects to stop taking our product and seek medical advice. And we
offered the services of Dr. Colker as a referral source.

We have always listened closely to customer feedback, both nega-
tive and positive. The customer reports are well known to be unre-
liable for scientific reasons. Over almost 5 years we sold over 20
million bottles, but received only about 450 complaints. The great
majority of these complaints were for mild transient side effects.
We never had any reason to believe that Xenadrine RFA-1 caused
anything but mild transitory effects.

The available science confirms that ephedra is effective and safe
when properly used by healthy individuals. A major report by
Cantox Health Sciences International on the safety of ephedra
based products contained a comprehensive risk assessment. The
Cantox report conducted a thorough review of the available study
literature and established that ephedra is safe when used properly
according to industry recommendations.

Based on emerging new research, Cytodyne introduced a new for-
mulation which did not contain ephedra just over 1 year ago. And
at that time the decision was made to begin phasing our ephedra
product and to focus our efforts on the new formulation, which we
believe to be superior in efficacy. With the discontinuation of
Xenadrine RFA-1 earlier this year, the final phaseout was com-
pleted as planned.

Let me state emphatically that our reasons for discontinuing
Xenadrine RFA-1 were not in any way based on concerns regarding
the safety or efficacy of the product. To the contrary, it is our con-
tinued belief that the science supports the position that Xenadrine
RFA-1 is safe and effective when used as directed.

The truth is that a ephedra supplements have been used by tens
of millions of people in recent years. Unfortunately, with a popu-
lation this large there is an expected number of medical problems
that will always occur whether people use ephedra or not. It is not
appropriate to simply blame ephedra every time someone in that
population experiences a problem.
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The debate over ephedra has become a circus and to decide the
future of dietary supplements in a media frenzy would be irrespon-
sible. We are relieved that Congress is stepping in and we are con-
fident that the appropriate responsible steps will now be taken to
resolve the issue of the safety of ephedra.

As this subcommittee continues its investigation, I hope that the
massive amount of information we have already provided to you
and your staff will be helpful. And I look forward to answering
your questions.

Thank you.

[The prepared statement of Robert Chinery follows:]

PREPARED STATEMENT OF ROBERT CHINERY, JR., PRESIDENT, NUTRAQUEST INC.

My name is Robert Chinery, Jr., and I am the President of Nutraquest, Inc., for-
merly known as Cytodyne Technologies, Inc. I appreciate the opportunity to come
before the Subcommittee and address the issues surrounding ephedra-based dietary
supplements.

I have come here today to cooperate fully, as we have done throughout the inves-
tigation by this Subcommittee, even though we are no longer selling an ephedra-
based product and are no longer marketing any of the Cytodyne dietary supple-
ments.

Our decision to phase out our ephedra product was a business decision fueled by
consumer demand for new and better products, skyrocketing insurance premiums,
as well as unjustified media hype regarding ephedra. We developed, and launched
in early 2002 a new—and we think better—ephedra-free product, named Xenadrine
EFXU. That product met with a very positive response from consumers, and quickly
surpassed the ephedra-based Xenadrine RFA-15, further reinforcing our decision to
move in this direction. As a result of the overwhelming positive feedback from con-
sumers, combined with the growing anti-ephedra climate, we believed it would be
better to focus on Xenadrine EFXU. We began phasing out our ephedra product,
Xenadrine RFA-19, by ceasing advertising and promotion of it in early 2002. Pursu-
ant to this planned phase-out, we completely stopped selling it in early 2003. Let
me state emphatically that we did not discontinue the Xenadrine RFA-19 product
because we thought there was any merit to concerns regarding the safety or efficacy
of the product. To the contrary, it is our continued belief that the science supports
the position that Xenadrine RFA-15 is safe and effective when used as directed.

Cytodyne Technologies has recently transferred to another leading dietary supple-
ment company all marketing and distribution rights for Cytodyne Technologies
products, except Xenadrine RFA-19, which was discontinued.

Although we stopped selling the ephedra-based Xenadrine RFA-1°, we fully co-
operated with this investigation because I believe as a citizen, a businessman, a
husband and father, that the Congress and the American public should get the facts
in the investigation into ephedra-based dietary supplements.

In fully cooperating with the investigation, I have come here voluntarily today,
without subpoena, and have instructed our lawyers since day one in this investiga-
tion to be as helpful as possible with the Subcommittee and its staff. At great cost,
we served eleven responses and supplemental responses, produced thousands and
thousands of pages of documents, compiled data and answers for your counsel, and
came to Washington for two solid days of interviews of three witnesses. And we
have thousands or tens of thousands of pages of documents from satisfied con-
sumers, which we made available to the Committee for its inspection, and we hope
you will also consider. The Subcommittee’s requests have compelled us, and others,
to come forward, and we have accepted that responsibility.

The tragic death of baseball pitcher Steve Bechler was the catalyst for this in-
quiry. Our hearts go out to his wife and new baby, his parents, and entire family.
Their loss must be difficult to bear. He was a very young man and struggling hard
to make his place on a major league baseball team. He was an expectant father and
was newly married. As a father of four, I cannot feel anything but sympathy for his
family. My family and I, and all the people associated and affiliated with Cytodyne
g‘echgologies, express our most sincere condolences to Steve Bechler’s family and
riends.

In an effort to understand what happened in this tragedy, we retained one of the
top medical examiners in the country to review the autopsy report. Dr. Michael Ba-
den’s sworn opinion is submitted to the Subcommittee as a part of this statement.
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Dr. Baden is very well-known and highly regarded. Dr. Baden examined the avail-
able information and determined that Xenadrine RFA-1U did not cause or contribute
to Steve Bechler’s death. Dr. Baden concluded, specifically, as follows:

I agree with Dr. Perper that the cause of Mr. Bechler’s death was heat stroke.
However, I disagree as to the cause of this heat stroke. Mr. Bechler’s poor
health, vigorous exercise in hot, muggy weather, severe obesity, abnormal fatty
liver, untreated high blood pressure, and enlarged heart are competent factors
in and of themselves to be causes of heat stroke. The coincidental toxicologic
finding of ephedrine, which is not known to produce heat stroke, in my opinion
should not have been linked to the death by the medical examiner—just as the
anedi}(lzal examiner did not link the finding of increased level of DHEA to his

eath.

It is my opinion, to a reasonable degree of medical certainty, based on all of
the materials I have thus far reviewed, on my training and on my 43 years ex-
perience as a medical examiner, that Mr. Bechler died of a heat stroke precip-
itated by his morbid obesity, high blood pressure and heart disease, adverse
weather conditions, physical exertion, and inadequate screening, monitoring
and medical supervision; that Xenadrine did not cause or contribute to Mr.
Bechler’s death; and that proper and prompter treatment with intravenous
fluids and cold wraps immediately after he collapsed but was still conscious
may have prevented Mr. Bechler’s death.

It should be highlighted that the death of Steve Bechler is the first time ephedra
has been blamed as the cause of a fatal heat stroke. There is no report of heat
stroke associated with ephedra in the Cantox Report or the RAND Corporation re-
port or found in the online medical libraries. In literally dozens of studies, ephedra-
based products have been shown to be safe when used properly.

To prevent future or similar type tragedies should be the real focus of all of us
here. This focus will be lost by improperly seeking to lay the blame on a supplement
or an industry while ignoring the real factors that caused or contributed to the trag-
edy, such as improper medical screening, training, and treatment by the Baltimore
Orioles. It is our hope that when the true factors come to light proving ephedrine
was not the cause of Mr. Bechler’s death, that appropriate and reasonable measures
will be taken to prevent tragedies like this in the future.

I take the subject of dietary supplements very seriously. I became involved in the
supplement industry because I have used the products myself and have experienced
their benefits firsthand. After seeing the benefits, it became my passion. I have per-
sonally taken ephedra and caffeine products, including our Xenadrine RFA-1U, and
it was effective for me. My wife, our family, and many of our friends have also taken
and enjoyed the benefits of Xenadrine RFA-15. Over time, our product became one
of the most successful in the dietary supplement industry. Our company has re-
ceived inspiring feedback from tens of thousands of people who have lost weight and
have improved their quality of life using Xenadrine RFA-15.

In the early 1990’s, I worked for a company that sold an ephedra-caffeine product.
I was encouraged as I listened to our customers, who were struggling to lose weight
and found the ephedra-caffeine combination products very helpful. Weight loss is
difficult. America’s weight problems are steadily getting worse.

The Centers for Disease Control has posted on its website some very powerful sta-
tistics that show Americans are increasingly overweight. As of the year 2000, the
prevalence of obesity among U.S. adults was 19.8 percent, which is a 61 percent in-
crease since 1991. In 2000, 38.8 million American adults could be classified as obese,
defined as having a Body Mass Index, or BMI, of 30 or more. Between 2000 and
2001, obesity climbed from 19.8 percent of American adults to 20.9 percent of Amer-
ican adults. Currently, more than 44 million Americans are considered obese accord-
ing to the BMI index; that is, they have a BMI greater than or equal to 30. This
reflects an increase of 74 percent since 1991.

Fighting this struggle is emotionally difficult for many people. When something
works, it makes a meaningful difference in their lives. That is why, after the first
supplement company I worked for was sold, I researched many different dietary
supplements and reviewed scientific literature preparing to market a new weight
loss product that provided meaningful benefits. Based on the volumes of existing re-
search supporting its safety and efficacy, it seemed clear that a product centered
around the ephedrine-caffeine combination offered the best potential.

Those numerous clinical studies showed what we still know today, that the ephed-
rine-}claffeine combination is one of the few combinations that help people lose
weight.

Cytodyne Technologies started out as and remains a small business. We had until
recently ten employees. The good men and women of Cytodyne Technologies in-
volved in marketing Cytodyne Technologies’ products did so responsibly, in the firm
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belief that Xenadrine RFA-10 was safe and effective when used as directed. We took
seriously the scientific and other information we learned as we marketed Xenadrine
RFA-19, and relied as appropriate on experts and scientific studies. To develop and
make Xenadrine RFA-1Y, we hired a very reputable manufacturer, run by an experi-
enced pharmacist, that has manufactured hundreds of other nutritional supple-
ments. I was personally familiar with this manufacturer and their expertise from
my experience working in the dietary supplement industry. Their products were
well-regarded. We felt that this company stood out because they were licensed to
make over-the-counter drugs, followed good manufacturing practices, and had a
higher level of attention to quality control and a higher quality of product overall.

Although we relied initially on the clinical studies of the ingredients ephedrine
and caffeine, we took a more conservative approach than utilized in those studies
by implementing a substantially lower dosage of ephedrine and caffeine than what
was used and shown to be safe in those studies. Our label included the most com-
prehensive warning language and went even beyond industry standards. It warned
customers to consult a physician before using if they were at risk for certain specific
conditions.

We commissioned product-specific studies in marketing our product. Product-spe-
cific studies are not required of our industry and many of our competitors—most
have not done them. We took that step, though, a total of seven times. We think
we helped start a trend in the right direction and our tests demonstrate our efforts
to be responsible. These were independent, product-specific, double-blind, random-
ized, and placebo-controlled (or, in one case, compared to a prescription product).
The results were accepted for publication and published in abstract form or full-
length reports in well respected, peer-reviewed scientific journals such as the Inter-
national Journal of Obesity. In each study, Xenadrine was shown by statistically
significant data to be effective for weight or fat loss within the confines of the study.
These studies were also designed to measure certain specific safety criteria, such as
vital signs, blood chemistry, blood pressure and EKGs. submissions be made a part
of this record.

We retained and relied on various experts, such as a medical doctor, Ph. D.-level
nutritional researchers and exercise physiologists, as well as other professionals,
such as regulatory counsel who reviewed our labels. We engaged Dr. Carlon Colker,
a respected physician, as a consultant after his firm, Peak Wellness, completed the
first scientific study on Xenadrine RFA-12. We wanted someone with his high level
of knowledge and background as a consultant. He provided guidance on a number
of technical issues, and kept us advised of developments in research and in the die-
tary supplement industry.

When we received our first complaint alleging a serious adverse health effect, in
June of 2000, I asked Dr. Colker to work with our company and the customers to
learn about such complaints and act as a referral source so that we could better un-
derstand the information. We believe we are the only company that used a medical
doctor in this way.

Many stories in the press have focused on customer complaints, as opposed to sci-
entific studies, to allege that ephedra causes serious adverse effects. Although Con-
gress has not required companies like ours to document or report complaints, we
did adopt a policy and practice to record and preserve that information. We had a
policy and practice in place that any customer complaint of an adverse health effect
was directed to Mr. Conklin, who reported directly to me. Our policy was to tell any
customer concerned about adverse effects to stop taking our product and seek med-
ical advice, and we offered the services of Dr. Colker as a referral source. We distin-
guished ourselves from many other companies by having this system.

When asked by the Food and Drug Administration to respond to Adverse Event
Reports, we asked Dr. Colker to help us prepare the responses. Dr. Colker gave us
his assessment of information he received about customers who called him with
medical complaints, and he did not conclude that Xenadrine caused any serious ad-
verse health effects.

Cytodyne Technologies was advised and believes that the complaints are anec-
dotal and do not indicate that Xenadrine RFA-1" was unsafe, or caused any serious
adverse effects for several reasons. Customer reports are well-known to be unreli-
able for scientific reasons. The General Accounting Office has issued two reports,
one in July 1999 and one earlier this year, concluding that adverse event reports
and customer call records do not prove cause and effect. Over almost five years, we
received a very small number of complaints compared to the volume of our sales.
We sold over twenty million bottles—over a billion servings—but we received only
about 450 complaints, including many during the recent months of great media at-
tention. The great majority of those complaints were for transient, mild side effects.
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We always took customer complaints seriously. Since I started this company, I
have listened closely to customer feedback, both negative and positive. We never
had any reason to believe that Xenadrine RFA-1” caused anything but mild, transi-
tory effects. We believed this because we relied upon professionals and studies.

During the time we were selling Xenadrine RFA-1U, we did not become aware of
any reliable scientific studies finding that there were safety problems with ephedra
products. Rumors, news stories, and unscientific information began to circulate with
greater frequency, but we did not find that kind of information reliable, nor did our
medical consultants.

Instead, the available science confirms that ephedra is effective and safe when
properly used. A major report by Cantox Health Sciences International on the safety
of ephedra-based products contained a comprehensive risk assessment. The Cantox
report conducted a thorough review of the available study literature and established
that ephedra is safe when used properly according to industry recommendations.
The recent RAND Corporation report also confirms that ephedra works for mild to
moderate weight loss. The RAND Corporation concluded (like the General Account-
ing Office did) that adverse event reports are not reliable to support any conclusions
about effects caused by dietary supplements. The RAND Corporation report con-
cluded that there is insufficient evidence to conclude that ephedra poses an immi-
nent health hazard and that further studies need to be conducted.

In comparison to the complaints relating to adverse effects, we received thousands
and thousands more responses from satisfied customers praising the benefits of
Xenadrine RFA-19. We sent out and received back tens of thousands of customer
satisfaction survey forms, and only a tiny number of them mentioned any dis-
satisfaction or adverse effects.

We also welcome a chance to respond publicly to news about a recent ruling in
a class action lawsuit against us in California. We were surprised and dismayed by
the California state court’s decision because the judge in that case disregarded the
rulings of a federal judge in Utah in 2000, who found the same advertising claims
challenged in California were true and not misleading. That federal judge conducted
days of hearings and heard the evidence. He approved the reliability and com-
petence of Dr. Colker’s clinical study on Xenadrine RFA-1Y. Naturally, we relied
upon that decision in believing that our advertising was legal, true and not mis-
leading.

Another major error, we believe, in the California case was the total lack of any
evidence that the public was misled. There was no evidence concerning what con-
sumers took away from our ads, nor that consumers were misled. It is our position
that the judge substituted his personal opinion for hard evidence. We believed, and
a federal judge ruled in our favor, that our advertising claims were true and not
misleading. We will appeal this decision and we are confident that it will be re-
versed.

We are just as hopeful that this Subcommittee will fairly consider the information
we have presented and be guided by the reliable scientific information and not be
caught up in the media hype.

The truth is that ephedra supplements have been used by tens of millions of peo-
ple in recent years. Unfortunately, with a population this large, there is an expected
number of medical problems that will always occur whether those people used
ephedra or not. It is not appropriate simply to blame ephedra every time someone
in that population experiences a problem. It is unfair, unscientific, unreliable and
is an injustice to the right of the American people to make their own choices. The
debate over ephedra has become a circus, and to decide the future of dietary supple-
ments in a media frenzy would be irresponsible. We are relieved that Congress is
stepping in and we are confident that the appropriate responsible steps will now be
taken to resolve the issue of the safety of ephedra.

As this Subcommittee continues its investigation, I hope that the massive amount
of information we have already provided to you and your staff will be helpful, and
I look forward to answering your questions.

Mr. GREENWOOD. I thank you, Mr. Chinery.

The Chair would advise the members of the committee, the wit-
nesses and the audience that we do have a vote in progress. Unlike
the last time we left you and did not return for 2% hours, we will
recess now. We should be back in about 15 minutes.

[Brief recess.]
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Mr. GREENWOOD. Mr. Conklin, I believe that you are next. And
you are recognized to give your opening statement. And make sure
that microphone is facing you and turned on, please.

TESTIMONY OF KELLY CONKLIN

Mr. CoNKLIN. Thank you, Mr. Chairman.

My name is Kelly Conklin, I am a consultant to Cytodyne LLC
and, until very recently, I worked for Cytodyne Technologies, Inc.,
which is now known as Nutraquest, Inc. Cytodyne LLC recently ac-
quired the rights to market Cytodyne Technologies’ products, ex-
cept for Xenadrine RFA-10, the ephedra-based dietary supplement,
which was discontinued as of February this year. Although we did
not have very formal titles, I served as the Director of Public and
Customer Relations for Cytodyne Technologies, Inc. I began work-
ing part-time for Cytodyne Technologies in 1997, while I was still
employed as a Police Officer for the Dover Township, New Jersey,
Police Department. I graduated from the New Jersey State Police
Academy first in my class in the academic and physical compo-
nents.

While I worked at Cytodyne Technologies, one of my responsibil-
ities was to deal with customers who contacted us with concerns
about possible adverse effects that they experienced while taking
Xenadrine RFA-15. Beginning sometime in early 2000, Cytodyne
Technologies received such complaints and Mr. Chinery, the owner
of Cytodyne, asked me to take responsibility for handling the com-
plaints. We received very few complaints initially. When, in June
2000, we received our first complaint of a potentially serious ad-
verse effect, Mr. Chinery arranged for us to be able to refer such
customers to Dr. Carlon Colker, and for Dr. Colker to review that
com({)lgint and provide us with any guidance or information that we
needed.

We tried to continue to improve over time the way we took infor-
mation from callers. Many consumer calls or correspondence were
not specific enough for us to determine whether Xenadrine RFA-1U
was even used, to document the effect reported, or to ascertain in-
formation about other possible causes. Sometimes, the consumer
indicated improper use of the product, pre-existing conditions that
they thought might account for the reported event, or other infor-
mation indicating that the connection to Xenadrine RFA-1CU may be
missing.

Since we at Cytodyne were not medically trained, however, we
engaged Dr. Carlon Colker to help us understand and deal with
customer complaints of alleged adverse effects. By engaging a med-
ical doctor to guide us in this regard, we felt we were being very
responsible. In addition, Dr. Colker provided responses for
Cytodyne Technologies concerning adverse event report forms for-
warded to Cytodyne Technologies by the Food and Drug Adminis-
tration. According to our records, the company has received com-
plaints of adverse effects from the use of Xenadrine RFA-1CU over
a several year period during which approximately 20 million bot-
tles of the product were sold, each containing 120 capsules, for a
total of about 1.2 billion servings. After an extensive review by the
company and its attorneys, our records indicate a total of just
under 450 customers contacted Cytodyne Technologies concerning
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their complaints about the use of Xenadrine RFA-10, and most of
those were for mild, transitory effects.

It was our policy and practice to advise customers that if they
were experiencing adverse effects, they should discontinue the use
of the product, and contact their physician. We made Dr. Colker
available to them to learn more about their situation and perhaps
share some information with them concerning Xenadrine RFA-1
Dr. Colker also advised us of the inherently unreliable nature of
adverse event reports and customer complaints, and that many sci-
entific studies showed ephedra-based dietary supplements to be ef-
fective and safe within the confines of the clinical studies and when
used appropriately. Nevertheless, we paid attention to the informa-
tion reported to him and reported from him to us, which we have
of course turned over to the committee in full.

I am prepared to try to answer any questions and provide this
information to Congress and the American public.

Thank you, Mr. Chairman.

[The prepared statement of Kelly Conklin follows:]

PREPARED STATEMENT OF KELLY CONKLIN, CYTODYNE LLC

My name is Kelly Conklin, I am a consultant to Cytodyne LLC and, until very
recently, I worked for Cytodyne Technologies, Inc., which is now known as
Nutraquest, Inc. (Cytodyne LLC recently acquired the rights to market Cytodyne
Technologies’ products, except Xenadrine RFA-15, the ephedra-based dietary supple-
ment, which was discontinued as of February this year.) Although we did not have
very formal titles, I served as the Director of Public and Customer Relations for
Cytodyne Technologies, Inc. I began working part-time for Cytodyne Technologies in
1997, while I was still employed as a Police Officer for the Dover Township, New
Jersey, Police Department. I graduated from the New Jersey State Police Academy
first in my class in the academic and physical components.

While I worked at Cytodyne Technologies, one of my responsibilities was to deal
with customers who contacted us with concerns about possible adverse effects that
they experienced while taking Xenadrine RFA-1Y. Beginning sometime in early
2000, Cytodyne Technologies received such complaints and Mr. Chinery, the owner
of Cytodyne Technologies, asked me to take responsibility for handling the com-
plaints. We received very few complaints initially. When, in June 2000, we received
our first complaint of a potentially serious adverse effect, Mr. Chinery arranged for
us to be able to refer such customers to Dr. Carlon Colker, and for Dr. Colker to
review that complaint and provide us with any guidance or information that we
needed.

We tried to continue to improve over time the way we took information from call-
ers. Many consumer calls or correspondence were not specific enough for us to deter-
mine whether Xenadrine RFA-1U was even used, to document the effect reported,
or to ascertain information about other possible causes. Sometimes, the consumer
indicated improper use of the product, pre-existing conditions that they thought
might account for the reported event, or other information indicating that the con-
nection to Xenadrine RFA-10 was missing.

Since we at Cytodyne Technologies were not medically trained, however, we en-
gaged Dr. Carlon Colker to help us understand and deal with customer complaints
of alleged adverse effects. By engaging a medical doctor to guide us in this regard,
we felt we were being very responsible. In addition, Dr. Colker provided responses
for Cytodyne Technologies concerning adverse event report forms forwarded to
Cytodyne Technologies by the Food and Drug Administration. According to our
records, the Company has received complaints of adverse effects from the use of
Xenadrine RFA-1U over a several year period during which approximately 20 million
bottles of the product were sold, each containing 120 capsules, for a total of about
1.2 billion servings. After an extensive review by the Company and its attorneys,
our records indicate a total of just under 450 customers contacted Cytodyne Tech-
nologies concerning their complaints about the use of Xenadrine RFA-17, and most
of those were for mild, transitory effects.

It was our policy and practice to advise customers that if they were experiencing
adverse effects, they should discontinue the use of the product, and contact their
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physician. We made Dr. Colker available to them to learn more about their situation
and perhaps share some information with them concerning Xenadrine RFA-1".

Dr. Colker also advised us of the inherently unreliable nature of adverse event
reports and customer complaints, and that many scientific studies showed ephedra-
based dietary supplements to be effective and safe within the confines of the clinical
studies and when used appropriately. Nevertheless, we paid attention to the infor-
mation reported to him and reported from him to us, which we have of course
turned over to the Committee in full.

I am prepared to try to answer any questions and appreciate the opportunity to
provide this information to Congress and the American public.

Mr. GREENWOOD. Thank you, Mr. Conklin.
Dr. Colker?

TESTIMONY OF CARLON M. COLKER

Dr. COLKER. Mr. Chairman, Congressmen, Congresswoman, my
name is Carlon M. Colker, M.D., and I welcome this opportunity
to assist this subcommittee as it looks into ephedra-based dietary
supplements. I am the Medical Director of Peak Wellness in Green-
wich, Connecticut. Peak Wellness is a center that provides a vari-
ety of services including traditional allopathic medicine, preventive
care, nutrition services and physical therapy.

I am an attending physician at Beth Israel Medical Center in
New York, and Greenwich Hospital in Connecticut.

While ephedra-based dietary supplements are appropriate for
some people, they are populations for whom I think they are not
appropriate. First, those persons who have contrary indicated con-
ditions should not take ephedra-based products, particularly with-
out being monitored by a physician. Moreover, I believe there is a
significant abuse potential among the youth and athletes.

Young people tend to fall into the scary mindset that more is bet-
ter. Although efforts are being made by responsible retailers to pre-
vent sales to minors, regulation to further prevent these types of
sales would be prudent. Similarly, in general, athletes have a sig-
nificant abuse potential in that some are willing to go to extremes
to get the edge.

Much attention has been paid for serious adverse events reports
or AERs, despite no correlation with any available scientific re-
search confirming causation. Though useful as a tool for some as-
pects of general tolerability, monitoring adverse event reports are
recognized by the Department of Health and Human Services as
being extremely limited, nonscientific and certainly not conclusive
of cause and effect.

According to the published caveats issued by the Center for Drug
Evaluation and Research, adverse event reports are not, by them-
selves, scientific and in no way prove cause and effect. For any
given report, AER, there is no certainty that the suspected drug
caused the reaction. It further warned the event AER may have
been related to the underlying disease for which the drug was
given to concurrent drugs being taken or may have occurred by
chance at the same time the suspected drug was taken.

Finally, accumulated case reports or AERs cannot be used to cal-
culate incidents or estimates of drug risk.

As far as these points apply to dietary supplements, there are
many instances to illustrate the limits of this report explained by
the Center. Numerous examples of this poor reliability can be
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found under the adverse events reporting system, AER’s Freedom
of Information Reporter, FOI.

One such example cited 877 reactions including convulsions,
vomiting chest pain, tachycardia, atrial fibrillation, high blood
pressure, myocardial infarction, shock, and numerous other serious
symptoms—all attributed to ingestion of vitamin C. Other problems
include AER reports of vitamin C “causing” visual problems, thy-
roid cancer, and even mood swings and foot fracture. So again,
while a useful tool on the level of general monitoring, the current
AER monitoring system has serious limitations in terms of accu-
rately determining cause and should be interpreted with great
care.

I suspect it is for this reason that the Department of Health and
Human Services and the General Accounting Office have consist-
ently rejected the insinuation that AERs reliably show cause and
effect and that they form any basis to prove the contention that
ephedra should be banned. In sharp contrast to this observational
data, they have historically relied on the available medical and sci-
entific clinical research During the Subcommittee’s investigation,
many references have been made to the recent death of Steve
Bechler. His death at such a young age is profoundly upsetting and
a tragedy. I feel very sad for Mr. Bechler’s wife, his baby, his fam-
ily and friends. As a physician and sports training specialist, I am
concerned when an athlete with Mr. Bechler’s significant medical
conditions, repetitive history of heatstroke, and apparent lack of
conditioning and acclimatization, is pushed or pushes himself be-
yond all reasonable limits. But as I have said in the past, I do not
believe that ephedra caused or contributed to his untimely death.
If T saw one case, just one, that conclusively confirmed that
ephedra was the cause of a serious injury or death when taken as
directed and by an appropriate otherwise healthy individual, I
would not be on this panel.

As this committee continues its inquiry on behalf of the Amer-
ican public and the Congress, I hope that my information will be
helpful to you, and I look forward to answering your questions.

Thank you.

[The prepared statement of Carlon M. Colker follows:]

PREPARED STATEMENT OF CARLON M. COLKER, PEAK WELLNESS INC.

My name is Carlon M. Colker, M.D., and I welcome this opportunity to assist this
Subcommittee as it looks into ephedra-based dietary supplements. I am the Medical
Director of Peak Wellness in Greenwich, Connecticut. Peak Wellness is a center that
provides a variety of services including traditional allopathic medicine, preventive
care, nutrition services and physical therapy. I work in health and fitness primarily
as a consultant. I am an attending physician at Beth Israel Medical Center in New
York, as well as Greenwich Hospital in Connecticut. I have been appointed by the
State of Connecticut to the posts of Assistant Medical Examiner and Probate Court
physician. I am a fellow in the American College of Nutrition, and a member of the
American College of Physicians and the American College of Sports Medicine,
among many other professional medical organizations. I received my undergraduate
degree from Manhattanville College in Purchase, New York in 1988, and became a
Doctor of Medicine after graduating from the Sackler School of Medicine in New
York in 1993, where I was class president and received a variety of honors. I com-
pleted my internship and residency in internal medicine at the Beth Israel Medical
Center in New York in 1996.

I have always had a self-awareness in health. I play sports, I work out regularly,
and I take my nutrition and sports seriously, both professionally and in my personal
life. I also take dietary supplements, and I have personally taken a variety of
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ephedra-based dietary supplements for the purpose of losing weight. I found that
they worked well for me, over and above any adjustments to my diet and exercise.
I also use ephedra-based products in my practice.

Among many other things, I have a medical practice, and we have a mission in
wellness—doing what we can to improve the quality of our patients’ lives and
health. This includes helping our patients lose excess weight and helping them get
physically fit. In that pursuit, we have been involved in evaluating and utilizing
various diet programs, exercise programs, and nutritional supplements, including
ephedra-based dietary supplements.

In 1999, we were approached by Cytodyne Technologies, Inc., to perform a clinical
evaluation of Xenadrine RFA-18. We designed a study protocol for a prospective,
randomized, double-blinded clinical trial to evaluate the product versus a placebo in
otherwise healthy overweight adults. The general intent of our study was to take
a limited look at the safety and efficacy of this compound within the confines of the
study, with the primary endpoint in efficacy being weight/fat loss.

Thirty overweight adult subjects were randomized into an eight week clinical trial
and 16 subjects received Xenadrine RFA-18. The other 14 subjects received a
matched placebo. All subjects were instructed by a Registered Dietician as to spe-
cific dieting. In addition, they were instructed in a cross-training exercise program.
Twenty-five subjects concluded the study. The Xenadrine group lost a statistically
significant amount of fat versus the placebo group. An outside, independent statis-
tical analysis was conducted by a Columbia University, Ph. D. in Biostatistics.

Blood pressure, heart rate, serum chemistry, cholesterol, glucose and caloric in-
take were measured. Serial electrocardiograms were also performed. There were no
notable changes in those safety parameters. We concluded that these findings sug-
gested that Xenadrine was safe and effective within the confines of the study.

Our research was peer-reviewed and eventually accepted for full-length publica-
tion in the April 2000 edition of the journal Current Therapeutic Research. Peer re-
view acceptance is a recognized indicator of the competency and reliability of a given
study. Moreover, this same study, as well as the biostatistician’s work, were deemed
competent and reliable by a federal judge in a decision rendered in 2000. The fed-
eral judge also held that the study was a well-controlled clinical trial, evaluated in
an objective manner by persons qualified to do so, and used procedures generally
accepted to yield accurate and reliable results. Furthermore, this study was well-
rated by the RAND Corporation when it engaged in a full literature review and
meta-analysis at the request of the Department of Health and Human Services.

We have clinically investigated other ephedra-based supplements, as well as other
dietary supplements. Many times, these studies did not find efficacy or otherwise
failed to support the research sponsor’s product.

I believe the study we performed for Cytodyne was a competent and reliable study
within its confines. I recognize, however, that whatever it added to the scientific lit-
erature, it is not perfect and certainly not the “be-all-and-end-all” on the subject.
There have been many other studies on ephedra-based dietary supplements and on
the effects of ephedra and caffeine for efficacy and weight/fat loss. I believe these
studies are critical in understanding the weight loss effects and safety of ephedra-
based dietary supplements.

While ephedra-based dietary supplements, including Xenadrine RFA-15, are ap-
propriate for some people, there are populations for whom I think ephedra-based di-
etary supplements are not appropriate. First, those persons who have contra-
indicated conditions should not take ephedra-based products, particularly without
being monitored by their physician. Moreover, I believe there is significant abuse
potential among youth, and among athletes. Young people tend to fall into the scary
mindset that “more is better.” Regulations should be designed accordingly to prevent
sales to minors. Similarly, in general, athletes have a significant abuse potential in
that some are willing to go to extremes to get an edge.

In approximately November 1999, Cytodyne engaged me to serve as a consulting
expert. I also continued to maintain my own private medical practice and to consult
for other companies. At first, I was hired to review ingredients and articles and to
provide the company with feedback, and to answer medical questions as they arose.
In addition, I was responsible for putting together academic information and ap-
pearing at conferences and educational occasions. When asked, I reviewed label
questions and ingredients from time to time. I was also responsible for informing
the company if I came across something in the general research of dietary supple-
ments which I thought was important, and for analyzing and reporting general mar-
ket trends.

During the time I served Cytodyne as a consultant, Cytodyne asked us to perform
a comparative study evaluating Xenadrine versus a prescription fat-blocking medi-
cation for weight loss in healthy overweight women. The group receiving the
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Xenadrine RFA-1U lost significantly greater weight when compared with the group
geceiving the prescription fat-blocking agent. Our results were published in abstract
orm.

During the time that I was consulting for Cytodyne, I also was asked, beginning
in approximately June 2000, to serve as a referral source for certain company per-
sonnel when they felt there was a customer question they could not answer or a
customer issue they felt was important to forward to me.

I estimate I have had roughly 60 calls from consumers with such issues. Regard-
ing those customer calls referred to me by Cytodyne, I attempted to learn from the
consumer what I could concerning their use of the product, and whether label warn-
ings or other contraindications existed. I periodically reported the results of my con-
versations and my observations to Cytodyne. I have found that these kinds of cus-
tomer calls, like adverse event reports to the FDA, are inherently unreliable to indi-
cate what caused the effects. In each of the cases involving Xenadrine RFA-17, I
reported every one of them back to Cytodyne. I answered customer concerns to the
best of my ability, told them to discontinue the product when appropriate, and re-
ferred them back to their personal physician in every appropriate case.

I was also asked by Cytodyne to look at adverse event reports received from the
FDA and help them respond. As I have noted in my correspondence to Kenneth J.
Falci, Ph. D., Director of Scientific Analysis and Support, Center for Food and Ap-
plied Nutrition, Department of Health and Human Services, some of the reports
seemed serious, but I could not rule out the possibility that these were due to some
other cause.

I am also aware that Cytodyne developed a form for gathering information from
customers who initially made contact with the company before the customers con-
tacted me. Though I was not involved in the development of this form, the form was
simple enough for non-medical operators to get important basic information. As I
understand it, Cytdoyne developed and used this form and informed callers who
were concerned about possible side effects to discontinue the use of all products and
seek medical advice. Given that, I believe that Cytodyne acted responsibly. I am
aware that Cytodyne reports having sold over 20 million bottles of Xenadrine. In
light of that, the very small number of calls, and the dispersion of those calls over
time, and in light of the types of calls and information I received, the information
does not indicate to me a disproportionate adverse event profile.

Though useful as a tool for some aspects of general tolerability monitoring, AERs
are recognized by the Department of Health and Human Services as being ex-
tremely limited, nonscientific, and certainly not conclusive of cause and effect. Ac-
cordirlllg to the published “Caveats” issued by Center for Drug Evaluation and Re-
search,

Adverse events [AERs] are not by themselves scientific and in no way prove
cause and effect...For any given report [AER], there is no certainty that the
suspected drug caused the reaction.

They further warn

The event [AER] may have been related to the underlying disease for which the
drug was given to concurrent drugs being taken or may have occurred by
chance at the same time the suspected drug was taken.

Finally,

Accumulated case reports [AERs] cannot be used to calculate incidence or esti-
mates of drug risk.

As far as these points apply to dietary supplements, there are many instances to
illustrate the limits of this reporting as explained by the Center. Numerous exam-
ples of this poor reliability can be found under the Adverse Events Reporting Sys-
tem (AERS) Freedom of Information (FOI) Report. One such example cited 877 reac-
tions—including convulsions, vomiting, chest pain, tachycardia, atrial fibrillation,
high blood pressure, myocardial infarction, shock, and numerous other serious
symptoms—all attributed to ingestion of vitamin C. Other problems include AER re-
ports of vitamin C “causing” visual problems, thyroid cancer, and even mood swing
and foot fracture.

So again, while a useful tool on the level of general monitoring, the current AER
monitoring system has serious limitations in terms of accurately determining cause
and should be interpreted with great care.

Perhaps the sharpest criticism of ephedra using AERs as a basis for conclusion
was published in the January 2002 issue of Mayo Clinic Proceedings in which they
looked at adverse cardiovascular events as they relate to ma huang (Mayo Clin Proc.
2002;77:12-16). They admit:

Our report has the limitation of being an observational study and as such does
not definitively establish the relationship between ma huang use and the risk
of adverse cardiovascular events.
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Furthermore, they also said that their report fails to definitively establish
...a causal relationship between the respective agents and the observed adverse
cardiovascular events. Additionally these reports provide no insight on the po-
tential biologic mechanisms of the adverse effects of ma huang...

I suspect it is for this reason that the Department of Health and Human Services
and the General Accounting Office have consistently rejected the insinuation that
AERs reliably show cause and effect and that they form any basis to prove the con-
tention that ephedra should be banned. In sharp contrast to this observational data,
they have historically relied on the available medical and scientific clinical research.

Numerous clinical studies conducted by researchers like Daly, Costello, Molnar,
Dulloo, Dollery, Bell, and White, just to name a few, have clearly researched and
noted both the relative safety and efficacy of ephedra and certain ephedra-based
products when taken as directed and by individuals appropriate to do so, and refute
the impact of AERs on the issue of safety.

During the Subcommittee’s investigation, many references have been made to the
recent death of Steve Bechler. His death at such a young age was a profoundly up-
setting tragedy. I feel very sad for Mr. Bechler’s wife, baby, family and friends. As
a physician and sports training specialist, I am concerned when an athlete with Mr.
Bechler’s significant medical conditions, repetitive history of heat stroke, and appar-
ent lack of conditioning and acclimatization, is pushed or pushes himself beyond all
reasonable limits. I do not believe that ephedra caused or contributed to his un-
timely death.

As this Committee continues its inquiry on behalf of the American public and the
Congress, I hope that my information will be helpful to you, and I look forward to
answering your questions.

Mr. GREENWOOD. Thank you, Dr. Colker.
Mr. Occhifinto?

TESTIMONY OF ROBERT OCCHIFINTO

Mr. OCCHIFINTO. Mr. Chairman, and other members of the sub-
committee, my name is Robert Occhifinto. I am the President of
NVE Pharmaceuticals in Newton, New Jersey.

NVE manufactures dietary supplements including products that
contain ephedra. I am here today to assist the subcommittee in its
review of the safety and effectiveness of ephedra products.

NVE manufactures numerous dietary supplements. In addition
to our ephedra products I am here to discuss today, we manufac-
ture energy drinks and protein bars.

We are a substantial employer in a rural area in Sussex County,
New Jersey. At least 100 families in that are depend on NVE for
their livelihood.

Mr. Chairman, I appreciate the opportunity to testify before the
subcommittee today regarding ephedra.

Let me state first that I strongly believe in the safety and effec-
tiveness of NVE’s products. The overwhelming scientific evidence is
that ephedra is safe and effective when used as directed. Ephedra
has been used for thousands of years. The Rand Corporation in a
study commissioned by the Department of Health and Human
Services at the request of FDA recently reported on the safety and
effectiveness of ephedra. The Rand report examines all relevant
clinical trial literature. It concludes there is no evidence that
ephedra is unsafe when used as directed for weight loss. This gov-
ernment report does not suggest the removal of ephedra from the
marketplace.

Between 12 and 17 million Americans consume more than 3 bil-
lion servings of ephedra products every year. Against that level of
usage, the Rand report identified only 22 serious events where
ephedra could not be ruled out as a potential cause.
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The safety record of ephedra is comparable and in some cases
better than many of the over-the-counter pharmaceutical products.
For example, a recent study sponsored by NIH found that acetami-
nophen, the active ingredient in Tylenol, is now the leading cause
of acute liver failure. Despite this finding, the study concludes that
acetaminophen is not dangerous. The authors recommend more
education to alert both patients and doctors not to exceed the rec-
ommended dose. Acetaminophen continues to be used as the active
ingredient in several widely used pain medications.

NVE has retained the Weinberg Group, a respect scientific con-
sulting firm, to review scientific on ephedra for us. The Weinberg
Group’s Dr. Rosanne McTyre, a Johns Hopkins University trained
epidemiologist with more than 20 years experience examined the
Rand report in detail. This report is attached to my written testi-
mony as Exhibit B.

Dr. McTyre concludes that the current state of knowledge regard-
ing the safety of ephedra-containing products does not warrant the
removal from the marketplace. According to Dr. McTyre, the docu-
ment adverse health effects of ephedra are minor, temporary and
similar nature to drinks containing caffeine. Serious events such
heart attacks and strokes are not conceivably links to ephedra use.

Ephedra has a mild stimulant effect and is effective for weight
reduction. The Rand report concluded that ephedra containing die-
tary supplements were effective in weight loss of 2 pounds per
month for a 6 month period. Ephedra is an important tool for as-
sisting individuals in connection with weight management.

The subcommittee should not overlook the fact as it considers
these issues. Obesity is a serious public health problem with stag-
gering consequences. Recent studies indicate that in the year 2000
about 64 percent of adult Americans were overweight. A recent
U.S. Surgeon General report predicts that being overweight will
soon match cigarette smoking as the leading cause of premature
death and disability in the United States.

We recognize that the proper use of ephedra is essential. NVE
places extensive warnings on every ephedra-containing product it
sells. NVE labels warn consumers that consumptions of amounts in
excess of label directions could pose a risk of severe adverse event,
including stroke or heart attack. Our labels warn against taking
this product if you are pregnant, nursing, have a family history of
heart or thyroid disease.

I believe that were the first manufacturer in our industry to put
warning against use by minors our labels. We market our products
responsibly and are committed to preventing abuse.

We believe our products are safe and effective and satisfy real
consumer desire for weight management products.

NVE is committed to the safety of its products to making sure
that minors do not abuse them. To demonstrate our commitment,
I have advised the subcommittee by letter this morning that NVE
will provide funding to NIH for another appropriate government
body to independently study the long term safety of ephedra.

We also undertake a public education campaign to alert minors,
their parents, their schools and their coaches against the use
ephedra products by minors. This education campaign will also en-
courage the safe and responsible use of ephedra by adults.
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We hope that these important commitments by NVE will assist
the subcommittee and other government agencies in their impor-
tant in this area.

I am happy to answer any questions regarding our ephedra prod-
ucts the subcommittee may have.

Mr. GREENWOOD. Thank you, Mr. Occhifinto.

Ms. Fox?

TESTIMONY OF ROSEANN FOX

Ms. Fox. Mr. Chairman, and other members of the sub-
committee, my name is Roseann Fox, and I am a customer service
representative at NVE Pharmaceuticals in Newton, New Jersey. 1
have worked at NVE for 7 years and I have worked as a customer
service representative since 1999. As a customer representative I
respond to questions about how to take our products, lost or dam-
aged products and health concerns. When individuals call with
health concerns, I do not give them medical advice. Instead, I ad-
vise them of the warning on the labels and direct them to consult
a physician.

I am happy to answer any questions regarding customer rela-
tions at NVE that the subcommittee may have.

Mr. GREENWOOD. Thank you, Ms. Fox.

The Chair recognizes himself for 10 minutes for the purpose of
questioning. And I am going to start with you, Mr. Occhifinto.

You do not have a college degree, medical degree or any type of
graduate degree relating to pharmacology, chemistry or nutrition,
correct?

Please bring the microphone over.

Mr. OccHIFINTO. No, Mr. Chairman, I do not. I have been in this
industry for 23 years and have practical on-the-job training.

Mr. GREENWOOD. All right. Is it true that you formed NVE Phar-
maceuticals in 1980 upon graduation from high school?

Mr. OCCHIFINTO. Yes, it is.

Mr. GREENWOOD. Where did you get the funds to begin this busi-
ness at 18 years of age?

Mr. OccHIFINTO. I worked for Sears Roebuck and saved up
money and opened up in a little 10 by 10 store.

Mr. GREENWOOD. Okay. At the time your formed NVE was a dis-
tributor of diet products made under their label?

Mr. OccCHIFINTO. I used to distribute products that were manu-
factured by others in the small store that I had.

Mr. GREENWOOD. Okay. Is it true that NVE has never employed
a medical doctor, pharmacologist or chemist to formulate ephedra
containing products?

Mr. OCCHIFINTO. Yes, it is.

Mr. GREENWOOD. Okay. Is it not true that the committee staff
questioned your general counsel, David Caldwell, on who was re-
sponsible for determining the formulation of NVE’s ephedra-con-
taining products and that it was represented to the committee that
you were the only person? Is that correct?

Mr. OccHIFINTO. Mr. Chairman, there is a lot of literature out
there about the formulation of the products that we manufacture.
Yes, it is.
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Mr. GREENWOOD. Okay. But you are the guy that does that with-
out the medical degree or training, is that right?

Mr. OCCHIFINTO. Yes, I am.

Mr. GREENWOOD. Okay. As the founder and president of NVE,
who runs the company in your absence?

Mr. OccHIFINTO. Walter Orichat is vice president.

Mr. GREENWOOD. Okay. It is our understanding that 1994 you
were convicted of a Federal charge of money laundering in New
Jersey and sentenced to 8 months prison, is that correct?

Mr. OccHIFINTO. No, it is not.

Mr. GREENWOOD. Okay. Could you correct the record?

Mr. OccHIFINTO. In 1991, approximately 12 years ago, I sold a
regulated compound without filing the paperwork. And in 1996 I
went away for approximately 18 months and served my time.

Mr. GREENWOOD. For? What was the conviction?

Mr. OccHIFINTO. The conviction was for money laundering.

Mr. GREENWOOD. Okay. So that when I said it is our under-
standing in 1994 you were convicted of a Federal charge of money
laundering and spent 8 months in prison, is that—what is incorrect
about that?

Mr. OccHIFINTO. It was 18 months.

Mr. GREENWOOD. Eighteen months?

Mr. OCCHIFINTO. Yes.

Mr. GREENWOOD. That is what I said.

Mr. OccHIFINTO. I thought you said 8 months, I am sorry.

Mr. GREENWOOD. Well, I may have, but I meant to say 18
months.

All right. During those 18 months you were in prison who was
running NVE and making the business decisions?

Mr. OcCHIFINTO. Roland Bossey.

Mr. GREENWOOD. Okay. Is it not correct that the money laun-
dering charges stemmed from you supplying ephedra in bulk to a
methamphetamine dealer?

Mr. OcCHIFINTO. I do not know what happened to the material
that I supplied. I supplied it to somebody and I was charged with
supplying material without filling out the paperwork.

Mr. GREENWOOD. You do not know who you were supplying it to?

Mr. OccHIFINTO. I know the gentleman I supplied it to. I do not
know what he actually did with the material. I know the allega-
tions of what he did with the material.

Mr. GREENWOOD. You do not know whether he was methamphet-
amine dealer?

Mr. OCCHIFINTO. Mr. Chairman, I know the allegations that he
was. I do not know the man personally.

Mr. GREENWOOD. Okay. Presumably since you have had over 20
years in the dietary supplement industry and are responsible for
formulating over 80 products that contain ephedra, you would be
aware of the various combinations that ephedra or ephedrine may
be used with to produce a drug?

Mr. OCCHIFINTO. Ephedra is a dietary supplement, it’s not ephed-
rine, so it is not the same—the same thing on health for ephedra
as ephedrine, Mr. Chairman.
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Mr. GREENWOOD. Has not the DEA made you aware beginning
in at least 1994 of the fact that your ephedrine and ephedra tablets
have ended up being seized in illegal methamphetamine labs?

Mr. OCCHIFINTO. Yes, they have.

Mr. GREENWOOD. Okay. Were you aware of that before the DEA
let you know about it?

Mr. OccHIFINTO. I was aware of it by—the DEA would always
inquire and we would always help the DEA in whatever they need-
ed information and requiring where shipments went to. And we
would report to DEA the shipments

Mr. GREENWOOD. But you are testifying under oath here today
that you never knowingly supplied any of your products for the
purpose of them being used to produce illegal street drugs?

Mr. OccHIFINTO. Mr. Chairman, we discussed my conviction. My
conviction I knowingly sold ephedrine hydrochloride to somebody
who used it improperly. And after that and before that, I know
nothing else other than that.

Mr. GREENWOOD. Okay. And you were also convicted in the early
1990’s of a prior Federal criminal offense involving importation of
a controlled substance, hashish o0il?

Mr. OccCHIFINTO. Yes, Mr. Chairman.

Mr. GREENWOOD. And you were sentenced to house arrest for 18
months?

Mr. OccHIFINTO. No, I was not. I was on a trip with a friend to
Jamaica and he gave me a bottle of liquor to bring back, he told
me that it was because of Customs, he did not want to pay the
small duty on it. Could I carry it back. When I got back I was
aware by the Customs officer told me that there was hash oil in
it. We were both arrested at the airport, I believe in Tampa. And
the gentleman who did that took the responsibility for that, and I
got home confinement of 8 months.

Mr. GREENWOOD. Eight months, not 18?

Mr. OCCHIFINTO. Yes.

Mr. GREENWOOD. Okay.

Mr. OccHIFINTO. That was 12 or 12 years ago, Mr. Chairman.

Mr. GREENWOOD. Very well.

Let me ask you a question, is it your company that marketed
products with names like Black Beauty and Yellow Jacket?

Mr. OccHIFINTO. We no longer market those products.

Mr. GREENWOOD. But you did, right?

Mr. OCCHIFINTO. Yes, we did.

Mr. GREENWOOD. Okay. When you decided to name, where did
%rouk(%et the idea of the name of Black Beauty? Is that from the
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Mr. OCCHIFINTO. Just from the Disney character.

Mr. GREENWOOD. It was?

Mr. OCCHIFINTO. Most of the products depict energy.

Mr. GREENWOOD. Okay. And you were not aware, you chose—
what was it about the Disney character that you thought it would
make a nice association with a weight loss product?

Mr. OCCHIFINTO. Just the——

Mr. GREENWOOD. The svelte nature of the horse or what was it?

Mr. OccHIFINTO. Well, the nature of the horse. That product was
more designed as an energy product than a weight loss product.
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Mr. GREENWOOD. Okay. And were you aware before you decided
to label this product Black Beauty that was a common street drug
called Black Beauty?

Mr. OccHIFINTO. No, it was not in my knowledge, no.

Mr. GREENWOOD. I knew that when I was in college. I mean, it
was pretty common knowledge that there were products of that
name that were illegal street drugs. You did not know that?

Mr. OCCHIFINTO. Mr. Chairman, I—that was brought to my at-
tention about Black Beauty and the name Yellow Jacket at a trade
show sometime later after I introduced the products. After doing
some research on it, with the Yellow Jacket name, I found out that
it was a barbiturate. My product had a picture of a bee, it was the
color, yellow and black with stripes on it. Looked like a bee. And
was for energy. I did not really think there was a problem naming
it that.

Later on I found out——

Mr. GREENWOOD. I am just trying to figure out if you were—
what your marketing intent was when you came up with those
kinds of names, whether that was a way that you thought that
would appeal for young people, for instance?

Mr. OccHIFINTO. I do not condone marketing to young people. I
am one of the first people to come out with warnings not to sell
my products to minors.

Mr. GREENWOOD. Okay. Have you been told by any governmental
agency that you were a target of any criminal probes?

Mr. OccHIFINTO. To the best of my knowledge, no.

Mr. GREENWOOD. Okay. Is your current company currently under
investigation by the FDA?

Mr. OccHIFINTO. I believe we are trying to work something with
an inspection that we had with the FDA several weeks ago.

Mr. GREENWOOD. What was the issue there?

Mr. OccHIFINTO. We manufactured—we custom manufactured a
product called Stamina Rx for a company out of Atlanta, Georgia
where they supplied us all the raw materials. We simply blended
them, compounded them and shipped them back to them and to
distributors.

The FDA came in and alleged that there was a product called
Terdalophil in that product.

Mr. GREENWOOD. There was what?

Mr. OCCHIFINTO. A product—that it was adulterated with a prod-
uct called Terdalophil.

Mr. GREENWOOD. And what is that?

Mr. OccHIFINTO. I believe it is a male potency product.

Mr. GREENWOOD. Okay. And is that product considered a pre-
scription drug? Do you need a prescription to get that?

Mr. OccHIFINTO. I believe it is.

Mr. GREENWOOD. Did you know that at the time of your manu-
facturing?

Mr. OccCHIFINTO. We were not provided with Terdalophil. We
were provided with herbal products. We manufactured it. The FDA
brought it to our attention that the material was contaminated
with Terdalophil or it had gotten there some other way. We do not
know how it got in the product. We did not put it in the product.
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Mr. GREENWOOD. All right. We are concerned about the lack of
any documentation that you have provided the committee con-
cerning the decisions surrounding the formulation and marketing
of your ephedra-containing products. It is very hard to believe that
a company in existence for over 20 years, as you have described,
has absolutely no documents to support its decisions concerning
formulation of products that are ingested by human beings, prod-
ucts that have bee shown to have adverse health effects in people.

Committee staff made numerous attempts to receive responsive
information from your company and NVE first through your coun-
sel and then by your own written representations provided the
committee with not one shred of documentation concerning how
you, Mr. Occhifinto, went about deciding to formulate these prod-
ucts. Let me give you an example.

There is a document at Tab 57. It is a June 10—you see that
book there. If you want to refer to it. It is Tab 57.

June 10, 2003 letter to committee from Mr. Occhifinto question
number 21 page 6, “After numerous attempts to receive all docu-
ments relating to your formulation decisions and told by your coun-
sels that there was nothing other than perhaps your own notes, the
committee requested this follow up information. Provide all of Bob
Occhifinto’s handwritten notes relating to the formulation of any
ephedra product” and Mr. Occhifinto’s response was there are none.
Is that correct, Mr. Occhifinto, that in the 87 ephedra products that
your company has sold in the marketplace over the years you are
telling this committee under oath that absolutely no documents
exist that detail the decisionmaking and the formulation of the
products?

Mr. OccHIFINTO. Mr. Chairman, we have extensive paperwork on
the formulas. There are no notes that were kept on any of the prod-
ucts when they were manufactured. We have the formulas and the
backup paperwork every time we make a batch that product with
the formula.

Mr. ?GREENWOOD. Did you supply this committee with those docu-
ments?

Mr. OccHIFINTO. I do not believe that was what was asked. And
we did supply the documents for the formula.

Mr. GREENWOOD. I am advised by counsel that we specifically re-
quested the formula cards from your company and that those were
not supplied.

Mr. OccHIFINTO. Mr. Chairman, if they were not supplied, we
can supply them to you. I think they were supplied, though, be-
cause we never—there was—what we understood was the notes
about the formulas.

Mr. GREENWOOD. No, that was a last ditch effort to get docu-
mentation from you because we had been told that there were no
documentation with regard to formulations with the possibility—
the only possibility being that of your personal notes.

Mr. OccHIFINTO. Mr. Chairman, if they were not supplied, we
will supply them to you. There is no problem with that at all. It
must have been a miscommunication.

Mr. GREENWOOD. Well, we will have immediately at the conclu-
sion of this hearing before your attorney leaves the room if you
would be so kind, we would like you to consult with our counsel
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and make sure that that offer by Mr. Occhifinto is fulfilled as
promptly as possible.

The Chair recognizes the gentlelady from Colorado for 10 min-
utes.

Ms. DEGETTE. Thank you, Mr. Chairman.

Mr. Occhifinto, just a follow up on the Chairman’s questions.
How long were Yellow Jacket and Black Beauty on the market,
how many years?

Mr. OccHIFINTO. I do not know exactly. Approximately 2 to 3
years.

Ms. DEGETTE. Two to 3 years each?

Mr. OccHIFINTO. I believe so.

Ms. DEGETTE. And how much money did your company make
from each of those products during the period they were on the
market?

Mr. OccHIFINTO. I do not know the numbers for that.

Ms. DEGETTE. Can you please supplement?

I would ask unanimous consent that he supplement his answer
with that information within 20 days, if that would be all right.

Mr. OccHIFINTO. That is no problem.

Ms. DEGETTE. Thank you.

Why did you withdraw these products, one named after a Disney
character and the other after a bumblebee, from the market?

Mr. OCCHIFINTO. It was brought to my attention that marketers
in the Netherlands were selling them as street drug alternatives.
As soon as it was brought to my attention, at great expense to my
company, I voluntarily recalled the product off the market.

Ms. DEGETTE. Okay. And you had no knowledge before that of
any other kind of implications of those names in this country? That
is your testimony under oath today?

Mr. OccCHIFINTO. I do not understand what you mean “implica-
tions.”

Ms. DEGETTE. Well, you told Mr. Greenwood that you did not
know that Yellow Jacket and Black Beauty were the names of il-
licit drugs in this country prior to that.

Mr. OccHIFINTO. I was made aware that some people use them
as slang terms a while ago, and at that time

Ms. DEGETTE. But you did know that?

Mr. OCCHIFINTO [continuing]. They told me—that was 20 or 30
years ago. I was—20 or 30 years ago, you know, I was 10 or 20
years old. It never occurred to me. I never saw drugs like that. I
did not know that.

Ms. DEGETTE. So your answer is you really did not know of any
illicit implications before you found out about this situation in the
Netherlands and withdrew them from the market? Yes or no.

Mr. GREENWOOD. Will the gentlelady yield?

Ms. DEGETTE. Sure.

Mr. GREENWOOD. Your testimony under oath is that you decided
to use a Walt Disney character for a name for your products, that
you had no notion that Black Beauty had been used as a street
drug and you did not pick Dumbo, you did not pick Pinocchio, you
did not pick Goofy, you picked Black Beauty and it was just an
amazing coincidence? That is your testimony?
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Mr. OccHIFINTO. Not until afterwards was I—was I apprised
that that was—that was the name of it. And I did not think it was
a problem, because 20 or 30 years had gone by before that product
was even on the—out there as a street drug.

Ms. DEGETTE. Reclaiming my time.

I asked you a simple question. You said you withdrew those
drugs from the market when you found out there was an issue in
the Netherlands. Did you know about those implications before
that? Yes or no.

Mr. OccHIFINTO. I knew previously that there——

Ms. DEGETTE. Thank you. Thank you.

Mr. OCCHIFINTO [continuing]. Was allegations.

Ms. DEGETTE. Okay.

Mr. TELLER. May he finish his answer, ma’am?

Ms. DEGETTE. Thank you, sir.

Now, Mr. Schreck, you said that your company prohibits the sale
of Metabolife to minors, correct?

You need to turn on your microphone, sir. That is okay.

Mr. SCHRECK. We favor the barring of sales to minors.

Ms. DEGETTE. No, but you said in your testimony you prohibit
the sale of Metabolife to minors, is that right? Or did I mishear
you.

Mr. SCHRECK. I do not think I said that, but I may have, Con-
gresswoman.

Ms. DEGETTE. How do you enforce that? Do you tell your dis-
tributors and the retail sales not to sell it to minors?

Mr. SCHRECK. We communicate with them that we do not wish
to sell to minors and we do communicate to all of our sales people
this. And also

Ms. DEGETTE. You have written protocols? I am sorry, I do not
mean to be rushing. They only give me a certain amount of time.
Do you have written protocols that you give to your sales people
and your distributors and the sales outlets saying do not sell this
to minors?

Mr. SCHRECK. We do not do that written protocol. We do have
verbal communications with them.

Ms. DEGETTE. So there is nothing in writing.

Mr. SCHRECK. And considering that our customers are with the
WalMarts of the world, we do not have great control over enforcing
what they do.

Ms. DEGETTE. Right. So you really cannot enforce who your prod-
uct is sold to, correct?

Mr. ScHRECK. Whoever WalMart will sell it to and other
people——

Ms. DEGETTE. I am right? Okay. Thanks.

Now, you also do not support the sale of Metabolife to athletes,
do you?

Mr. SCHRECK. No.

Ms. DEGETTE. Okay. How many doses of Metabolife do you sell
per year on an average?

Mr. ScHRECK. I think we have servings of, as we mentioned ear-
lier, over a 5 year period our servings are approximately 50 million
bottles or 4.5 billion tablets. And if you would say that there are
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6 a day, you would probably be talking about—I am rounding off
in my head, something like 80 million servings.

Ms. DEGETTE. Okay. Over a 5 year period, right?

Mr. SCHRECK. Yes.

Ms. DEGETTE. Now, I assume that you showed us a poster of the
Metabolife bottle, you are familiar with the label on Metabolife, is
that right?

Mr. SCHRECK. Reasonably familiar.

Ms. DEGETTE. Okay. Because no the front, I was just looking at
it and there is a little seal here.

Mr. SCHRECK. Yes.

Ms. DEGETTE. Are you familiar with that seal, because it looks
like some seal of approval and it says “Q.A.” I am wondering what
that means.

Mr. SCHRECK. To tell you the truth, Congresswoman, I have been
with the company 2 months. I do not have an answer for that.

Ms. DEGETTE. Mr. Hermann, do you know what Q.A. means? Do
you know what this seal means?

Mr. HERMANN. Q.A. I believe you are referring to the Aceris label
that is on this

Ms. DEGETTE. There is a little seal on—yes. A-C-E-R-I-S.

Mr. HERMANN. Yes. Aceris is an independent company that will
come in and do a review of your GMPs and also review the product
that you are manufacturing. I believe we had that done
throughout

Ms. DEGETTE. You had them come. Who are they? Do you hire
them to come in and look at your product?

Mr. HERMANN. Yes. You do pay them for that. They come in and
do an independent analysis of your manufacturing facilities.

Ms. DEGETTE. And based on what standards?

l\éIrO HERMANN. They look at food GMPs primarily. They also look
at SOPs.

Ms. DEGETTE. I do not know what those acronyms mean, sir. 1
am sorry.

Mr. HERMANN. General manufacturing practices.

Ms. DEGETTE. Thank you.

Mr. HERMANN. Or good manufacturing practices.

Ms. DEGETTE. Okay. So they are a trade organization?

Mr. HERMANN. I am not sure.

Ms. DEGETTE. Okay. You do not know.

And it says here “Quality ingredients, manufacturing, labeling.”
Is that what they determined?

Mr. HERMANN. That is on their seal, yes, ma’am.

Ms. DEGETTE. Okay. And it says Q.A., what does that mean? Do
you know?

Mr. HERMANN. That is just part of their seal logo.

Ms. DEGETTE. Okay. Because it looks to me like this is like a
seal of approval. Is that why you put that on there?

Mr. HERMANN. They have—they do come in and approve those
facilities. And with the manufacturing of 356 before we would allow
a third party manufacturer to manufacture our product, we do
have—we have had an independent review by Aceris to assure that
people are following their procedures.

Ms. DEGETTE. Okay.
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Mr. HERMANN. Largely that is what we are looking at.

Ms. DEGETTE. Okay. Thank you, sir.

And so you put this on the Metabolife bottle to tell the consumer
that someone has certified something here, right? I mean, that is
why you put it on the bottle, right?

Mr. HERMANN. That product has been certified by Aceris, yes,
ma’am.

Ms. DEGETTE. Thank you. Okay.

Dr. Boozer, I want to ask you a few questions. There were 2
studies that were done and they included between the 2 of them
234 men and women who were overweight but otherwise healthy,
correct?

Ms. BOOZER. That is right.

Ms. DEGETTE. And everybody agrees you did not put people in
this survey who had heart problems or other kind of problems that
would be counter-indicated by this drug, right?

Ms. BooOzER. That is correct.

Ms. DEGETTE. Or this substance?

And so you do not really know what the effect of ephedra would
be on individuals who had heart problems or other kinds of prob-
lems, right?

Ms. BOOZER. No, we do not.

Ms. DEGETTE. And do you think that a study of—2 studies with
234 people out of the admittedly millions of doses of this that have
been sold is sufficient to come up with a scientific conclusion that
this substance is safe and effective?

Ms. Boozer. I have never made that statement that it is safe
and effective.

Ms. DEGETTE. Okay. I know you never did. I wanted to ask you
if you thought it was.

Ms. BOOZER. I think that the study had enough power or there
is a statistical method that one can use to determine whether you
have enough subjects included in the study to find the end points
that you are looking for.

Ms. DEGETTE. Right. And the end points you were looking for
among a small section of health, overweight adults if they lose
weight?

Ms. BOOZzER. That is right. That is right. So——

Ms. DEGETTE. Now there were also some people who withdrew
from the study because, and I am quoting from the conclusion of
your report, “The tested product also produced several untoward
side effects leading some actively treated subjects to withdraw from
the study,” right?

Ms. BOOZER. That is the 8 week study, yes.

Ms. DEGETTE. Yes. So some people withdrew from it because
there were side effects?

Ms. BoozERr. That is correct.

Ms. DEGETTE. Now, the problem we have here is this is not an
FDA approved drug so we cannot limit the distribution of this sub-
stance to, say, people at health clubs, people who have heart prob-
lems, children. And you did not take any of that into effect? That
was not the purpose of your study, was it?

Ms. Boozgr. That is exactly right. That was not the purpose of
our study.
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Ms. DEGETTE. And one last question, because I read over your
CV and your list of publications. You are really, and by the way,
a very highly qualified nutritional researcher, correct?

Ms. BooOZzER. In the field of obesity, yes.

Ms. DEGETTE. In the field of obesity. You are not educated or
pretend to be a researcher in the effect of drugs on the human body
or that is not what this study was about, right?

Ms. BOOZER. You are right in saying that I do not have those
qualifications. Some of the other co-authors on the papers do have
those qualifications.

Ms. DEGETTE. Thank you very much.

Mr. Chinery, I just have a couple of questions for you. You were
responsible for the original formulation of Xenadrine, is that how
you pronounce it? Xenadrine?

Mr. CHINERY. Xenadrine.

Ms. DEGETTE. Xenadrine. Thank you.

We you not?

Mr. CHINERY. I actually had worked with—in collaboration with
the people at our manufacturing laboratory and their product de-
velopment staff.

Ms. DEGETTE. What were the names of the people who helped
you develop Xenadrine?

Mr. CHINERY. The primary person that I worked directly with,
his name is Mel Rich.

Ms. DEGETTE. And is Mel a pharmaceutical, does he have a
Ph.D? What is his educational and scientific background?

Mr. CHINERY. I believe he’s a registered pharmacist.

Ms. DEGETTE. Okay. And what was his role in developing
Xenadrine?

Mr. CHINERY. He actually defined the specific formulation.

Ms. DEGETTE. Oh. So he developed the formula, not you?

Mr. CHINERY. Well, he defined the precise formulation. I had con-
cepts that I presented to him and then he finalized that formula-
tion.

Ms. DEGETTE. Okay. Let me just ask one more question.

What is your academic background, sir?

Mr. CHINERY. Actually, I started work on the dietary supplement
industry part time when I was in high school and I graduated high
school and worked for dietary supplement company full time at
that point.

Ms. DEGETTE. So your academic background is a high school de-
gree, correct?

Mr. CHINERY. Correct.

Ms. DEGETTE. Thank you.

Thank you, Mr. Chairman.

Mr. GREENWOOD. The Chair thanks the gentlelady and recognize
the gentleman from Oregon for 10 minutes.

Mr. WALDEN. Thank you, Mr. Chairman.

Dr. Boozer, did the findings of your 6 month study show that
ephedra is safe?

Ms. BoozZEeR. I have refrained from using the word safe in defin-
ing the results of the study for this reason: I think that it is a word
that can be generalized. And I have said in the papers that I do
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not think our results can be generalized beyond the types of people
we studied.

Mr. WALDEN. So nobody on this panel should ever use your study
to say their product is safe, is that accurate?

Ms. BOOZER. I would not recommend that they do that.

Mr. WALDEN. Okay.

Ms. BOOZER. I do not use that word.

Mr. WALDEN. Sometimes it is held up as the gold standard, the
best scientific research out there. And I read some of the testimony
saying we have got all these studies saying it is safe. But yours
would not be a study you would stand behind to say that this drug
is safe? Is that your testimony?

Ms. BoOOzER. I do not use the word safe, because as I said

Mr. WALDEN. And you would not recommend anyone else to use
it?

Ms. BOOZER. I am not saying that it is unsafe either. What I am
saying is that it is somewhat a philosophical issue. When you say
something safe, I think it is interpreted more broadly than I be-
lieve the results of this study should be interpreted.

Mr. WALDEN. Thank you.

I guess there are a lot of advertisements out there that might
lead one to believe in the consumer market that some of these
products are safe, so it is good to hear that you say your study says
neither safe or unsafe. That is what you are saying, correct?

Ms. BoozeRr. Well, I choose the words pretty carefully in the
study. And I said I believe that when used as directed by the type
of people that were included in this study for the length of time
and at the dosages that we used it

Mr. WALDEN. Right.

Ms. BOOZER [continuing]. There were no serious adverse effects.

Mr. WALDEN. Okay. Thank you.

Mr. Chinery, I read with interest, obviously, your comments
quoting Dr. Baden—is it Badden or Baden?

Mr. CHINERY. Baden.

Mr. WALDEN. Baden.

And you quote, and I think one of the other persons on the panel
used the same terminology about severe obesity when it comes to
Steve Bechler. It is in your testimony quoting Dr. Baden.

Mr. CHINERY. Yes.

Mr. WALDEN. And one of the other panel members used it to de-
scribe to Mr. Bechler’s condition. His family earlier today testified
he was 10 pounds overweight. Do you agree with that?

Mr. CHINERY. The only information that I have had available to
me is the information that was provided by Dr. Perper’s office. And
I believe the specific term “morbid obesity” came from the informa-
tion supplied by him.

Mr. WALDEN. Really? Did you or your attorneys have access to
all the public information available? Was there anything that the
autopsy investigation found that you did not have access to that
you are aware of?

Mr. CHINERY. It is possible. I do know that the information from
Dr. Perper’s office indicated a body weight of 320 pounds.

Mr. WALDEN. And was that—why was it 320 pounds?

Mr. CHINERY. I am not sure why.
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Mr. WALDEN. You do not know why, but you can use and others
can backup the fact that 320 made him morbidly obese, correct?

Mr. CHINERY. Well, again

Mr. WALDEN. It is what you said per Dr. Baden.

Mr. CHINERY. It is based on a term used by Dr. Perper.

Mr. WALDEN. Okay. I appreciate knowing that. Because I have
before me, and I will ask to be entered in the record, apparently
it is already entered into the record, information from Dr. Perper,
dated July 23. He has now seen the information that you present
in your testimony. And it says, among other things, he takes quite
a number of exceptions.

It says Dr. Baden noted correctly the patient weight at the time
of the autopsy was 320 pounds and that he was 6’2” in height and
therefore it concluded that he was morbidly obese. However Dr.
Baden admitted 2 important facts which were, and I quote, “The
fact that Mr. Bechler’s weight 3 days before his demise was 250
pounds and no individual, no matter how much would eat can gain
70 pounds of weight in 3 days.”

Furthermore, Mr. Bechler’s gastrointestinal tract was empty. He
ate very little, if at all, during the 2 to 3 days preceding his demise.
At the time of the autopsy Mr. Bechler was excessively bloated and
deamatose. This bloating was a result of both infusion of resuscita-
tion fluids and his kidney failure with lack of urination.

I think it is terribly misleading to use the terminology that was
used to say that part of his death was caused by severe obesity. He
was 10 pounds overweight 3 days before.

“Also, Mr. Baden claims that ephedra played no role in the death
of Mr. Bechler and that in general ephedra is not and cannot be
linked to the occurrence of heatstroke. In support of that he ad-
vanced a number of statements and arguments refuted by the fol-
lowing facts.”

Page 2 of this report, and again I am quoting from Dr. Preper.

“Dr. Baden indicates that he had no access to ENT-Fire Rescue
records on February 16, the North Ridge Medical Center Hospital
records of February 16 and 17, past medical records, the autopsy
microscopic slides and photographs, and the interviews of the wit-
nesses to Mr. Bechler’s collapse and initial treatment.” Okay. But
then Dr. Preper goes on to say “In the telephonic conversation with
Dr. Baden I informed him of the willingness of my office and of my-
self to fully disclose and deliver all public records or materials. As
a matter of fact the attorneys for Cytodyne obtained all open
records requested.”

Mr. CHINERY. My counsel is shaking his head no, which would
indicate to me that maybe there is an inconsistency with that.

Mr. WALDEN. We will find out.

Dr. Boozer, in the FDA’s peer review of your study there are sev-
eral points that come out. And I would like to ask you about those,
because I think it is important to this whole issue.

Ms. Boozer. Well, Congressman, I should point out that the
FDA has not provided me with a copy of that review.

Mr. WALDEN. Well, we will certainly make it available. It is in
the book, is it not? Do we have a tab number?

We will make it available to you.

Were you aware they were having outside people do peer review?
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Ms. BOOZER. I was, and they promised that they would give me
a copy of the report before it went public.

Mr. WALDEN. Okay. We will get a tab number for you here. And
I believe that someone in the company had some—as part of the
deal to get information, the actual data, there was some involve-
ment with your company, correct?

Ms. BOOZER. Columbia University?

Mr. WALDEN. No. To select the outside panel? The company, was
it Cytodyne had the opportunity to—Metabolife, I am sorry. Had
the opportunity to participate in the selection of the scientists, cor-
rect?

Ms. BoozZER. I do not think Metabolife had anything to do in se-
lection of the scientists on that panel. I think the——

Mr. WALDEN. Really?

Ms. BoozERr. Mr. Wes Signer was counsel for the Ephedra Edu-
cation Council. I think he was the person who was negotiating the
arrangement of the panel.

Mr. WALDEN. Is not Metabolife a member of that council?

Ms. BOOZER. They may be. I do not know.

Mr. WALDEN. Okay. If you would turn to Tab 113 in the book,
that may help. I assume——

Mr. HERMANN. Congressman, I am sorry.

Mr. WALDEN. Yes.

Mr. HERMANN. I do not mean to interrupt.

Mr. WALDEN. That is fine.

Mr. HERMANN. But we are not a member of that council.

Mr. WALDEN. Were you ever a member of that council?

Mr. HERMANN. Sir, I am not aware of that, but I know we are
not at this time.

Mr. WALDEN. Is Wes Signer of Patton Boggs ever represented
Metabolife?

Mr. HERMANN. I am familiar with the name, but I am not famil-
iar with that kind of detail of whose represented us from that
standpoint, sir.

Mr. WALDEN. Okay. All right.

Well, I will give Dr. Boozer a moment here to look at the reviews.
Because, among other things, the main points that were found, it
was Dr. Atkinson, Esbalan and Hirsch and Kaplan, I think, were
the 4 reviewers. And the main points from 3 reviews was that the
formulation used in your study may not represent what is being
marketed. And that, I think, is a question that is important. Was
the product that was tested not actually out on the market?

Ms. BoozER. Congressman, this was absolutely transparent in
our publications. We published entirely the information about the
product we were testing. There were 2 studies. In the one study we
were studying Metabolife 356 and in the other study we made it
absolutely clear that this was not a product that was on the market
and we listed the ingredients.

Mr. WALDEN. And the ingredients are?

Ms. BOOZER. The ingredients are ephedra alkaloids and herbal
caffeine.

Mr. WALDEN. Is that the combination they used in Denmark?
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Ms. BOOZER. I believe they in Denmark, ephedrine, the synthetic
version is used as a prescription compound in combination with
caffeine.

Mr. WALDEN. Okay. And here?

Ms. BOOZER. We were using the herbal equivalent.

Mr. WALDEN. Okay.

Ms. BoozER. We were using herbal ephedra and caffeine in the
amounts of 90 milligrams per day of ephedra alkaloids and 192 of
caffeine.

Mr. WALDEN. Okay.

Ms. Boozger. That product—that combination, to my knowledge,
is not available on the market. That was not our intention and we
so clearly stated that in the publication.

Mr. WALDEN. All right.

Does that mean it does not demonstrate the efficacy of any
ephedra supplement that is on the market?

Ms. BOOZER. As I say, to my knowledge there is no product on
the market that has exactly that formulation. It was not the intent
to study a specific product.

Mr. WALDEN. So the answer is it does not prove the efficacy of
those that are on the market, correct?

Ms. BoOoZER. I think it proves the efficacy of this combination for
weight loss.

Mr. WALDEN. Okay. But what about what is on the market, be-
cause that is what consumers are really going into the stores and
buying?

Ms. BoozgR. I think the Rand report summarized results from
52 clinical trials. And I think in their meta analysis they accounted
for the variability, not every one of those trials had exactly the
same formulation. But I would say judging from the summation of
the review of those trials, it is fair to say that the combination of
ephedra/caffeine is efficacious for weight loss.

Mr. WALDEN. Okay. Yes. What happens when you mix it up with
these other ingredients? I mean, I have heard about an aspirin re-
lated product, it performs like that. And, you know, I have read
ginseng and other things maybe mixed in. And I realize that may
not have been part of your study, but from your experience and all
can you speak to what effect that has, and the interactions?

Ms. BoozeR. Well, I think someone spoke this morning. We real-
ly do not know. We do not know what all of those individual ingre-
dients or what they—we do not really know in total what they con-
tribute or how they interact.

Mr. WALDEN. Okay. Are you aware of any of the studies that are
out there on how ephedrine interacts or has been related to the
problems with heatstroke?

Ms. BoozER. No, I am not.

Mr. WALDEN. Okay. I would draw your attention to the last tab
in the book from June 2003 Military Medicine where this was not
an obese person, this was somebody who is very physically fit, well
trained case study where he was on a run and had taken ephedra
the night before and that day and suffered heatstroke related
issues. And, in fact, the final conclusion here from the military is
the risk of life threatening injury may outweigh any real or per-
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ceived benefit of ephedra and clinicians and commanders should
strongly discourage its use in active duty soldiers.

I also, when you get an opportunity to read the information from
the Broward County, Florida Medical Examiner and Trauma Serv-
ices Office, he also lays out, Mr. Preper lays out a number of stud-
ies and literature publications relating heatstroke and ephedra. So
I would suggest for all the panel, since I have heard from most of
you that there are no literature cites out there on that, that appar-
ently there are. Obviously, I have not had a chance to read them
and I am not a physician. But I would certainly draw your atten-
tion to them.

Mr. Chairman, I realize I have exhausted my time, and I appre-
ciate the indulgence of the committee.

Mr. GREENWOOD. The Chair thanks the gentleman.

The gentleman from Illinois is recognized for 10 minutes.

Mr. RusH. Thank you, Mr. Chairman.

Thanks to the witnesses for their patience.

Mr. Schreck, my first question is when were the words “heart at-
tack and stroke” added to the label of your product and why?

Mr. SCHRECK. I believe that was a legal—I think that should be
turned over to Mr. Hermann to answer, since he was here when
that occurred.

Mr. RusH. Mr. Hermann?

Mr. HERMANN. Yes, Congressman. The language on our label
comes from a lot of different sources. Some of it from the Dietary
Supplement Act in terms of specific things and follow up publica-
tions to that. But a lot of the warning language comes from

Mr. RusH. Let me be terribly specific here. I am referring to 3
words, “heart attack and stroke.”

Mr. HERMANN. I do not know the date exactly, but those are re-
quired in the States of Ohio and Texas, and our label complies with
that. Most recently California passed some additional labeling re-
quililements and we have subsequently updated our label according
to that.

As I recall, the Texas law and Ohio law were enacted since I
have joined the company, but I do not specific—I'm sorry, Con-
gressman. I will be more than happy to find out for you and I will
get back to you on the answer.

Mr. RUsH. And my other question, which perhaps you will need
to answer by supplementing the record, was did your company op-
pose those State legislatures that asked you to add those words to
your label and if so, why?

Mr. HERMANN. I am sorry, Congressman, I do not know.

Mr. RusH. Okay.

Mr. HERMANN. I will have to get back to you.

Mr. RusH. This is a question for Dr. Colker. I want to refer you
to Exhibit 31, and I am going to read a little quickly given the time
constraints here. This is what appears to be an email from you to
Bob Chinery, and the email, and I am just going to go ahead and
read it very quickly. It is referring to 2 abstracts. And it says:
“While the weight loss data are compelling, I would sense that with
a full length paper we would have a lot of explaining to do.” And
then I am going to move the next line. “My first impression is the
parameters are best enough left alone as they would have to be di-
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vulged, explained in detail and scrutinized in a full length paper.
So on this particular case we will gain from a marketing stand-
point by relying on the abstract if it is accepted. On the other hand,
we risk much exposure in full length form, just ask legal, on gain-
ing nothing from a marketing standpoint.”

Now, have I accurately described a portion of this email?

Dr. COLKER. Yes, Congressman.

Mr. RusH. Okay. Now this email was written in the context of
your responsibilities to conduct what was supposed to be an inde-
pendent scientific investigation, is that correct?

Dr. COLKER. That is correct, sir.

Mr. RusH. Okay. I think you can understand why the email ap-
pears to us to comprise both the independent and scientific nature
of your work, and I would like to give you the opportunity to ex-
plain that.

Dr. COLKER. Certainly. And I can understand how you come to
that conclusion.

I felt I was being prudent when Mr. Chinery asked me whether
this was a full length paper or whether a full length paper should
be published. I felt it was more appropriate to give a snapshot of
the primary endpoint, whether it was statistical significant dif-
ference between groups for weight loss and the other figures
where—although there were absolute number differences between
groups, they were not statistically significant and therefore, I
would not want them to rely in their advertising on inclusive data.

Mr. RUusH. So what did you mean in the email when you said
that “we will gain from a marketing standpoint by relying on the
abstract if it is accepted and we risk much exposure if we use the
full length form?”

Dr. COLKER. I felt from a marketing standpoint I was simply
looking at it as looking out for Cytodyne in terms of feeling that
was marketable information that was achieved from the study,
while at the same time I felt that if there were any questions given
the climate at the time, I referred him to legal.

Mr. RUsH. So it was your job to provide the independent sci-
entific study or to provide advice and strategy on marketing?

Dr. COLKER. This particular study was an open label study. I felt
it was certainly unbiased, but I can understand how one would
read bias

Mr. RUSH. So you were fulfilling both tasks? You were focusing
on an independent scientific study and you were also providing ad-
vice on marketing?

Dr. COLKER. In this case, yes.

Mr. RUSH. And you do not find those to be inconsistent respon-
sibilities?

Dr. COLKER. They were not for me, but I can understand how
they might be viewed as such.

Mr. RusH. Okay. Back to Mr. Schreck.

In 1998 Michael Ellis wrote a letter describing how the company
handled consumer complaints, and I am going to paraphrase. He
says Metabolife has a comprehensive safety monitoring procedures
in place. We take the health of our potential and actual customers
very seriously.
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Our staff has reviewed your records and find them to be lacking
in many respects, many were handwritten or illegible. The GAO
has conducted a similar analysis and said the information in your
call records was limited, sometimes difficult to understand and in-
terpret. In some cases the evidence for report of an adverse event
was limited to a single word on a call record.

I want to specifically refer to Exhibit 91 in the book in front of
you. This is a notation on a day pad, dated September 21, 1998.
It has the word “heart attack” written on it. And that’s about all.

I want to ask you to comment on the quality of this record keep-
ing in hindsight, and it is also a question directed to Mr. Hermann.

Mr. SCHRECK. I am sorry.

Mr. RusH. I would like to ask you to comment on the quality of
this record keeping with the benefit of hindsight and in view of the
statement I read, assuming you don’t object to my characterization
of the statement from the Michael Ellis letter in 1998?

Mr. HERMANN. Congressman, if I could address that, I would be
happy to answer your question.

Mr. RusH. Please.

Mr. HERMANN. Our health information system was set up as a
call center. As I said earlier, to help customers with questions that
they had about how to use our product more effectively and ques-
tions about weight loss in general. It wasn’t designed to capture ad-
verse events. It was not formalized in terms of obtaining any infor-
mation concerning any conditions or any reports. It was strictly
used as a mechanism to do that.

As a dietary supplement company, as you know, we are not re-
quired to have a system in place for that. We do support the FDA
in a proposal to implement that kind of system, and we are willing
to work with the FDA to come up with a method and to identify
what categories we should identify.

Mr. RusH. Right.

Mr. HERMANN. I can only apologize for this particular record

Mr. RusH. You do not need to apologize to me. It is other people
to apologize to, but go ahead.

Mr. HERMANN. Well, I am sorry, sir. I have lost the rest of your
question.

Mr. RusH. So it was not the intention of your record keeping
process to record any adverse health events?

Mr. HERMANN. That is correct. The health information line was
not set up to record adverse health events and we were not re-
quired to do that.

Mr. RusH. Okay. I believe Mr. Chinery testified earlier that the
policy of his company was to tell customers to take taking the prod-
uct if they were experiencing adverse health effects. Was that the
policy of your company?

Mr. HERMANN. Sir, I am not familiar with exactly what hap-
pened in any of these particular incidences. I do not

Mr. RUsH. No, but I am not talking about a specific instance. You
are the vice president of your company, right? I am asking you
what the company policy was.

Mr. HERMANN. Congressman, the health information area does
not report to me and it has never reported to me. I know that
based on what I have seen is our policy, that if a customer does
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call in, we ask them if they have talked to their personal
physician——

Mr. RusH. You were prepared for this testimony today,
ostensively by your lawyers, I'm sure. And you knew we were going
to be asking about these questions, questions of this nature, and
you cannot say as the vice president today or neither can Mr.
Schreck as a representative what your company policy was on this
particular point?

Mr. HERMANN. Congressman, I—you know, I can only tell you
what I know. And I do not know the procedures or the policies at
that time. And I am sorry. I just

Mr. RusH. Okay. Well, I would just like to ask you if you would
supplement the record with that information.

Mr. HERMANN. Certainly, Congressman. Be more than happy to
do that.

Mr. RusH. In 1999 Allen Binky, or however you pronounce his
last name, the counsel for Metabolife wrote to the FDA that your
company has never been aware of any adverse health events by
consumers of its product. Is that a correct statement, as you under-
stand the record here? You have no reason to question that?

Mr. HERMANN. I haven’t specifically seen——

Mr. RusH. Well, let us assume I have stated correctly.

Based on your testimony I am assuming the reason your com-
pany was never aware of any adverse health events by consumers
is you were not interested in collecting that information if any con-
sumer called and tried to give it to you, is that correct?

Mr. HERMANN. Congressman, I am sorry, but I had nothing to do
with that letter, with that phrase. I do not what the intent of those
comments are. And I feel very uncomfortable speculating before
this subcommittee on what it might have intended.

I can tell you this, in the 3% years that I have been at
Metabolife I have seen nothing but upstanding, honorable integrity.
And I cannot believe that anybody would intentionally mislead the
FDA or anybody else concerning our products.

Mr. RusH. Well, understand. I am not suggesting anybody’s in-
tention or misleading. I am just asking what you thought was an
appropriate policy or standard of care to adopt as a company in
terms of collecting information from people that were calling you
to report adverse health effects they were having that they were
associating with the use of your product.

Mr. HERMANN. Yes, Congressman. I understand that. And I
promise to get back to you with that information.

Mr. SCHRECK. Congressman, may I add?

Mr. RUsH. Yes, sir.

Mr. SCHRECK. Our company is being very proactive to improve
our call system. We have hired Life Science Research Office to do
an analysis so that we can assess our call centers and to take any
recommendations that they will give us. This report will be com-
pleted early in the fall and I would forward it to you, if you would
like.

And also I would like to state that we gave them no conditions
and we put no conditions on the report. We asked them to do it
of their own volition and they will—they are in the process of this
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study at this point. And, as I said, we will have a report completed
this fall.

Mr. RUSH. So when you printed on this label or your company
for health questions and then a phone number, what were you in-
tending to communicate to the consumers of your product as far as
questions they could expect you to answer about health?

Mr. HERMANN. That particular phone number is the MedWatch
number, I believe you are referring to. And that was required by
Texas law, and that is when we implemented that on our label.

Mr. RusH. I understand that is what the law required. But what
did—okay.

Mr. HERMANN. I am sorry, Congressman. Were you referring to
a different number?

Mr. RUsH. No, sir.

I have a document suggesting that your company has stated in
the past that adverse event reports are only those reports which
have proven to be casually connected to the product. Has that been
the position of your company? Is that a fair statement?

Mr. HERMANN. I am sorry, sir. I don’t—I am not familiar with
that statement.

Mr. RusH. Mr. Schreck?

Mr. ScHRECK. I am not either. I have never heard that before.

Mr. RusH. How have the sales of your product fared since the
negative publicity has arisen about their use? I will direct this to
all three of you.

Mr. SCHRECK. The sales of our product have fallen.

Mr. GREENWOOD. Time of the gentleman has expired.

Mr. RusH. Okay. Thank you, Mr. Chairman.

Mr. GREENWOOD. The Chair thanks the gentleman.

The Chair at this point would like to call Ms. Culmo back to the
witness table. Cynthia Culmo, if you would please come to the wit-
ness table and we will have a chair set for you. I wanted to—and
I thank you for staying so long so that we could ask a few ques-
tions.

If you can use Mr. Schreck’s microphone and, of course, you are
still under oath.

Ms. Culmo, when you were at the Texas Department of Health
did NVE, the company NVE ever come to your attention?

Ms. CuLMmo. Yes, they did.

Mr. GREENWOOD. And in what way and what actions were you
involved with with regard to this company?

Ms. CuLMoO. To the best of my recollection their products became
noticeable or to our attention in 1999. They were first reported on
a poison control center report.

Mr. GREENWOOD. And were those adverse effects that were re-
ported in the poison control report?

Ms. CuLmo. That is correct.

Mr. GREENWOOD. Okay. And do you recall what kind of adverse
effects you were seeing?

Ms. CuLMo. Not off the top of my head, I do not.

Mr. GREENWOOD. Okay. And then did the department make con-
tact with the company and make requests of the company or de-
mands of the company?
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Ms. CuLMo. Yes, we did. We contacted the company to inform
them that the name of their products were recognized street alter-
native drug names and that they would have to discontinue that
name and also address other issues with the product.

Mr. GREENWOOD. And how did they respond to that?

Ms. CuLMO. There are several records of correspondence. They,
obviously, objected to that position.

Mr. GREENWOOD. Okay. Did they ultimately—was it a direct re-
(S:’lucllg of your demands that they change the name, that in fact they

id?

Ms. CuLMo. No. Actually what happened is our Attorney Gen-
eral’s office was involved. And to the best of my recollection they
agreed to no longer sell those products in the State of Texas under
those names.

Mr. GREENWOOD. And so in a court supervised settlement?

Ms. CuLmo. That is correct.

Mr. GREENWOOD. Okay. Thank you very much.

Ms. CuLMo. I am sorry. I misunderstood that. There was an
agreed order.

Mr. GREENWOOD. An agreed order?

Ms. CurLMmo. Yes.

Mr. GREENWOOD. An agreed order? Very well.

Mr. Occhifinto, do you agree Ms. Culmo’s testimony? Use your
microphone again, please, sir.

Mr. OccHIFINTO. I do not remember any of the circumstances, all
the circumstances. But I know that we came to an agreement with
the State of Texas.

Mr. GREENWOOD. Okay. When you testified earlier in response to
some questions that I asked and Ms. DeGette asked about what
caused you to change the name of your products from Black Beauty
and Yellow Jacket, you said that—I think you said that you had
heard somewhere that over in Amsterdam products—repeat your
testimony, if you will, as to what inspired you to change the name
of the product.

Mr. OccHIFINTO. We became aware of the product being used im-
properly on the Internet from a company in the Netherlands.

Mr. GREENWOOD. And when was that?

Mr. OccHIFINTO. Within the last year, I believe.

Mr. GREENWOOD. Okay.

Mr. OccHIFINTO. Within 6 months, maybe.

Mr. GREENWOOD. When did you agree pursuant to a court proce-
dure to change the name of your product?

Mr. OccHIFINTO. Chairman, I do not remember that as far—that
was only for the State of Texas.

Mr. GREENWOOD. Right.

Mr. OccHIFINTO. When we spoke before, I thought you meant in
relevance to what was going on now.

Mr. GREENWOOD. So what you are saying is initially in 1999 the
Texas Department of Health notified you that Black Beauty and
Yellow Jacket were names for street illegal drugs and subsequent
to that and a result of that you changed your marketing nomen-
clature in Texas?

Mr. OccHIFINTO. Chairman, also on that list in Texas, they call
those 2 names slang terms. They also use slang terms for drugs in
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their State are Candy, Cakes, Cookies, Eggs, Squirrels, Biscuits,
Beans, Truck Driver, Black Cadillacs.

Mr. GREENWOOD. Did you have any products with any of those
names?

Mr. OccHIFINTO. No, I did not.

Mr. GREENWOOD. Okay. So let us focus on the products you were
marketing.

The Texas Department of Health informed you that your prod-
ucts Black Beauty and Yellow Jacket were street drug names?

Mr. OCCHIFINTO. Yes, sir.

Mr. GREENWOOD. Correct. Okay. And was that the first you
learned of that or did you know that when you named them?

Mr. OccHIFINTO. No, I did not.

Mr. GREENWOOD. You did not know that when you named them?

Mr. OcCHIFINTO. No.

Mr. GREENWOOD. Pure accident, coincidence?

Mr. OCCHIFINTO. No.

Mr. GREENWOOD. Okay.

Mr. OccHIFINTO. I also tried to work things out with the Texas
Department of Health and they were not cooperative. And then the
Attorney General got involved in it and we came to an agreement
and settled with them.

Mr. GREENWOOD. And what did you rename your products?

Mr. OccHIFINTO. I renamed them for the State of Texas. Actu-
ally, I do not sell the products in any form in the State of Texas.

Mr. GREENWOOD. Okay. So when you changed—then you
changed your nationwide marketing, you no longer call them na-
tionwide, no longer call them, the product for instance Black Beau-
ty?

Mr. OccHIFINTO. No, I did not say that, Chairman. I said we no
longer marketed those products in the State of Texas.

Mr. GREENWOOD. Okay. But eventually you stopped marketing
Black Beauty entirely, correct?

Mr. OCCHIFINTO. Yes, we did.

Mr. GREENWOOD. Okay. And why did you do that? Why did you
change its name?

Mr. OCCHIFINTO. Because we found that internationally people
were selling our products as an illicit drug and we did not want
to be involved in that. And we got out of the business and we
changed the name.

Mr. GREENWOOD. So you wanted to have an entirely different
kind of name for your product?

Mr. OCCHIFINTO. Yes.

Mr. GREENWOOD. So you changed Black Beauty to?

Mr. OCCHIFINTO. Midnight Stallion.

Mr. GREENWOOD. And that was to completely disassociate your
product from Black Beauty?

Mr. OccHIFINTO. Well, we were brought to the attention that
Black Beauty was a name that people weren’t comfortable with, so
we stopped using that name.

Mr. GREENWOOD. Okay. Thank you.

Mr. Boozer, may I address some questions to you, please?
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You do have a very impressive résumé. And let me ask you a
question. What caused you to go into the field of obesity work? Why
do you do what you do?

Ms. BoozER. I think it was because of the opportunity to work
with a very famous and excellent scientist named Dr. Joel Mayer,
whom you may know. He had an outstanding reputation as an
international nutritionist and obesity expert. And I had the oppor-
tunity to work with him at Harvard. And so, he was—because of
his expertise in obesity, I got interested in working in that area.

Mr. GREENWOOD. Are you motivated, in part, by a desire to help
people who are obese to not suffer the physical and emotion strains
of their obesity?

Ms. BOOZER. That is right.

Mr. GREENWOOD. Okay. Do people sometimes individually ask
you for advice as to how to deal with that very painful problem?

Ms. BoOZzER. They do.

Mr. GREENWOOD. Okay. And what is your general recommenda-
tion if someone comes to you and says I am a 120 pounds over-
weight and I am miserable and I do not feel like I am healthy?
What should I do, Dr. Boozer, to try to lose some weight and main-
tain that weight loss?

Ms. Boozer. Well, as you know, I am not a physician so I don’t
give medical advice. But, in general, I think I would not hesitate
to encourage everyone to eat a healthy diet which I consider to be
a low fat diet.

Mr. GREENWOOD. Right.

Ms. BOOZER. And to increase exercise in their lives.

Mr. GREENWOOD. Right. And probably did not need to go to Har-
vard to learn that, did you?

Ms. BOOZER. No.

Mr. GREENWOOD. Okay. Because in fact, every doctor that I have
ever heard of, and just about every expert, every trainer, they all
basically say it comes down to limit your caloric intake, increase
our exercise, advice like that. Okay.

So if someone came to you and you just told them you just testi-
fied that that’s the kind of advice that you would give them, very
sound advice, very mainstream advice. Would you say to them and
take some ephedra or Xenadrine? Would you say this is another
thing you ought to do?

Ms. BOOZER. No.

Mr. GREENWOOD. Okay. Why not?

Ms. Boozer. Well, as I said, I have worked in a medical setting
for many years as a nonphysician, and I am very conscious of the
difference between my ability to give medical advice and that of the
physician. So I would refer someone, and I have.

Mr. GREENWOOD. Well, you do not need a physician. I mean, the
whole point of this hearing is that you do not need a physician to
tell you to do this.

Ms. BoOZER. No, but——

Mr. GREENWOOD. You're qualified to suggest this. I am qualified
to suggest this. The guy in the gym is qualified to suggest this. The
guy at the minimart is qualified to suggest this, right?

Ms. BoozeR. Maybe so, but
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Mr. GREENWOOD. Well, you could walk into a gas station and say
“fill her up with regular and, by the way, do you have any ideas
of what I should do to lose this unsightly 50 pounds?” And the guy
should say, sure, I got the product right here, right?

Ms. BOOZER. Right.

Mr. GREENWOOD. Okay. But you are an expert. But you would
not recommend this product, would you?

Ms. BOOZER. As I say, I limit my advice to diet and exercise.

Mr. GREENWOOD. Right. But I am asking you a very serious
question. This is a very important policy issue. Is the reason that
you would not recommend this because you’re just not qualified
and perhaps if you had a medical degree you would know when to
recommend, or is the reason you do not recommend it is because
you think it’s not a good idea for people to use this to solve their
weight problems?

Ms. BoozZER. I have some of the same concerns that have been
expressed earlier about the widespread use of these compounds.
And while I feel that within the constraints of our study that peo-
ple were not at risk, I still would have hesitation in advising people
who are outside the constraints—such constraints to use this be-
cause it has not been widely studied.

Mr. GREENWOOD. Okay. So it has not been widely studied——

Ms. BoozgR. Under those conditions.

Mr. GREENWOOD. Right. Right. And you would not recommend it
to anyone?

Ms. BOOZER. I would not recommend it, but——

Mr. GREENWOOD. Okay. And you, of all the people who have tes-
tified today in this long day of hearings, you are the obesity expert.
You are the person who knows more about the problem that this
product is designed to solve than anyone who has testified before
this committee today. And your testimony under oath is that you
would not recommend this product to anybody, is that correct?

Ms. BoozeEr. Well, but as I said, I do not recommend products
of any kind. My—I limit myself to diet and exercise.

Mr. GREENWOOD. But I thought we just went through this exer-
cise where you said—I am not asking you if the reason you would
not recommend this is because you do not have an MD after your
name. I am asking you if the reason that you would not rec-
ommend this is because you do not see a good reason to recommend
it because you think nutritional guidance, reduced caloric intake,
more exercise is the better recommendation. And this has not been
studied enough to know for you to feel confident about its efficacy
and its safety.

Ms. BoozgER. Well, I mean I would not recommend it to someone
without whom I had a lot of medical knowledge. For example, what
their blood pressure was and what, you know——

Mr. GREENWOOD. And if you had all of that, you might rec-
ommend it, is that right?

Ms. BOOZER. It is possible. If I had someone that I was convinced
met the same kind of conditions as the people who were in our
study, then I might say to them, “Look, people like you who took
this in our study did lose weight, did have improved blood lipids
and without significant adverse event.”

Mr. GREENWOOD. Well, but that is——
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Ms. BOOzER. But without——

Mr. GREENWOOD. It is one thing to say this had some impact for
some people.

Ms. BoozER. That is right.

Mr. GREENWOOD. It is another thing entirely to say this is what
I would recommend. For instance, you could say some people lost
weight eating pizza. Some people lost weight eating high fat foods.
But I am asking you if you would recommend it.

Ms. Boozer. Well, I personally would not, but that—I mean

Mr. GREENWOOD. That is all I am asking you is you personally.
That is all I am asking. I am not asking you on behalf of anyone
else. You personally would not recommend the product.

Thank you. My time has expired.

Ms. DEGETTE. Dr. Boozer, in general there is concern among the
research community about not just losing weight for obese individ-
uals, but keeping that weight off over time, correct?

Ms. BOOZER. Very much so.

Ms. DEGETTE. And really the scientific evidence shows that nu-
trition and exercise are the two best ways to keep off weight long
term, correct?

Ms. BoozER. Well, having said that we know that that is ex-
tremely difficult.

Ms. DEGETTE. That is right.

Ms. BOOZER. Our success rate with obese population is on the
order of 5 percent.

Ms. DEGETTE. Right. And fad diets, when people go on fad diets,
for example, they help people lose weight in the short run but the
studies show over the long run that among obese people that lose
a substantial amount of weight on fad diets, do not keep it off, cor-
rect?

Ms. BOOzER. That is exactly right. That is right.

Ms. DEGETTE. Now, there were 2 studies done on ephedra. One
by you, one was 8 weeks and one was 6 months, correct?

Ms. BOOZER. Right.

Ms. DEGETTE. So I think it would be safe to say that no study
has been done to show the long term effect of weigh loss in the pop-
ulation that you studied, which was admittedly a much smaller
population than is taking this supplement. There is no evidence to
show what the long term weight loss results are for those people,
correct?

Ms. BOOZzER. That is correct.

Ms. DEGETTE. Okay. I wanted to ask Dr. Colker, you said you
were a physician and a sports trainer. Do you recommend that
your patients take Xenadrine, your patients who athletes take
Xenadrine?

Dr. COLKER. For some, Congresswoman, yes.

Ms. DEGETTE. Which ones?

Dr. COLKER. The ones that are—that have some weight to lose
that I think that the benefits outweigh the risks.

Ms. DEGETTE. So you do not see any problem with athletes tak-
ing ephedra, correct?

Dr. COLKER. I think that I see no problem with athletes taking
ephedra products, but I will say that my issues with athletes have
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more to do with the abuse potential in general. I am not saying
every athlete will abuse ephedra.

Ms. DEGETTE. Now, Mr. Chinery, I guess I would ask you, what
is your company’s policy toward marketing ephedra to athletes? Be-
cause on your bottle, which is right here, you say in a little box—
I assume this is something else that was required by some State
law, because it also has the same disclaimer on Metabolife. It says:
“Keep out of the reach of children. Not for use or sale to individuals
under 18.” Right?

Mr. CHINERY. Yes.

Ms. DEGETTE. Now so you do not recommend it being sold to peo-
ple under the age of 18, right?

Mr. CHINERY. That is correct.

Ms. DEGETTE. Do you have any way of stopping it from being
sold to individuals under the age of 18?

Mr. CHINERY. Well, actually, I guess I should point out that we
are not actually—were not selling it anymore. But when we
were——

Ms. DEGETTE. Oh, when you were. Thank you.

Mr. CHINERY. When we were selling it, a number of the major
retailers such as WalMart and Target have a policy where they re-
quire identification for somebody to purchase it.

Ms. DEGETTE. What about for Xenadrine?

Mr. CHINERY. Yes.

Ms. DEGETTE. They required identification for that?

Mr. CHINERY. Yes.

Ms. DEGETTE. Did you have any written policies on that that you
gave to your sales force?

Mr. CHINERY. I do not know that we had any written policy, no.

Ms. DEGETTE. Okay. So what was your policy regarding sales of
this food supplement to athletes?

Mr. CHINERY. We did not have really a specific policy, but you
know, there has been a number of clinical tests done on it and a
majority of those did test it in conjunction with exercise. So—and
I know that a number of other studies

?Ms. DEGETTE. So you think it is okay to sell it for athletes to use
it?

Mr. CHINERY. As long as it is used properly by healthy individ-
uals.

Ms. DEGETTE. Okay. Mr. Hermann, I think you said when I was
questioning you it is your company’s policy not to sell Metabolife
to children or athletes, correct?

Mr. HERMANN. That is correct. We do not market it to children.

Ms. DEGETTE. You need to turn on your microphone. Thanks.

Mr. HERMANN. I am sorry, Congresswoman.

Ms. DEGETTE. That is okay.

After you said that, I was thinking about what Ms. Bechler said
in the first panel and also Mr. Riggins about how they and their
families know that Metabolife is sold at health clubs. So I was a
little confused, because if it is your company’s policy not to sell
Metabolife to athletes, and you tell your sales force that, how is it
being marketed then at health clubs?

Mr. HERMANN. Congresswoman, health clubs are not one of our
retail outlets
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Mr. GREENWOOD. Your microphone still is not working.

Ms. DEGETTE. There. It is just not close enough.

Mr. HERMANN. Health clubs are not one of the retail outlets that
we sell Metabolife to.

Ms. DEGETTE. Okay. So as far as you know, this is not being dis-
tributed from health clubs?

Mr. HERMANN. Not directly from us it is not, ma’am.

Ms. DEGETTE. Okay. Do you have any idea, Mr. Chinery, before
you withdrew your product from the market, was it being marketed
in health clubs?

Mr. CHINERY. I believe some, yes.

Ms. DEGETTE. Okay. And Mr. Occhifinto, is your product being
marketed in health clubs?

Mr. OccHIFINTO. We market for weight loss.

Mr. GREENWOOD. Please use the microphone, sir.

Mr. OccHIFINTO. We market for weight loss products, and we
market toward athletes.

Ms. DEGETTE. Okay. Do you think it is appropriate to use this
supplement, your supplements for athletes?

Mr. OCCHIFINTO. I never explored that.

Ms. DEGETTE. So you have no opinion one way or the other?

Mr. OccHIFINTO. No, I do not.

Ms. DEGETTE. Okay. I guess, one last thing, almost everybody
here talked about the Rand study. And I was confused, because ev-
erybody here was saying that the Rand study supported their posi-
tion, but I have a quote from the Rand study, and here is what it
said. Please bear with me, but I think it is worth reading the whole
quote.

“Overall, people who received ephedra or ephedrine had between
2.2 and 3.6 times higher odds of suffering harmful side effects, in-
cluding psychiatric symptoms, jitterness, palpitations, nausea and
vomiting than did people taking a placebo. From the 284 reports
of serious adverse events we identified 2 deaths, 3 heart attacks,
9 strokes, 3 seizures and 5 psychiatric cases as sentinel events with
prior ephedra consumption. We identified 3 deaths, 2 heart attacks,
2 strokes, 1 seizure and 3 psychiatric cases as sentinel events with
prior ephedra consumption. In aggregate, the case report suggests
a link between products containing either ephedra and ephedrine
and catastrophic events such as sudden death, heart attack, stroke,
seizure and serous psychiatric symptoms.

Regarding safety we conclude from the clinical trials that ephed-
rine and ephedra are associated with 2 or 3 times the odds of expe-
riencing psychiatric symptoms, autonomic symptoms, upper gastro-
intestinal symptoms and palpitations.”

Do you agree with the Rand report findings? I will start, Ms.
Culmo, I do not want to leave you out. Do you agree with those
findings? We will just work our way down.

Ms. CuLMmo. Yes, that they are significant.

Ms. DEGETTE. Mr. Schreck?

Mr. ScHRECK. I do not agree with those. I think the Rand study
also states that there were no serious adverse effects reports in the
52 clinical studies.

Ms. DEGETTE. Mr. Hermann?

Mr. HERMANN. I would support what Mr. Schreck said.
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Ms. DEGETTE. Dr. Boozer?

Ms. BoozeR. Well, you know what I think the problem is, is
there is sort—I think the report actually is quite good and I think
they very carefully explain what they did, and it seemed consistent.
But I think it is a little difficult when you read it like this to un-
derstand the difference between the control studies and the case re-
port study.

In the control studies they looked at over 1700 individuals who
had been studied and found no serious adverse event. And they
conclude that those studies had an 80 percent power of detecting
events at less than 1 in a 1,000.

So, in other words, they’re saying that according to the clinical
trials there is no serious adverse event unless this occurs at a rate
of less than 1 per 1,0000 people. And the clinical cause cannot
show that. So then they went to the case reports and they said now
in the adverse event reports, and you read that. But they also go
on to say however those do not show cause and effect.

Ms. DEGETTE. But the problem is that in the control study they
did not look at the people who were high risk because those were
not included in the studies of others.

Ms. BoozeR. That is exactly right.

Ms. DEGETTE. And what we are saying is the people who these
terrible side effects happened to are the people who are taking this
food supplement——

Ms. BOOZER. Absolutely.

Ms. DEGETTE [continuing]. Who are not in the control studies,
right?

Ms. BOOZER. Absolutely. That is correct.

Ms. DEGETTE. Thank you.

I am out of time, Mr. Chairman, otherwise I would go down the
rest of the panel.

Mr. GREENWOOD. The Chair thanks the gentlelady and at this
moment would ask that without objection the document binders be
introduced into the record. Without objection, so will be the case.

And the gentleman from Oregon is recognized for 10 minutes.

Mr. WALDEN. Thank you, Mr. Chairman. I am sorry I had to step
out for a moment.

Mr. Conklin, could you go to Tab 38 in the giant book here of
documents? Is it true that you and Mr. Chinery were not pleased
with the results that Dr. Armstrong reported for the RFA-1 study
he performed?

Mr. CHINERY. I believe we not pleased the way he presented the
results of the study in the abstract.

Mr. WALDEN. Okay. Is your email address or was it on 10 Octo-
ber 2000 kpconklin@aol.com?

Mr. CHINERY. Yes, sir.

Mr. WALDEN. Let me read an email of that date, 9:44:17 edt to
tzphd@hotmail.com. Who is that?

Mr. CHINERY. That would be Dr. Tim Zigginfuss.

Mr. WALDEN. Got it. In part, and there are several things here
but I will just cut to the part about Armstrong. It says “Armstrong
study. I know you received the information from him and that you
need it. Can you please wipe the quote/unquote shit off it and come
up with something we can get published that will have impact. We
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need this done asap. Let me know on this one.” What was that?
What did you mean by all that?

Mr. CHINERY. Well, in hindsight, sir, I guess I could have used
more appropriate wording to convey my thoughts to Armstrong to
Dr. Zigginfuss. But what I had requested was that there was a lot
of information that resulted from the study that was not included
in the abstract that Dr. Armstrong first presented. So what we had
liked to see was an abstract that included more information from
the result of the study.

Mr. WALDEN. Okay. And would that explain the Wednesday, Sep-
tember 27, 2000 email Tab 36 from you to tzxphd@hotmail.com and
you respond: “Okay. I sent you the study results from Astrong” you
say. “Could you please try to find something positive from this,
something we can salvage. Could this possibly be a safety study.
Let me know, please. This is screwed. K” What was that about?

Mr. CHINERY. What had happened was Dr. Armstrong completed,
we will say part of the study. He did not stick to protocol that we
agreed on prior to the study commencing. And the results, we will
say it was partial results of the study. I am not a research doctor
or scientist, so I really could not interpret the data. And what I had
asked Dr. Zigginfuss to do was to look at that and interpret it for
us and he had come back with positive results from the study at
that point.

Mr. WALDEN. Is Tim Zigginfuss a paid consultant by Cytodyne?

Mr. CHINERY. He was, yes.

Mr. WALDEN. Was he during this period in 2000?

Mr. CHINERY. I cannot be sure, sir.

Mr. WALDEN. Mr. Chinery, you are president of the company?

Mr. CHINERY. I believe he was a consultant. And, actually, he
was hired to consult on having research projects commissioned for
Cytodyne products. So I believe he was at that point.

Mr. WALDEN. Okay. If we could go to Tab 38. Mr. Zigginfuss.
Yes, this is from Mr. Zigginfuss. Am I saying that right,
Zigginfuss?

Mr. CHINERY. Yes.

Mr. WALDEN. Okay. Thursday, November 9, 2000, 2:32 p.m. to
Bob C. at prosourceonline.com and cc to Mr. Conklin, subject
EMUXN study. He writes: “Hello, guys. Just thought you might
want to hear my interpretation” in all caps, “of the EMU study. Dr.
Armstrong sent me the entire report with all the numbers and it
looks much better than any of us expected and particularly what
he originally communicated to Kelly. For instance, I know using
percentages can be misleading (especially when the absolute
changes are small) but check this out.” And then he says body
weight change and goes through that, and the placebo and fat mass
change and placebo.

And then, quoting again, “And these effects occurred despite no
statistically quote/unquote significant changes in either groups die-
tary intake. However, if you look at actual numbers as the placebo
group actually reduced their total calorie intake by 200”—it is hard
to read this—“per day and their fat intake by”—I think it is 30 but
it is hard to read this printed copy—“grams per day from pre to
post testing. Had not this happened the above changes would have
been even more dramatic. Damn I am good.”
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The body change weight was small, correct? The actual loss of
weigh?

Mr. CHINERY. I guess that would be subject to individual inter-
pretation.

Mr. WALDEN. Is 3.19 pounds body weight change small for the
placebo?

Mr. CHINERY. Well, I think if you look at it in the full context
these people did not reduce their diets and they lost weigh, a sig-
nificant f weight, it was deemed to be statistically significant. So
therefore, I do not know that I would agree that it 1s small.

Mr. WALDEN. Okay. But in the email he uses the percentage, and
I did not read this earlier, that 759 percent more weight loss than
in the Xene group. 3.9 pounds versus 759 percent. And then under
the fat mass change placebo versus Xene, that is 524 percent more
fat loss in the Xene group. And you are talking 5.7 pounds.

Why were those percentages important to your company, and did
you use them in any of your marketing?

Mr. CHINERY. I am not positive whether they were used in mar-
keting or not, but typically in this industry the products that are
advertised to a certain segment of the market, which is the fitness
market, that that is the say those types of results are typically ex-
pressed.

Mr. WALDEN. You said you did not know whether these numbers
were used in your marketing, correct?

Mr. CHINERY. I cannot be positive.

Mr. WALDEN. Well, did not the judge in the Park case find that
these percentage changes were misleading? Are you familiar with
the Park case?

Mr. CHINERY. Yes, I am. Specific to both of these percentages
claims, I am not sure. I know that

Mr. WALDEN. What about other percentages claims, were they
similar to these in terms of percentage versus the numbers?

Mr. CHINERY. I think there was a lot of variability with regard
to the actual changes that took place between the 2 groups.

Mr. WALDEN. What does that mean?

Mr. CHINERY. Well, there was other percentage claims used in
other advertising. And

Mr. WALDEN. But were you not really talking about a couple of
pounds? I will give you 3 to 8 pounds, but then claimed that the
difference was hundreds of percent? Did you ever use any of that
in your advertising, 100 percent claims or more?

Mr. CHINERY. Percentage claims, yes.

Mr. WALDEN. Was 1700 percent difference a claim used?

Mr. CHINERY. Yes, it was.

Mr. WALDEN. And how much weight difference was that?

Mr. CHINERY. I believe that claim was specific not to body
weight, but body fat.

Mr. WALDEN. Okay. Give me the number.

Mr. CHINERY. I do not have that number off the top of my head,
but I know it was a very high——

Mr. WALDEN. Does counsel have that number? Did they defend
you in that case?

Mr. CHINERY. That was different counsel.

Mr. WALDEN. Was 3860 percent used by your company?
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Mr. CHINERY. Yes, it was.

Mr. WALDEN. Was that found to be misleading in the Park case?

Mr. CHINERY. In that case it was, and in another case in Federal
court in Utah it was found to be supported by the study and appro-
priate.

Mr. WALDEN. Okay. In either case how much—was this body
weight or fat, or what was it?

Mr. CHINERY. Again, that was actually body fat.

Mr. WALDEN. And what was the actual number?

Mr. CHINERY. I do not have the specific number, but again the
difference between the 2 groups was a very high statistical signifi-
cance in that study.

Mr. WALDEN. Do you think the difference of a couple of pounds
here is very high statistical significance?

Mr. CHINERY. Well, it is considered a powerful number by the
people that review the study and the people that do the statistics.

Mr. WALDEN. Who paid for this study?

Mr. CHINERY. The study that we are looking at here, this East-
ern Michigan study?

Mr. WALDEN. The Armstrong?

Mr. CHINERY. Yes, that was actually paid, Cytodyne provided a
grant to Phoenix Laboratories which then provided that to the uni-
versity.

Mr. WALDEN. Yes. Okay. Dr. Zigginfuss says “and these effects
occurred despite no statistically significant changes in either
groups dietary intake.” So neither group changed their dietary in-
take at all?

Mr. CHINERY. I believe the protocol of that study called for no
changes to dietary habits.

Mr. WALDEN. Yes. How long was that study?

Mr. CHINERY. I believe that was a 6 week study.

Mr. WALDEN. Six weeks?

Mr. CHINERY. Yes.

Mr. WALDEN. Okay. So in 6 weeks the difference between the 2,
if I am reading this correctly, is about a little less than 2 pounds—
a little over 2 pounds, 2% pound difference between the placebo
group. Is that right? Am I reading this right?

Mr. CHINERY. With regard to body weight, but I think it is also
important to look at fat mass change, because ultimately that is
what most people are interested in losing. And that number is—
the differential between those two groups is much higher there.

Mr. WALDEN. What is that number?

Mr. CHINERY. It is 5.7 pounds from using Xenadrine without die-
tary restrictions versus 1.08 pounds with the placebo.

Mr. WALDEN. So roughly a 4 pound difference in 6 weeks be-
tween the two?

Mr. CHINERY. A little more than four.

Mr. WALDEN. And from that you tell consumers in effect, or it
was being suggested you could, I guess, have 524 percent more fat
loss in the Xene group? And you are comfortable saying that to con-
sumers?

Mr. CHINERY. Well, you know, it is a pretty significant number
and it was statistically significant, and it was eventually accepted
for publication.
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Mr. WALDEN. Okay. This Tab 39 also has an “hey Bob” email.
Also from Tim. It says “Thanks for the message. I originally
thought the same thing and that Armstrong run a comparison on
lean mass changes BT groups. Unfortunately, both groups in-
creased lean mass from pre to post testing and although the in-
crease in the Xene group was 161 percent greater than the increase
in the placebo group, the diffs were not quote/unquote statistically
significant. Probably due to variance in response. However, my
opinion the effect does warrant mentioning in the full paper.” I
mean, there he is saying on lean mass it is not statistically signifi-
cant even though 161 percent difference.

Mr. CHINERY. Correct.

Mr. WALDEN. Yes.

Mr. GREENWOOD. The time of the gentleman has expired.

Mr. WALDEN. Thank you, Mr. Chairman.

Mr. GREENWOOD. The gentleman from Illinois is recognized for
10 minutes.

Mr. RusH. Thank you, Mr. Chairman.

I would like to go back to Mr. Schreck. Earlier, as perhaps you
heard, Mr. Vasquez testified that he was instructed in phone calls
not to use the term side effects. Can you or Mr. Hermann comment
on what policy or practice might have been in place at the company
that would have led him to make that statement?

Mr. HERMANN. No, Congressman, I am sorry. I am not familiar
with that. I do not know why that statement was made, but we will
get back to you on those policies, sir.

Mr. RusH. Mr. Schreck?

Mr. SCHRECK. I feel the same way. I was not part of the company
then. I had not heard that statement until this morning, and as I
have mentioned earlier, we believe in consumer protections and I
do not know where this statement emanated from or why.

Mr. RusH. Okay. Ms. Culmo, earlier I asked a question I would
like to direct to you, since you have just recently joined the panel,
and it was when were the words “heart attack and stroke” added
to the label of this product and why if you can respond to that?

Ms. CuLMo. Yes, sir. The Texas Department of Health enacted
regulations that went into effect in November 1999 that required
that warning that did in fact include heart attack and stroke. And
I think there your subsequent question to that was did Metabolife
oppose that. And, yes, they did. They are on record with that oppo-
sition.

Mr. RusH. Can you say what the record reflected as far as the
basis for their opposition?

Ms. CuLmo. It was pursuant to what we call a public docket at
the Texas Department of Health. It includes all the adverse event
reports that we had received, physicians reports published, articles,
medical journal. Two medical scientific panel reviews of the docket.

Mr. RusH. What was the gist of the basis for their opposition, if
you recall?

Ms. CuLmo. The discussions were based around the fact that it
would be detrimental to sales to put something like that on the
label and that there was not adequate evidence to support that
warning.
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Mr. RusH. Would either you gentlemen care to comment on this
point? Do you understand that to be an accurate description of the
position of the company with respect to this Texas regulation?

Mr. HERMANN. I am sorry, sir, that was before I joined the com-
pany. I have no information about that.

Mr. SCHRECK. And I was not involved with the company at that
time. And have no knowledge of what happened in Texas at that
time.

Mr. RusH. You all do have knowledge about what happened at
the company before you joined it, I assume?

Mr. SCHRECK. We do have some knowledge.

Mr. HERMANN. Some knowledge, yes.

Mr. RusH. Okay. Ms. Culmo, I believe there has been a state-
ment made earlier about Metabolife, I do not know who made this
statement, that the development of their product was similar to—
and my terminology is going to be weak here—that the process
that they followed to develop their product was similar to the
standards that would be followed in developing similar products
under the OTC monograph. Perhaps you can state my question
more competently than I did and then you can respond?

Ms. CuLMoO. Yes. There were a couple of points made by some of
the panel members that I did in fact believe warranted some clari-
fication. And one of those was the referral to the OTC, over-the-
counter monograph of dialators and decongestants. That is some-
thing that the industry basis the safety of their products on. I
think the clarification needs to be made that that monograph was
pursuant—it addresses a very specific subpopulation within the
general population; that is those persons that have been diagnosed,
medically diagnosed with asthma that are to take those drug prod-
ucts at those recommended doses.

It also has a warning in there that if the first dose is not effec-
tive, within 5 minutes you are to call your medical practitioner. It
is uncommon that someone would breach the maximum dosage
that’s in that monograph.

The other thing that I think is very important for people to know
is that ephedrine never had safety or efficacy studies done. They
were grandfathered into that monograph.

Mr. RusH. Okay. Would anybody on the panel like to comment
on this last particular point? Okay.

I am aware of a study done by Haller & Benowitz in December
2000 published in the New England Journal of Medicine which ex-
amines the effects of ephedra based products on Marines at Camp
Pendleton. Is anyone on the panel familiar with that study? Has
anyone read that report in the New England Journal of Medicine?
Has anybody heard about the report? Is somebody nodding their
head? The record cannot reflect—Dr. Colker, if you can say.

Dr. COoLKER. I recall reading it, but I really—the details escape
me.

Mr. RusH. Well, let me describe to you——

Dr. COLKER. Help me with the question.

Mr. RUsH. Let me describe to you what I think it said, and for
purposes of my question you can assume I am being accurate.

The study was based on the survey and medical data from the
First Marine Division at Camp Pendleton and found that 7 percent
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of Marines reported daily use of ephedra in dietary supplements
during the year 2000, and half of the Marines with heat related in-
juries in 2000 in that division had used ephedra. That is a pretty
significant statistic, and I would like to give you the chance to com-
ment or anyone else on the panel that would care to do so.

Dr. COLKER. The way it is written, Congressman, it certainly
sounds very significant and I do not have any other response other
than to say from what I recall in general about the study, it was
an observational—it was observational data and it was anecdotal
data. I do not think it was a structured study in anyway. And,
thus, I think there is a difference.

Mr. RUSH. Anyone else care to comment on that? Okay.

A question to anyone on the panel who cares to answer it. How
effective had the State laws to date in New York, Illinois, perhaps
other States, been in protecting those individuals under 18 from
buying the ephedra product?

Ms. CuLmo. Congressman?

Mr. RusH. Yes, ma’am?

Ms. CurLMmo. I cannot comment on that. There are State surveys
that are published in public dockets where they have done under-
cover buys for these products. And they are easily accessible, and
so quite frequently to persons under the age of 18.

Mr. RusH. Okay. Now, certain sporting groups, baseball and oth-
ers, have banned the use of ephedra products. Is that correct? Can
someone comment on what the basis was for the decision to insti-
tute that ban?

Mr. HERMANN. Congressman, I am not aware of what their basis
was, but we are on record of not supporting the use of ephedra
products for athletic enhancement.

Mr. RUSH. So you support that ban?

Mr. HERMANN. Yes, we do, Congressman.

Mr. RusH. Okay. Comments from either of the other principles
of the companies? You support the ban as well, if you have a posi-
tion?

Mr. OccHIFINTO. Congressman, I do not offer my products for the
sports

Mr. GREENWOOD. Bring your microphone to you.

Mr. RusH. You do not offer your products?

Mr. OccHIFINTO. I do not offer my products into that market-
place.

Mr. RusH. Okay. Thank you, Mr. Chairman. Thank you.

Mr. GREENWOOD. Ms. Culmo, you seem to be trying to get my at-
tention?

Ms. CuLMo. Yes, sir, if I may, there was one more point I would
like to clarify.

Mr. GREENWOOD. Please do.

Ms. CuLMO. And there has been references to our comparison of
the statistics for aspirin and acetaminophen to poison control cen-
ters and its numbers. I would like to point out that one more time,
specific comparison of a dietary supplements to a drug product,
those drug products are on the market on a completely different
standards and evaluations. And if in fact they want to compare the
products, dietary supplements or foods to a drug statistics, then
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they should be on the market in the same manner in which those
drugs are made and available.

Mr. GREENWOOD. Thank you, Mr. Culmo.

The Chair would inform all of the members of the subcommittee
and the witnesses that this hearing will be over before 7, at the
latest. I know probably many of you are eager to complete your
travel plans.

Let me ask Mr. Schreck a question. I am looking at your
Metabolife 356 container and various ingredients. One of them that
I find intriguing is that it contains royal jelly. Could you tell us
what royal jelly is?

Mr. SCHRECK. I will have to pass that to Mr. Hermann since he
is involved in the production of the product.

Mr. GREENWOOD. Mr. Hermann, what is royal jelly?

Mr. HERMANN. I am sorry, Chairman. I really do not know what
royal jelly is.

Mr. GREENWOOD. You are in charge of making the product?

Mr. HERMANN. Yes, Chairman, I am. But I

Mr. GREENWOOD. It seems to me then you would be in charge of
making sure that the royal jelly that gets in here is good royal jelly
and that the right amount of royal jelly gets in here, not too much,
not too little. Would that not be right?

Mr. HERMANN. Absolutely, Chairman. And we do make sure that
the ingredients according to the formula are in the product.

Mr. GREENWOOD. So you can testify that only pure and clean
royal jelly gets in this product and that too much of it and not too
little gets into the product, is that correct?

Mr. HERMANN. We set specifications for all the raw materials
that go into——

Mr. GREENWOOD. But you cannot tell me what royal jelly is?

Mr. HERMANN. I do not have personal knowledge about what
that is, sir.

Mr. GREENWOOD. That is very interesting.

And who in your company could tell us what royal jelly is?

Mr. HERMANN. One of our chemists or the gentleman in charge
of research and development at our laboratory.

Mr. GREENWOOD. What is bovine complex?

Mr. HERMANN. That is a complex that came from cattle.

Mr. GREENWOOD. Okay. Do you know what part of the cow it
comes from?

Mr. HERMANN. Not specifically, no sir, I do not.

Mr. GREENWOOD. But you are in charge of making sure that
whatever piece of a cow goes into this capsule is good for people,
not bad for people, right?

Mr. HERMANN. Congressman, I am in charge of manufacturing
the product according to the requirements of our formula and mak-
ing sure that we follow that formula——

Mr. GREENWOOD. Okay. So when——

Mr. HERMANN [continuing]. Other than that the company will
discern whether or not those products are——

Mr. GREENWOOD [continuing]. You make sure that the right
amount of bovine complex gets in here, how do you do that?

Mr. HERMANN. Through various analytical methods, sir.
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Mr. GREENWOOD. Okay. So when youre analyzing your bovine
complex, how do you analyze your bovine complex?

Mr. HERMANN. Sir, I am not a scientist. I do not know the proc-
ess that is taken to do that. However, we do have batch records
that support analysis of our product throughout the entire system.
We do not just make one test. We test raw materials when they
come into our facility to make sure they meet our specifications
and then in every step through the manufacturing process we will
pull samples. Once it is mixed and before it is tableted, and then
after it is tableted to make sure that it does—that the ingredients
that are listed on the label are in the product in accordance with
what the label says is in the product, sir.

Mr. GREENWOOD. So all you know is that some barrels of stuff
come in that say bovine complex and you know how many grams
or ounces or pounds or what of bovine complex goes into a batch
of Metabolife, but you have no clue as to what—whether that’s cow
ears, nose, throats, brain, testicles? You do not know what part of
the cow goes into this thing?

Mr. HERMANN. Sir, not myself personally. I have people that re-
port to me who do have the specialties and do know that.

The bovine complex, I do believe—well, I do know this: It is no
longer in our product. It was removed from the product.

Mr. GREENWOOD. Do you know why that is?

Mr. HERMANN. Pardon me?

lMg. GREENWOOD. Do you know why you removed the bovine com-
plex?

Mr. HERMANN. It was removed from the product about a year
ago, about the same time when all the publicity on Mad Cow Dis-
ease in Europe. We felt that it was—after reviewing the formula
with various scientists, we determined that it could be removed
from the product without changing performances of the formula.

Mr. GREENWOOD. That’s funny. Then one would wonder why it
went in to begin with.

Mr. HERMANN. I do not know that, sir.

Mr. GREENWOOD. Do not know that either. Okay.

I would appreciate it if you would have your scientists inform the
committee as to what royal jelly is and what constituted the bovine
complex that you used to put in the product.

Mr. HERMANN. We would be more than happy to do that.

Mr. GREENWOOD. Thank you.

Mr. Occhifinto, I am going to return to you?

Is it Occhifinto or Occhifinto?

Mr. OCCHIFINTO. Occhifinto.

Mr. GREENWOOD. Occhifinto. And you will need to pull your
microphone.

You stated in your June 5, 2003 letter to the committee that
Stacker 2 Lite has less ephedra than other of your products, is that
not right?

Mr. OCCHIFINTO. Yes.

Mr. GREENWOOD. Okay. You also agree that your various
ephedra-containing products such as Yellow Jackets or Yellow
Swarm, Black Beauty, Stacker 2, Midnight Stallion have other ac-
tive ingredients besides ephedrine and caffeine? They have other
active ingredients?
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Mr. OccHIFINTO. There is other herbs in those products. I do not
know whether you would consider them active ingredients. There
are other herbs in those formulations.

1\{[)1". GREENWOOD. Okay. And can you tell us what some of them
are’

Mr. OccHIFINTO. There is—I believe there’s maybe ginseng in
some of those formulas, green tea, cola nut. That is all I remember
off hand.

1\/111'(.) GREENWOOD. I thought you were the developer of the for-
mula’

Mr. OccHIFINTO. I am the developer of the formula, but they
have been developed over the years. I do not remember every ingre-
dient and why I put it in there when we did the development work
on it.

Mr. GREENWOOD. Really? Is bitter orange, citrus auranthium, is
that in the product?

Mr. OccHIFINTO. Yes, I believe it is in maybe 1 or 2 of those
products.

Mr. GREENWOOD. Okay. And what made you decide you wanted
to put that in there?

Mr. OccHIFINTO. It was a popular supplement that was coming
out to replace ephedra on the market a couple of years ago.

Mr. GREENWOOD. Okay. Is it a stimulant?

Mr. OccHIFINTO. I believe so.

Mr. GREENWOOD. Is it standardized for cenefrene, which is a
stimulant?

Mr. OccHIFINTO. I am not sure of the pharmacological—what it
pharmacologically does and what I have read about it, I believe it
is a slight stimulant.

Mr. GREENWOOD. Ms. Culmo, do you know what citrus
auranthium, bitter orange does, what the impact of that is?

Ms. CurLMmo. Yes.

Mr. GREENWOOD. Could you tell us?

Ms. CuLmo. Citrus aurantium also contains the active ingredient
epinephrine. It is the one that Dr. Woosley alluded to earlier that
it is believed also has cardiac stimulant activity.

Mr. GREENWOOD. Okay. And can you comment on what you think
the impact of that would be to combine that with ephedrine and
perhaps caffeine?

Ms. CuLMmo. Well, the concern has been anytime you combine
these stimulants, you obviously are going to have an increased ef-
fect of all of them.

Mr. GREENWOOD. An added effect, cumulative effect of more than
one stimulant?

Ms. CuLMo. Definitely.

Mr. GREENWOOD. Okay. Thank you.

Back to you, Mr. Occhifinto. All your products do not have the
same exact formulation, do they?

Mr. OccHIFINTO. No, they do not.

Mr. GREENWOOD. Okay. For example, your Stacker 2 product is
not formulated identical to Black Beauty, which is now known as
Midnight Stallion and Black Beauty/Midnight Stallion did not have
the same amount of ephedra and caffeine as Yellow Jacket or Yel-
low Swarm do, is that right?
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Mr. OccHIFINTO. Congressman, I did not hear the last part of the
question.

Mr. GREENWOOD. I am saying that your different products,
Stacker 2 has a different amount of ephedra than does Midnight
Stallion, and that is different than Yellow Jackets or Yellow
Swarm?

Mr. OcCHIFINTO. I believe at this time that most, except for our
Stacker Lite product and figure free products have the same
amount of ephedra in the formulas.

Mr. GREENWOOD. As of when? You say “now you think they are
the same?” Because I am aware that we have consumer complaints
that were sent to your company that lists Black Beauty as having
25 milligrams of ephedra and 200 milligrams of caffeine per pill,
Yellow Jackets 30 milligrams of ephedra 300 milligrams of caffeine
per pill. So was that the case before you changed? Did they have
different dosages?

Mr. OccHIFINTO. I do not know what you are referencing there.
Most of our formulas were for 25 milligrams—equivalent to 25 mil-
ligrams from the ephedra source. Or if it was Stacker Lite, it was
1% milligrams of ephedrine.

Mr. GREENWOOD. But you never intentionally had different levels
of ephedra for a different level for Black Stallion than for Yellow
Swarm, or whatever it is?

Mr. OccHIFINTO. We have been in this business for a long time.
The formulas have changed from time-to-time to meet different re-
quirements for different States. I do not know which formulas you
are referring to. I know that most of ours are standardized to 25
milligrams ephedrine, and the amounts of caffeine or what usually
varies.

Mr. GREENWOOD. What is your understanding of the OTC mono-
graph concerning the maximum amount of ephedrine and caffeine
that a person should ingest during a 24 hour period?

Mr. OccHIFINTO. I do not know what the maximum is of caffeine,
but I believe it’s 160 milligrams of ephedra.

Mr. GREENWOOD. Is the maximum that a person should ingest in
a day?

Mr. OccHIFINTO. I believe so.

Mr. GREENWOOD. Okay. I just want to go back to one point that
we were discussing earlier. When I asked you about documentation
of your formula, virtually none of which you have supplied to this
committee, you said well we supplied the formula cards. Okay.

The question that I was really trying to get at is documents that
would educate us as to what process you went through in devel-
oping the formula. In other words, are there no documents in your
company that would represent a description of how your company
came to choose the particular formulas that it ultimately uses?

Mr. OccHIFINTO. That is true, Congressman.

Mr. GREENWOOD. And how would that be? It just came straight
out of your head?

Mr. OccHIFINTO. The formulas were developed by referencing
herbal books, magazines, what was on the market, what could be
sold and how the product would work after it was formulated.

Mr. GREENWOOD. Okay. So you used these references and then
told your company to manufacture per these specifications and just
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handed them a book or handed them a magazine article? Is that
how you did it?

Mr. OccHIFINTO. No. Extrapolated that information and wrote
formula cards that are followed to make sure that the product
got——

Mr. GREENWOOD. So you went straight from the reference to the
formula card without any other intervening documents or paper-
work that you

Mr. OccHIFINTO. There really was nothing generated for that.

Mr. GREENWOOD. Okay.

Mr. OccHIFINTO. We really went straight from there and formu-
lated the products.

Mr. GREENWOOD. Okay. Can you tell us, what reference would
you have used to formulate Yellow Jacket, for instance? And yet
what is now called Yellow Swarm. Where did you turn to find that
formula?

Mr. OccHIFINTO. Well, the formula for the ephedra and the caf-
feine is pretty much standard in the industry, not to go over 26
milligrams of ephedrine. Now the rest of the components in it we
are just using research documents. We have a library of herbal
books and just look through those books to find complimentary
herbs.

Mr. GREENWOOD. Okay. When you renamed Yellow Jacket to Yel-
low Swarm, you increased the ephedrine and you added another in-
gredient, correct?

Mr. OccHIFINTO. Chairman, I do not remember what the other
ingredient that I added to it. If you are talking about an—we in-
creased the ephedra 10 milligrams, which would be the equivalent
of one milligram of ephedra in it. And the only reason we did that
is to standardize our formulas so they all were 25 milligrams of
ephedrine.

Mr. GREENWOOD. Okay. Did you take out citrus aurantium at
that time?

Mr. OccHIFINTO. I do not recall.

Mr. GREENWOOD. Okay. There is a stunning lack of information
among some of you on this panel as to what is contained in the
products you sell.

The Chair recognizes the gentlelady from Colorado.

Ms. DEGETTE. Mr. Chairman, I have no further questions.

I would like to thank you for holding this hearing and say how
much I look forward to the hearing tomorrow. And also to note that
I share your extreme concern over the fact that people are mar-
keting what are called dietary supplements which are clearly hav-
ing an adverse health effect on Americans and which are not, ap-
parently, controlled in any way.

And furthermore, how we have a bunch of people in this indus-
try, this is only one product, ephedra. And we have a bunch of peo-
ple who are making pills they do not even know what is in them,
they do not have Ph.D, like Dr. Boozer, they do not have even col-
lege degrees. And I think that this is an area—I know from my
own personal experience that my friends are increasingly inter-
ested in herbal supplements. I think this is an area that this com-
mittee has to put continuing attention to. And I am really inter-
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ested to hear what the regulators say tomorrow. So thank you for
holding this hearing.

Mr. GREENWOOD. Thank the gentlelady for her many hours of
participation.

The gentleman from Oregon is recognized for 10 minutes.

Mr. WALDEN. Thank you very much, Mr. Chairman.

Mr. Conklin, when you approached Dr. Armstrong about speak-
ing out on behalf of your product, what was his response?

Mr. CONKLIN. I am sorry, sir. Could you please repeat that?

Mr. WALDEN. I am sorry. When you approached Dr. Armstrong
about speaking out on behalf of your product, what was his re-
sponse?

Mr. CONKLIN. At first he was hesitant. He said he was not good
in front of a camera.

Mr. WALDEN. Would you say he was cooperative in nature but
just hesitant?

Mr. CoNKLIN. He eventually became cooperative, but he was
hesitant because he was, we will call it camera shy.

Mr. WALDEN. So it was camera shy, it was not about not wanting
to be associated with the percentage claims versus the actual num-
ber claims?

Mr. CONKLIN. Well, the initial comments from him were that he
is not good in front of a camera.

Mr. WALDEN. Initial comments? Did he ever express to you any
hesitation about the use of percentages in the advertising?

Mr. CONKLIN. Yes, sir, he did. Initially as I have seen with var-
ious scientists and research scientists, they do not like to express
anything in percentages or in any other means. They are very sci-
entific and they stay away from anything that has to do with ad-
vertising.

Mr. WALDEN. Is not Dr. Zigginfuss a scientist?

Mr. CONKLIN. He is a research scientist, yes.

Mr. WALDEN. He seems to be a real advocate for using these per-
centages, is he not?

Mr. CONKLIN. Well, there are some that are. There are some that
are not.

Mr. WALDEN. Yes. But he was actually more in your marketing
side of promoting this than the research side, is that right as a con-
sultant?

Mr. CONKLIN. Well, he was hired as a consultant to contract
other research institutions to do studies on Xenadrine.

Mr. WALDEN. Well, was he not also trying to nudge Dr. Arm-
strong to come out with the right data in the abstracts and how
he used the data?

Mr. CONKLIN. Well, that would not be accurate. He was—Dr.
Armstrong, though the data existed, did not present that data. So
Dr. Zigginfuss spoke with him in order to get him to present the
data that was obtained from the study.

Mr. WALDEN. Or present it in a way that would be more favor-
able for marketing purposes?

Mr. CoNKLIN. Well, I mean, the results were such that, you know
if a statistician were to I guess work on them mathematically the
percentages would be correct. And I guess through his discussions



160

with Dr. Armstrong they both came to that conclusion or Dr. Arm-
strong came to that conclusion.

Mr. WALDEN. Okay. Regarding the advertising, what role do you
play in the advertising?

Mr. CONKLIN. My role is to work with athletes and/or celebrities
who endorse the product.

Mr. WALDEN. Okay. And do you then actually produce the ads,
do you write the scripts, do you hire the production firm? How does
all that—do you play a role in all of that?

Mr. CONKLIN. No, sir, I do not.

Mr. WALDEN. You do not? So you do not line up people to speak
on camera and that sort of thing?

Mr. CONKLIN. I do not do what?

Mr. WALDEN. Line up people to speak on camera? You do not
make those decisions or recommendations of who should be on cam-
era, who should not in your advertising, the marketing?

Mr. CoNKLIN. Well, if we have plans where we going to do some-
one for a commercial or something like that, then I would look for
people who have achieved success with the product or celebrities or
athletes to go on a commercial or we will say in front of the cam-
era.

Mr. WALDEN. Okay. Because I was just looking at an email that
you had sent to Bob C, Tab 43. It sure sounds like when I have
done ads, kind of the person that produces them. “Armstrong was
not being cooperative as far as interviews or locating test subjects.
I finally talked him into giving a one liner off camera that can be
worked into the VNR as a quote from the author. We can than—
” although I know you mean then—“include interviews from Zig,
Calman and/or Colker. Zig can use the angle that he has reviewed
several studies and this one kicks ass. You get the point. Colker
and Calman can use the angle that this study yielded—” and it
goes on and on and on.

To me that sounds like you are kind of scripting out how to do
the ad. It is not a bad thing. I am just trying to figure out what
your role is.

Mr. CoNKLIN. Well I guess my role could be putting projects to-
gether. And in this case, it was a video news release of VNR.

Mr. WALDEN. Yes.

Mr. CONKLIN. And I was

Mr. WALDEN. So this was a new release trying to work the press
on the results. Is that what a VNR is?

Mr. CoNKLIN. Right. Correct. Yes.

Mr. WALDEN. Okay. Go to Tab 5 if you would, and there is an
email from Kelly Conklin to John Jay Murphy, dated November 19,
2002.

“John, thanks for the kind words. I left there with a good impres-
sion of you. Also I have a training video that we may be doing in
the near future, may want to include you. Can you get ripped in
case this thing goes through in a couple of weeks? If it does not,
no harm done.” What is “ripped?”

Mr. CONKLIN. Well, that is a common term used amongst ath-
letes to show muscularity, low body fat.

Mr. WALDEN. Okay. And why would you tell him to get ripped
in case this thing goes through in a couple of weeks? Did you want
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him to look buff, is that a term similar to—synonymous with
ripped? I am not an athlete.

Mr. CONKLIN. I guess ripped is more specific to showing muscle
definition. Buff might be muscular.

Mr. WALDEN. All right. I am learning as we go here.

So you wanted him to get ripped so he would look good on cam-
era. Was John Jay Murphy somebody who was going to use your
product or testify on camera that he was a user of your product
and had gotten results?

Mr. CONKLIN. Actually, he was a success story who had sent pho-
tographs to me after he achieved the success on Xenadrine. And we
were contemplating the other training video, and he was one of the
potential candidates to be used in that. And, of course, if he is
going to be on a video, we would like him to look good.

Mr. WALDEN. Yes. Okay.

Mr. CoNKLIN. Now this is sometime after he had originally got-
ten through the transformation process.

Mr. WALDEN. How long was he on your product?

Mr. CONKLIN. He was very short term, but I am not quite sure,
sir.

. I\{Ir. Y)VALDEN. How much weight did he lose? How much fat did
e lose?

Mr. CONKLIN. Once I am not—I do no recall. There were so many
that I do not specifically recall his weight or his fat loss.

Mr. WALDEN. I see. If you could supply that for the committee
at some point, it would be helpful.

Mr. CONKLIN. Yes, sir.

Mr. WALDEN. We are trying to figure out, you know, how accu-
rate the claims were here.

And so he is a real person, he gets ripped. You want him to look
his?best on camera. Obviously, to put the best face on your prod-
uct?

Mr. CoNKLIN. That is correct.

Mr. WALDEN. Or best abs or whatever it is he is putting on your
product.

Mr. CONKLIN. Well, this is, like I said, sometime after he had
sent his photographs to me. So I did not know what kind of shape
that he was in.

Mr. WALDEN. All right. So you remember he sent the photos, but
you do not recall but you will supply for us how much weight he
lost that he attributes to your product?

Mr. CONKLIN. I do not remember, sir.

Mr. WALDEN. No, but you will supply it for us?

Mr. CONKLIN. Yes.

Mr. WALDEN. Did any physician like Dr. Colker ever evaluate
these success stories to ascertain their veracity?

Dr. Colker, I mean, were you using success stories in advertising,
did you take a look at them and say they meet some criteria?

Dr. COLKER. No, I did not.

Mr. WALDEN. Anybody in the company do that to verify that
these were real success stories? Mr. Conklin?

Mr. CONKLIN. We got signed affidavits, sworn affidavits from the
people.

Mr. WALDEN. Okay.
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Mr. CONKLIN. Attesting to their weight loss.

Mr. WALDEN. All right. So nobody checked beyond that? They
just told you. And how much did they get paid? What do you pay
somebody to come in that looks ripped?

Mr. CoNKLIN. Well, they do not get paid if they just send photo-
graphs in, it is if they are used in any advertising.

Mr. WALDEN. Yes. If they are used in a video that you do, what
do you pay them generally?

Mr. CoNKLIN. For an ad, I believe a couple thousand dollars.

Mr. WALDEN. Really?

Mr. CONKLIN. Yes.

Mr. WALDEN. So there is a real incentive. But so they just can
sign an affidavit that says I swear I took whatever it is and look
at me now, and you use them and nobody checks? There is no con-
trolled study, is that right, no control on this?

Mr. CONKLIN. Well these——

Mr. WALDEN. They just tell you they took it? No doctor reviews
it?

Mr. CONKLIN. Well, these were photographs that we received
after he had made his transformation. So——

Mr. WALDEN. But in general. Have anybody in any of your vid-
eos, do you do any kind of quality control to make sure they are
telling you the truth?

Mr. CoNKLIN. We look into it.

Mr. WALDEN. Who looks into it?

Mr. CONKLIN. I would look into it. I would—they would send
typically a letter with their photographs outlining their progress
and then they would sign a sworn affidavit.

Mr. WALDEN. Do you do any kind of blood tests to make sure
they are not on steroids rather than ephedra/caffeine products?

Mr. CONKLIN. No. We do not do blood tests.

Mr. WALDEN. How do you know then? I mean——

Mr. CONKLIN. Well, I believe

Mr. WALDEN [continuing]. With any certainty?

Mr. CoNKLIN. I believe in the agreement that they sign they are
swearing that they have not used any other illicit drugs or any
drugs otherwise.

Mr. WALDEN. But you do not do any blood tests to check?

Mr. CONKLIN. No, sir, we do not.

Mr. WALDEN. Huh. All right. All right. Well, interesting.

Is Mr. Murphy a friend of yours from the gym?

Mr. CONKLIN. No, he is not.

Mr. WALDEN. He is not? Huh. All right.

What is his profession?

Mr. CONKLIN. He is a medical doctor.

Mr. WALDEN. Mr. Murphy is a medical doctor?

Mr. CONKLIN. Yes, he is.

Mr. WALDEN. Okay. Does he do any kind of body building or is
he a professional body builder as well?

Mr. CONKLIN. I do not believe he’s a body builder, no.

Mr. WALDEN. Okay. Does he have an agent?

Mr. CONKLIN. I am not sure.

Mr. WALDEN. Maybe somebody named Michael Snell? Does that
name ring a bell?
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Mr. CONKLIN. Michael Snell may have been the person who sent
his photographs originally to me, yes.

Mr. WALDEN. Would a person who send somebody else’s photos
usually be considered an agent?

Mr. CONKLIN. Not always. Sometimes they are a friend of theirs.
Sometimes they call themselves an agent when, in fact, they are
just a friend whose——

Mr. WALDEN. Do you enter into an agreement with Mr. Snell,
has your company ever done that?

Mr. CONKLIN. I do not believe so, no. It was directly with John
Murphy.

Mr. WALDEN. Okay. All right.

Did Cytodyne ever hire people to gain and then lose weight for
the purposes of advertising? Mr. Chinery.

Mr. CHINERY. No, sir.

Mr. WALDEN. Okay. Did not Cytodyne’s choice of models come
into question in a recent California suit, Park v. Cytodyne?

Mr. CHINERY. In that case there was one witness who had
changed his testimony, actually testified completely inconsistent
with his sworn statements that he had provided to the company
earlier. And in that testimony he said for the first time he told the
company that he had gained weight prior to starting his after pro-
gram.

Mr. WALDEN. Did your company have the raw data to show that
in fact his affidavit was not right?

Mr. CHINERY. I am not sure what you mean by the raw data.
| M?r WALDEN. Did you have the actual data, his amount of fat
0ss?

Mr. CHINERY. That would be based upon the affidavit that he
provided to the company, which was a sworn affidavit, sworn under
penalty of perjury.

Mr. WALDEN. And what you are telling me if I understand it
right is that he lied in that affidavit to your company? Is that what
you are saying?

Mr. CHINERY. That is my belief, yes.

Mr. WALDEN. In fact, did not the judge in that case state, and
I quote: “Since both Mr. Chinery and Mr. Conklin were aware of
the inconsistent information, the claims in advertising regarding a
hired model’s fat loss and muscle mass gain are evidence of defend-
ant’s willingness to stretch the truth to make its product appear to
be more effective than it actually was.” That is a quote from the
judge.

Mr. CHINERY. I believe that was his own opinion on that. But I
strongly disagree with it.

Mr. WALDEN. How long was that trial?

Mr. CHINERY. I believe it was between 6 or 7 weeks.

Mr. WALDEN. Okay. Look at Tab 2. We have an email here where
ABC Channel 7 New York contacted you about your product in
April 2001. You referred the reporter to Dr. Colker so that she
could hear from “an independent research scientist that is one of
the foremost authorities in the world on ephedrine.” But before you
gave the reporter Dr. Colker’s contact information you quote “went
over with him” so that “he is clear that he is not to mention our
company and is an independent researcher.”
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Do you make it a habit to not disclose all pertinent information
to the press or the public when the spotlight is on your company?

Mrl.? CONKLIN. So is that directed to me? That would be on my
email?

Mr. WALDEN. It is your email. Yes, I am sorry. Yes. Yes. To Bob
C.

Mr. CONKLIN. Okay. In that case

Mr. WALDEN. I want to make sure you have it. Tab 2. Okay.

Mr. CoNKLIN. This is Dr. Colker who, as he has on several other
occasions, spoken as an independent researcher not on behalf of the
company.

Mr. WALDEN. Okay. But if I read this right, I thought you re-
ferred this to the reporter so that she could hear from an inde-
pendent research scientist. Yet, did not Dr. Colker do work for your
company? Was he not on a retainer?

Al\gr. CONKLIN. Yes, sir, he was, but he was not an employee.

n —_—

Mr. WALDEN. Well, what’s the difference between somebody on a
retainer and somebody who is an employee? Is that—it seems to
me that if I am on a retainer, I am not as independent as if I am
not either an employee or on a retainer.

Mr. CONKLIN. Well, he has done consulting and he still may for
other companies other than Cytodyne.

Mr. WALDEN. But he was on Cytodyne’s cost of doing business,
right? How much were you paying him, Mr. Chinery, do you know
at that time, 2001?

Mr. CHINERY. I believe at that time it was in the range of around
$5,000 per month.

Mr. WALDEN. $5,000 a month? On a retainer? And yet Mr.
Conklin, I guess, tells the press here that he is independent. Do
you believe him to have been independent?

Mr. GREENWOOD. This will have to be the gentleman’s last ques-
tion.

Mr. WALDEN. Oh, I am sorry.

Mr. CHINERY. In a certain capacity, yes. Because Dr. Colker has
done a lot of research for a lot of other companies and other prod-
ucts, and we do consider him an expert on the subject of dietary
supplements.

Mr. WALDEN. Mr. Chairman, could I just ask one question of Dr.
Colker?

Mr. GREENWOOD. Quickly.

Mr. WALDEN. Do you consider yourself independent when you are
paid $5,000 a month by a company?

Dr. CoLKER. I did.

Mr. GREENWOOD. It is all the independence money can buy.

The Chair recognizes himself quickly for two questions directed
to Metabolife officials.

Metabolife officials have repeatedly said that they are interested
in both consumers’ health and in mandatory reporting of adverse
events to FDA, yet the company did not voluntarily send to FDA
copies of adverse event reports until August 2002. Why not?

Mr. HERMANN. Congressman, I do not know the reasons specifi-
cally of why those were not turned over until last year.

Mr. GREENWOOD. Okay. Do you know, Mr. Schreck?
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Mr. SCHRECK. I have no idea why they were not turned over
prior to 2002.

Mr. GREENwWOOD. Okay. With that, would you please respond to
this committee in writing on answer to that question, which is, and
we will be happy to provide you with a copy of it, Metabolife offi-
cials have repeatedly said they are interested in both the con-
sumers’ health and in mandatory reporting of adverse events to the
FDA, yet the company did not voluntarily send to FDA copies of
adverse events reports until August 2002. And we would like to
know why not.

Let me ask you one final question before we end the hearing. Dr.
Steven Heymsfield has testified that he was involved in two studies
of ephedra conducted by ST&T on behalf of Metabolife. After Dr.
Heymsfield declined to provide a statement that would benefit
Metabolife in a civil lawsuit the company had filed, Dr. Heymsfield
said the company terrorized him, told him that “they were at war”
according to an interview that the doctor had with the Department
of Health and Human Services. He reported that the consequences
of Metabolife’s actions almost ended his career.

Dr. Heymsfield also told his interviewers at HHS that although
he was never requested by Metabolife to alter his data, he was en-
couraged to adjust his interpretation of that data.

Mr. Schreck, you were not an employee of Metabolife at that
time, were you?

Mr. SCHRECK. No, I was not.

Mr. GREENWOOD. Okay. Even so, how does Dr. Heymsfield’s story
reflect upon your company’s tactics in trying to obtain scientific re-
sults to boost your claim that Metabolife 356 is safe?

Mr. ScHRECK. Well, without previously seeing a document that
you are talking about

Mr. GREENWOOD. Look at Tab 104, please.

Mr. SCHRECK. I'm sorry.

Mr. GREENWOOD. Turn to Tab 104.

Mr. ScHRECK. Thank you. Is there a specific section of 104 you
would want us to look at?

Mr. GREENWOOD. Page 8.

Mr. SCHRECK. Page 8?

Mr. GREENWOOD. Yes.

Mr. SCHRECK. There is no page numbers on the bottom of this,
so I will count them out.

Mr. GREENWOOD. Well, I will tell you what I am going to do, Mr.
Schreck. You are the new CEO. You are telling us you do not know
anything about this. What I would like to ask you to do is to go
back to your company and you conduct an investigation within
your company. And I would like you to find out whether in fact
who was involved in these contacts with Dr. Heymsfield and
whether or not he was encouraged to adjust his interpretation of
that data and at your leisure take a look at that tab, review it and
interview individuals at your company and provide this committee
with a response as to what you found out. Would you do that for
us, sir?

Mr. SCHRECK. Yes.

Mr. GREENWOOD. And would you also do that, you have also indi-
cated in response to my previous question that you do not know
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why it is that the company waited until August to send these ad-
verse event reports to the FDA. T would like you to also find that
out for us.

Mr. SCHRECK. Yes.

Mr. GREENWOOD. Do an investigation, ask your people and get
back to us in writing. Would you do that, sir?

Mr. SCHRECK. Yes, Mr. Chairman.

Mr. GREENWOOD. Thank you.

It has been a long day, a very, very long day for all of you. I
thank all of our witnesses for their patience and forbearance.

I thank our members for theirs as well.

And this hearing is adjourned.

[Whereupon, at 7 p.m., the subcommittee was adjourned.]

[Additional material submitted for the record follows:]

MIcCHAEL M. BADEN, M.D.
NEW YORK, NEW YORK 10019
17 July 2003

Honorable JAMES C. GREENWOOD

Chairman, Subcommittee on Oversight and Investigations
Committee on Energy and Commerce

U.S. House of Representatives

Washington, D.C. 20515-6115

Re: Death of Steven Bechler

DEAR CHAIRMAN GREENWOOD: I have been retained by Arent Fox, attorneys for
Cytodyne Technologies, to review and evaluate the death of Mr. Steven Bechler. 1
am the former Chief Medical Examiner of the City of New York, and I was the chief
forensic pathologist for the United States House of Representatives Select Com-
mittee on Assassinations that investigated the deaths of President John F. Kennedy
and of Dr. Martin Luther King Jr. from 1977 to 1979.

I have reviewed the autopsy report and Broward County Medical Examiner’s In-
vestigative Report; the toxicology reports of Broward County, National Medical
Services and Aegis Analytical Laboratories; literature relied upon by Chief Medical
Examiner Dr. Joshua Perper; transcripts and video of Dr. Perper’s press con-
ferences; the Rand Report on Ephedra and Ephedrine prepared for the U. S. Depart-
ment of Health and Human Services of February, 2003; the Cytodyne Technologies
responses to Congressman W.J. “Billy” Tauziri s requests for information about
Xenadrine RFA1 dated March 14 and March 25, 2003; the Florida District Medical
Examiners Office reports of past heat stroke deaths in their jurisdictions; and a Feb-
ruary 19, 2003 ESPN article entitled “Family: Bechler had heatstroke while in high
school” in which the decedent’s mother is quoted as saying that her son had had
two prior episodes of heat stroke while playing baseball in high school when he was
16 and 17 years old. The above were forwarded to me for review by Arent Fox. I
have also spoken to Dr. Perper by telephone about this death.

I have not had access to the EMTFire Rescue records of February 16, the North
Ridge Medical Center Hospital records of February 16 and 17, past medical records,
the autopsy microscopic slides and photographs, and the interviews of the witnesses
to Mr. Bechler’s collapse and initial treatment.

Mr. Bechler was 23 years old and overweight when he arrived in Florida for
spring training in February of 2003. His weight was listed as 249 pounds; in 1998
it had been 190 pounds. A routine physical examination after arriving at training
camp showed his blood pressure to be extremely high, at 150/112. It later dropped
to “150/92”; his pulse was very rapid at 96 beats per minute. He was known to have
a history of untreated high blood pressure and of liver disease. His liver function
tests were abnormal and it had been previously documented that he had a fatty
liver, possibly caused by his obesity. His very high blood pressure readings alone
upon arriving at the training camp as well as his increased weight and liver disease,
in my opinion, should have caused delay of his exercise training until he was further
evaluated medically.

On February 15, Mr. Bechler participated in the morning training exercise but
was unable to complete the final run, didn’t feel good and went home. On February
16, with the outdoor temperature at 85° Fahrenheit and the humidity at 75%, he
again could not complete the final run, but this time, he fell to the ground, could
not stand up, vomited and was noted by the Assistant Trainer to be hot. He was



167

taken to the training room, given oxygen by mask and cooled with ice packs behind
his neck. He was unable to drink offered fluids. His temperature was found to be
106° and his blood pressure was 160/90, with rapid pulse and rapid breathing. Fire
Rescue was called at 11:39 a.m. It is not clear from the records presently available
to me how much time elapsed after Mr. Bechler’s collapse on the field until Fire
Rescue was called. When Rescue arrived, Mr. Bechler was “unresponsive,” his pulse
was extremely rapid at 210, incompatible with proper functioning of the heart; his
blood pressure was listed as “160/p,” which indicates shock; and his respirations
were extremely rapid at 36 beats per minute. Intravenous fluids and Narcan were
administered; Narcan is the specific antidote for a narcotic drug overdose such as
from heroin, morphine or oxycodone. He did not respond. He vomited “large
amounts” requiring suctioning en route to North Ridge Hospital, where he arrived
at 12:23 p.m. His temperature was 108 degrees and a diagnosis was made of heat
stroke. He remained comatose, developed severe multiple organ failure and was pro-
nounced dead 23 hours after admission to the hospital.

The autopsy report confirmed that Mr. Bechler was markedly obese with a scale
weight at the medical examiner’s office of 320 pounds 71 pounds more than listed
by the team trainer two days earlier. His height is mistakenly listed in the autopsy
report as 62 inches. Assuming that his proper height is 6 feet 2 inches, as is indi-
cated in press reports, Mr. Bechler’s Body Mass Index (BMI) would be 41, estab-
lishing him as morbidly obese. The autopsy also showed that his abdominal fat pad
the panniculus adiposis was 4 cm thick, consistent with his weight of 320 pounds,
and confirmed that he had a fatty liver. His heart was enlarged to 450 grams. He
had heart and kidney disease due to the harmful effects of untreated high blood
pressure. Toxicologic testing showed the presence of ephedrine, a weightreducing
drug, and twice the normal amount of DHEA, a naturally occurring steroid, also
available as a dietary supplement because it is believed by some to enhance athletic
performance and to help in losing weight. It is of interest that Dr. Perper states
in his report that in 2001 one of Mr. Bechler’s physicians had told him to avoid ster-
oid supplements and alcohol consumption. Review of medical records is needed to
determine why this warning was necessary.

The ephedrine level in Mr. Bechler’s blood continued to rise for three hours after
he collapsed and while he was in the hospital, which Dr. Perper stated in his March
13 report indicated that much of the ephedrine taken by Mr. Bechler “was still in
an absorption stage” when he arrived at the hospital. This means that at the time
that Mr. Bechler collapsed from heat stroke much of the ephedrine he had swal-
lowed was still in his stomach and had not yet entered his bloodstream and, there-
fore could not have produced any harmful physiologic effects; the unabsorbed ephed-
rine and the ephedrine in Mr. Bechler’s vomitus could not have caused or contrib-
uted to Mr. Bechler’s death. Dr. Perper, however, had publicly committed himself
at a press conference on February 18, the day of the autopsy, stating that Xenadrine
had been found in Mr. Bechler’s baseball locker, that it contains ephedrine and that
the ephedrine significantly contributed to Mr. Bechler’s death from heat stroke this
conclusion was reached before toxicologic and microscopic studies were completed
and before full medical information could be obtained.

Ephedra refers to a species of plants, which includes the Chinese herb ma huang,
which contain ephedrine, a pharmacologically active drug used as a nasal deconges-
tant, as a bronchodilator and to raise low blood pressure, and is similar to epineph-
rine (adrenaline), which is a normal body hormone. It is also used to lose weight.
The terms ephedra and ephedrine are often used interchangeably.

At the March 13 press conference, Dr. Perper acknowledged that he knew of no
prior instance in which ephedrine had caused a death from heat stroke. He also
stated that no other drugs were found in Mr. Bechler’s blood on admission to the
hospital, despite the toxicologic finding of increased DHEA, which is not present in
Xenadrine.

During that same press conference, Dr. Perper referred to the Rand Report. The
Rand Report found no evidence not a single case in an extensive review of the lit-
erature and of reported adverse effects, that ephedrine had caused any heat stroke
deaths. Similarly, Cytodyne, in its responses to Congressman Tauzin, Chairman of
the House Committee on Energy and Commerce, documented that it had had no re-
ports of Xenadrine RFA1 causing a death from heat stroke after more than 2 billion
capsules had been sold. A MEDLINE search of the National Library of Medicine’s
database of scientific articles in 4,500 biomedical journals worldwide since the
1960’s, showed not a single report linking ephedra or ephedrine to heat stroke. The
Physician’s Desk Reference (PDR) does not list heat stroke as an adverse effect of
ephedrine.

Dr. Perper specifically referred to an editorial by neurosurgeon Dr. Julian Bailes,
published in the Journal of Neurosurgery in 2002, as of particular importance in
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his reaching the conclusion that ephedrine was a significant factor in causing Mr.
Bechler’s death. However, Dr. Bailes does not describe or refer to a single instance
in which ephedrine caused a heat stroke death. He merely cites statistics in which
heat stroke deaths among football nationwide were 4.4 per year between 1965 and
1974, 1.7 per year between 1975 and 1984, 0.6 per year between 1985 and 1994 and
were back to 4 deaths per year between 1995 and 2000. Not one of these deaths
was linked to ephedra. However, Dr. Baffles proposed that since there was an in-
crease in the use of dietary supplements and of ephedrinelike compounds between
1995 and 2000, they might be the cause of the slight increase in heat stroke deaths.
Correlation is not causation. This is pure speculation by Dr. Baffles and is not a
basis upon which a medical examiner can make a cause of death determination.

A number of Letters to the Editor written in response to Dr. Baffles’ editorial in
that same Journal disagreed strongly with Dr. Baffles’ opinion that ephedra causes
or contributes to heat stroke. One, signed by 12 sports medicine specialists, exercise
physiologists, neuroscientists, and researchers from around this country and Eng-
land cited 66 references and concluded that obesity was the most important risk fac-
tor in causing heat stroke: “According to the National Center for Catastrophic Sport
Injury Research statistics, most heatrelated deaths in recent years have occurred in
individuals who weigh more than 250 pounds, with many athletes weighing more
than 300 pounds.” The authors also stated that there was no evidence that ephedra
increased the risk of heat intolerance or of heat stroke.

Dr. Bailes, in responding to these critical letters, conceded that many factors
could contribute to heat stroke. “These multiple other factors,” he wrote, “include
the relative dehydration of the athlete before participation, heat acclimatization, the
amount of heat and humidity exposure, the intensity of exercise, the design of the
athlete’s clothing and/or uniform, fluid replacement, the athlete’s underlying med-
ical or cardiac structure, the simultaneous ingestions of substances or medications
that may interact, excessive dosages, genetic disposition, medical management and
other possible variables.” At the time of his collapse, Mr. Bechler had not yet had
the ability to acclimatize to the Florida weather; he was suddenly attempting to ex-
ercise intensively; he had severely impaired underlying medical and cardiac “struc-
ture” with known liver and heart disease and high blood pressure, and had had an
extremely high blood pressure reading of 150/112, without further evaluation and
treatment, just before engaging in intense exercise; there may have been a delay
in appropriate medical management; and there is a history that Mr. Bechler had
experienced prior heat strokes.

Mr. Bechler’s obesity is of particular concern. Dr. Perper assured me that the
medical examiner’s body scale is accurate and that Mr. Bechler weighed 320 pounds
when he was brought there. Mr. Bechler was much more overweight, with attendant
increased health risks, than the trainers realized. The 70 pound weight discrepancy
cannot be explained by excess hospital fluid administration in the 23 hours he lay
in the hospital; it would require delivery of more than three pounds of fluid per hour
without any hospital personnel realizing that there was something wrong, while
continuously adding intravenous bags. Further, the autopsy showed no evidence of
such extreme overhydration in the body tissues or in the body cavities.

I agree with Dr. Perper that the cause of Mr. Bechler’'s death was heat stroke.
However, I disagree as to the cause of this heat stroke. Mr. Bechler’s poor health,
vigorous exercise in hot, muggy weather, severe obesity, abnormal fatty liver, un-
treated high blood pressure, and enlarged heart are competent factors in and of
themselves to be causes of heat stroke. The coincidental toxicologic finding of ephed-
rine, which is not known to produce heat stroke, in my opinion should not have been
linked to the death by the medical examiner just as the medical examiner did not
link the finding of the increased level of DHEA to his death.

It is my opinion, to a reasonable degree of medical certainty, based on all of the
materials I have thus far reviewed, on my training and on my 43 years experience
as a medical examiner, that Mr. Bechler died of a heat stroke precipitated by his
morbid obesity, high blood pressure and heart disease, adverse weather conditions,
physical exertion, and inadequate screening, monitoring and medical supervision;
that Xenadrine did not cause or contribute to Mr. Bechler’s death; and that proper
and prompter treatment with intravenous fluids and cold wraps immediately after
he collapsed but was still conscious may have prevented Mr. Bechler’s death.

My opinions are subject to modification when more information, including Fire
Rescue and medical records, become available.

Yours very truly,
MIiCHAEL M. BADEN, M.D.
Sworn to before me this 18th day of July, 2003
JANET AMERASINGHE, LICENSE NO. 01AM4789617, QUALIFIED IN NEW
YORK COUNTY COMMISSION EXPIRES 6/30/2007
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METABOLIFE RESPONSE TO COMMITTEE QUESTIONS

As requested by members of the House Committee on Energy and Commerce,
Subcommittee on Oversight and Investigations in its hearing on ephedra on July 23,
2003, Metabolife International, Inc., submits the following supplemental written
statement.

Metabolife believes that labeling is the key to informed consumer choices. Appro-
priate labels can adequately inform consumers about ephedra products and their
use. There are benefits and risks that accompany the use of all products. Consumers
can make informed choices about whether a product is right for them when they
have access to complete, accurate, and science-based information about how to use
the product safely as well as information on the product’s benefits and risks. For
these reasons, Metabolife supports the FDA’s proposed labeling requirement for sup-
plements containing ephedra.

Metabolife’s label has evolved over time, in part due to changing state law re-
quirements. In November 1999, the Metabolife 356 label was changed to include the
language “Exceeding recommended serving may cause serious adverse health effects
including heart attack and stroke.” This label change was made to comply with the
requirements of the Texas Ephedra Rule, effective November 1, 1999. (Texas Admin-
istrative Code, Title 25, Part 1, Chapter 229, Subchapter Y, Rule §229.462(2)).
Metabolife generally supported the regulatory and legislative efforts in Texas, in-
cluding a ban on the sale of ephedra products to minors, even though, based on the
best available science, Metabolife does not believe that a causal connection has been
established between the use of its products taken as directed and certain outcomes
required to be placed on its label.

Metabolife established its consumer information line as a means for its customers
to ask general questions about the proper use of its products and assist them with
their weight loss questions. Between 1997 and 2002, only about 3 of every 100 calls
pertained to health related issues. Moreover, based on the GAO’s count, only about
6 out of every 1000 of these health related calls pertained to significant health alle-
gations, such as stroke or heart attack. It is Metabolife’s policy to tell customers
who report a negative experience with the product to discontinue product use and
consult a physician.

Employees who staff the consumer information line have been advised that
Metabolife is a dietary supplement company and not a drug company, and that
terms like “side effect” are not applicable to Metabolife 356 because they imply that
it is a drug. This is supported by Stedman’s Medical Dictionary, 26th Edition, where
the definition of “side effect” is: “A result of drug or other therapy in addition to
or in extension of the desired therapeutic effect; usually but not necessarily, con-
noting an undesirable effect. Although technically the therapeutic effect carried be-
yond the desired limit (e.g., a hemorrhage from an anticoagulant) is a s.e., the term
more often refers to pharmacologic results of therapy unrelated to the usual objec-
tive (e.g., a development of signs of Cushing’s syndrome with steroid therapy).”

Metabolife supports mandatory reporting to the FDA of serious or significant an-
ecdotal health-related consumer complaints based on criteria and definitions to be
established by the FDA and industry that are consistent and understandable, to-
gether with an objective standard and appropriate method of evaluation by industry
and the FDA. To this end, in early 2002, Metabolife, through its regulatory counsel,
retained Life Sciences Research Office (“LSRO”), a private, non-profit organization,
to undertake a review of non-adverse event reporting systems, such as Metabolife’s
call line, as well as existing adverse event reporting models, and make recommenda-
tions regarding an adverse event collection and reporting system appropriate for die-
tary supplement products. LSRO was established in 1962 by the Federation of
American Societies for Experimental Biology and is known and respected for study-
ing fundamental problems in biomedicine, healthcare, nutrition, food safety, and the
environment, including for various government agencies. LSRO’s reports are inde-
pendent in nature and developed in a transparent process. Although the LSRO re-
port will not necessarily reflect the views of Metabolife on the issue, we believe that
the report, which is expected to be available in the Fall of 2003, will be an impor-
tant contribution to the development of a responsible, reliable industry-wide report-
ing system.

Metabolife has provided the FDA with unredacted call records based upon assur-
ances under federal law that personal information will not be made public. It is this
concern for the privacy interests of its customers that has guided the Company in
dealing with requests for production of its call records.

Metabolife has taken proactive steps to ensure that Metabolife 356 actually con-
tains what the label says it contains. Despite the fact that the FDA has yet to issue
a final rule establishing Good Manufacturing Practices (“GMPs”) for dietary supple-
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ments, Metabolife has implemented quality control procedures, such as voluntary
batch-testing of each lot of ephedra-containing product, that meet or exceed GMPs
for food. Metabolife urges the FDA to require such stringent GMPs for all manufac-
turers of dietary supplements. Metabolife discontinued the inclusion of bovine com-
plex as an ingredient in Metabolife in approximately July 2002. Bovine complex con-
sists of a combination of ovary, orchic, uterus and prostate glands of a cow. This
ingredient was included in the formula because it provides beneficial amino acids.
Metabolife removed bovine complex from the Metabolife 356 formula because of pub-
licity surrounding issues with Mad Cow Disease in other countries. While
Metabolife continues to believe the bovine complex is a safe and healthy addition
to the formula, it was removed because it was not an essential ingredient in the
formula and removing the ingredient would not alter the effectiveness of the prod-
uct.

Among other ingredients, Metabolife 356 contains royal jelly, a thick, milky-white,
creamy liquid secreted by the hypopharyngeal glands of nurse bees. Commonly
found in dietary supplements, royal jelly is a very rich source of proteins and con-
tains eight essential amino acids, carbohydrates, and beneficial lipids, including the
important fatty acids sterols and phosphorous compounds as well as acetylcholine.

During the hearing a question arose regarding Metabolife’s interaction with Dr.
Heymsfield. As reflected in the FDA interview cited below, the Company did not
seek to have Dr. Heymsfield alter or adjust scientific data concerning Metabolife
356. Dr. Heymsfield was involved in two studies concerning ephedra dietary supple-
ments: an eight-week study and a six-month study. With regard to the eight week
study, Dr. Heymsfield told FDA investigators “No requests were made to change
data or comments regarding adverse events.” See FDA Memorandum of Interview,
Oct. 18, 2001, p. 3.

With regard to the six month study, Dr. Heymsfield “re-iterated a number of
times that he was never requested by Metabolife to alter or adjust data,...” Id. at
8. The FDA Interview Memorandum contains a vague allegation that “he was en-
couraged (pushed) to adjust his interpretation of the data,” but does not explain
what is meant by this. Other portions of the Interview Memorandum indicate that
he did not have access to the relevant data to provide any interpretation of it. Ac-
cording to the FDA Interview Memorandum, “he did not see any patients, he did
not review any charts, the study results were not shared or discussed with him and
he was not a co-author of any abstract or presentation of study results.” See id at
4. Also, according to the Interview Memorandum, Dr. Heymsfield indicated that he
“was not informed of any adverse events that occurred during the second study, and
raw or summary data were not shared with or evaluated by him.” Id. at 5. The six-
month study was supervised by the principal investigator, Dr. Carol Boozer. The
Interview Memorandum reflects that Dr. Heymsfield stated that “Dr. Boozer does
have a lot of scientific integrity.” See id. at 8.

According to a Washington Post story, Dr. Heymsfield said that “he wouldn’t hesi-
tate to recommend a patient trying Metabolife as long as he knew the patient didn’t
suffer from high blood pressure, heart disease, or other maladies mentioned in the
warning label.” See Charles Babcock, “Stimulant Propels Diet Empire,” Washington
Post, May 24, 1999, Section A.

PREPARED STATEMENT OF THE AMERICAN COLLEGE OF OBSTETRICIANS AND
GYNECOLOGISTS

The American College of Obstetricians and Gynecologists and its 46,000 partners
in women’s health care, thanks Chairman Greenwood, Ranking Member Deutsch,
and the entire Committee for holding this important hearing concerning ephedra
and its use in dietary supplements. As physicians dedicated to improving women’s
healthcare, we are particularly concerned with the effects ephedra has on the life
and reproductive health of women. We believe that there are many unknown risks
for women, especially pregnant women, who may use these supplements, and be-
lieve it is appropriate for Congress to seriously consider measures to ensure the
safety of products that can be bought so easily over the counter.

Increasingly, evidence points to the serious adverse effects associated with
ephedra use. It has been reported that individuals using these products have suf-
fered heart attacks, strokes, seizures and even death. Even more troubling to ACOG
Fellows, is the potential for damage to pregnant women using ephedra and the ef-
fects its use may have on a fetus. The FDA has already stated that pregnant women
should avoid the use of dietary supplements with ephedrine alkaloids, and the ef-
fects of these substances on fetuses are undetermined.



171

Women often take ephedra for weight loss although current evidence does not
support its effectiveness. Thus, they are exposing themselves and, should they be-
come pregnant, their fetus, to unknown effects. It is estimated that almost 50 per-
cent of pregnancies are unplanned, so even if warnings are given, many women will
have already used ephedra before they know they are pregnant.

As members of the Coalition for Anabolic Steroid Precursor and Ephedra Regula-
tion (CASPR), we support efforts to regulate products containing steroid precursors
and products containing ephedra. Members of CASPR include physician groups, the
US Olympic Committee, as well as national sport organizations. We also strongly
support legislation introduced by Representatives John Sweeney (R-NY) and Tom
Osborne (R-NE), HR 207, the Anabolic Steroid Precursor Control and Health Edu-
cation Act, that would allow the Attorney General to place these substances on
Schedule IIT of the Controlled Substances Act, where they would be subject to the
same strict safety requirements and controls as other controlled substances.

ACOG is encouraged by recent efforts undertaken by the Food and Drug Adminis-
tration (FDA) to reduce the risks associated with the use of ephedra, and believe
they represent a good first step. FDA has called for public comment on whether cur-
rent evidence regarding ephedra use present a significant or unreasonable risk of
illness or injury, and in late February of 2003, with limited authority, issued warn-
ings to 26 manufacturers of ephedra-containing products, asking them to remove
unproven claims about these controlled substances. ACOG urges additional Congres-
sional action, including the adoption of HR 207, and, continued study of the side
effects of ephedra.

ACOG thanks the Chairman and Committee Members for their leadership to ex-
amine current regulations regarding dietary supplements that contain ephedra and
to examine the effectiveness and safety of these products. There are many unan-
swered questions with regard to extended use of ephedra, especially on certain pop-
ulations, like pregnant women. We strongly believe that ephedra warrants addi-
tional regulation; the health and lives of hundreds of American women are depend-
ent upon it. We look forward to working with Committee staff as they move forward
on possible legislation or regulatory recommendations.






ISSUES RELATING TO EPHEDRA-CONTAINING
DIETARY SUPPLEMENTS
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HOUSE OF REPRESENTATIVES,
COMMITTEE ON ENERGY AND COMMERCE,
SUBCOMMITTEE ON COMMERCE, TRADE,
AND CONSUMER PROTECTION, JOINT WITH THE
SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS,
Washington, DC.

The subcommittees met, pursuant to notice, at 9:40 a.m., in room
2123, Rayburn House Office Building, Hon. Cliff Stearns (Chair-
man, Subcommittee on Commerce, Trade, and Consumer Protec-
tion) and Hon. James C. Greenwood, (Chairman, Subcommittee on
Oversight and Investigations) presiding.

Members present, Subcommittee on Commerce, Trade, and Con-
sumer Protection: Representatives Stearns, Shimkus, Shadegg,
Bass, Terry, Tauzin (Ex Officio), Markey, Davis, Stupak, Green,
McCarthy, and DeGette.

Members present, Subcommittee on Oversight and Investiga-
tions: Representatives Greenwood, Stearns, Shimkus, Bass, Wal-
den, Terry, Tauzin (ex officio), DeGette, Schakowsky, and Waxman.

Also present: Representative Pallone.

Staff present: Dan Brouilette, staff director; Brian McCullough,
professional staff; Alan Slobodin, majority counsel; Mark Paoletta,
majority counsel; Kelli Andrews, majority counsel; Casey Hemard,
majority counsel; Will Carty, legislative clerk; David Nelson, minor-
ity counsel; and Jessica McNiece, research assistant.

Mr. STEARNS. The subcommittees will come to order. Good morn-
ing everybody. Welcome to the joint hearing on Issues Relating to
Ephedra-containing Dietary Supplements. I am CIliff Stearns, the
chairman of the Commerce, Trade, and Consumer Protection Sub-
committee; and the joint hearing is with Jim Greenwood, who is
the chairman of the Oversight and Investigations Subcommittee.

Yesterday’s hearing focused on dietary supplements that contain
Ephedra, and the manufacturing and distribution of these prod-
ucts, while today we will examine their regulation and also the
policies pertaining to these products in major league sports.

I appreciate my co-chairman’s leadership in holding hearings
about products governed by the laws under the jurisdiction of the
committee. We want to promote healthy lifestyles, and ensure that
Americans have good information and can promote their own
wellness.

At the same time, we do not want products on the market that
pose a significant safety risk based on scientific information.

(173)
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Whether we like it or not, public figures are often, very often, role
models for our society.

While we in Congress might like to think that we provide a posi-
tive role model for many younger Americans, any parents know
that we have a very difficult time competing with high profile en-
tertainment and sports celebrities that captivate youths.

Unfortunately for many celebrities, the proliferation of media
coverage devoted to many of these stars have made their lives an
open book. Details of their every move are chronicled on the nightly
news, or in the morning paper, and their personal lives become di-
rectly linked to their professional lives.

An unwelcome loss of privacy may not be by choice and it has
my sympathy, but a position of visibility nevertheless brings cer-
tain rewards. The benefit of having the podium, the bully pulpit,
or the daily press coverage afforded provides an incalculable influ-
ence that translates into endorsements and drives entire indus-
tries.

And we have to look no further than the billion dollar sneaker
industry for proof that today’s sports idols influence American cul-
ture enormously. Yet the danger in emulation is always deter-
mining where to draw the line. Copying fashion trends set by celeb-
rities may be harmless, but following their lifestyles could be inap-
propriate and unwise.

And that is why we are here today with a distinguished panel
of witnesses representing American sports at the professional and
collegiate level. The discussion and debate surrounding Ephedra
has become largely focused on its safety because of the unfortunate
recent deaths of a professional athlete, and a high school athlete,
that have been linked to the use of the Ephedra products.

I believe that it is productive to examine the factors and informa-
tion available that have led to the sports organizations to the deci-
sions and actions taken by each regarding Ephedra. Sports organi-
zations have taken it upon themselves to ban certain substances
from their competitors, even when they are perfectly legal for the
American public.

The policies are usually determined by two factors. First, sub-
stances are banned for either real or perceived performance en-
hancing qualities that could be detrimental to fair competition, and
second, because they may pose health and safety concerns in some
consumers.

I might remark that we learned at yesterday’s hearing that the
two Ephedra manufacturers who were witnesses, while they did
not conjecture the reasons behind the league’s decision, both testi-
fied that they support the ban, as that is not the audience to whom
they are marketing their products.

It is important to keep these points in mind; the real or per-
ceived performance enhancing qualities that would undermine the
idea of a level playing field, and the health and safety concerns as
Congress reexamines the manner in which supplements are regu-
lated and marketed today.

And I am pleased that we have the Federal Trade Commission
and the Food and Drug Administration testifying on these subjects.
Regarding the FDA, the Dietary Supplement Health and Education
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Act of 1994, also known as DSHEA, passed the Congress with no
dissenting votes.

It created a reasonable balance. Dietary supplement products
may make a claim about general use, but not make unsubstan-
tiated claims, nor can they market dietary supplements with unap-
proved disease claims. The labeling I have read on products con-
taining Ephedra clearly affirms “that FDA has not evaluated” their
statements, nor are “the products intended to diagnose, treat, cure,
or prevent any disease.” The American public should and does have
access to safe supplements with accurate information. The law reg-
ulating dietary supplements provide FDA with the authority and
framework to balance consumer access to and choice with the need
to ensure the marketing of safe products and accurate information.

Unfortunately, the FDA has not fully implemented DSHEA. An
important step that the FDA can take to ensure safe and quality
products enter the marketplace would be to issue the good manu-
facturing practice guidelines that were a part of DSHEA.

These guidelines will establish basic standards so that the FDA
inspectors can ensure supplements are being manufactured in a
sanitary and pure fashion with appropriate labeling. I support the
FDA’s enforcing existing law rather than trying to create duplica-
tive or expansive law, or ban Ephedra products without FDA meet-
ing its burden of proving that it presents “a significant or unrea-
sonable risk of illness or injury.”

The consequences of any overreaching actions would be detri-
mental to American consumers by unjustifiably limiting access to
information and products intended to help consumers make wise
and educated choices. With that, I conclude my opening statement
and I welcome the ranking member, Ms. Schakowsky.

Ms. SCHAKOWSKY. Thank you, Mr. Chairman. I thank you and
Chairman Greenwood for holding this second day of hearings to
focus on the harmful effects of Ephedra in dietary supplements.
After hearing the tragic personal stories yesterday and examining
the overall impact supplements that contain Ephedra have had on
the American public, it has become very clear to me that this pub-
lic safety issue merits congressional action.

Today our first panel consists of representatives from various
professional sports organizations and the NCAA. While my primary
concern is the safety of every day consumers and young people, I
ilm also concerned about the effects of Ephedra on professional ath-
etes.

I have some reservations about our subcommittee asserting itself
into the internal discussions between professional sports players
and management. While I believe that we should not interfere in
collective bargaining issues, we do nonetheless need to look at the
safety of substances like Ephedra.

The hearing yesterday clearly demonstrated to us that sports and
Ephedra don’t mix. Accordingly, the FDA has proposed a ban on
any claim that Ephedra enhances athletic performance. However,
while I believe that the FDA should regulate Ephedra in all forms,
I do not believe that Congress should be legislating an Ephedra
ban just for professional athletes.

I think that it should be banned overall until it is regulated. Our
second panel consists of the Commissioner of the Food and Drug
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Administration, and the Director of the Federal Trade Commission.
I thank them both for being here to engage in this discussion about
where we go from here.

Clearly, we need to do more to regulate harmful dietary supple-
ments. We have a responsibility to keep them out of the hands of
potential victims. I think that most reasonable people believe when
they go into a store and shop for a product, such as a dietary sup-
plement, that if they were not safe that they would not be allowed
on the shelves of our convenience and grocery stores.

I think they are convinced that dietary supplements would not
be available or sold if the Food and Drug Administration had not
approved or somebody had not approved them for human consump-
tion. Little do they know that they are actually pawns in a game
of Russian Roulette.

With every bottle of supplements that they buy and each pill
that they take, they are risking their health and even their lives.
There is currently no guarantee that ingredient concentrations, in-
cluding concentrations of Ephedra, are consistent in safe levels
Yesterday, we heard heartbreaking stories from the Bechler and
Riggins families. Both sets of parents lost their sons as a result of
taking Ephedra pills. These families represent the countless num-
bers of people who have been adversely affected by dietary supple-
ments.

Every day young boys are drawn to the supplements in the hope
of enhancing their athletic ability and our young women are se-
duced into believing that they will lose weight by simply popping
pills.

I want to know how many more sons and daughters will have to
die before these products are removed from the market. It is pain-
fully obvious that the FDA has more than enough evidence to meet
the burden of proof necessary to prevent these products from being
so accessible to our children.

The government must show that there is “significant or unrea-
sonable risk of illness or injury” in order to take regulatory action.
Well, we have scientific evidence and we have anecdotal evidence.

We have a number of credible organizations, including the Amer-
ican Medical Association, and the American Heart Association, that
oppose the sale of Ephedrine supplements because of the risks as-
sociated with these products. This committee needs to know today
why the FDA has not taken more forceful action.

It is also critical that we keep in mind that this discussion does
not begin and end with Ephedra. We are looking for a long-term
solution, not a band-aid approach. As Members of Congress, we can
prevent other Ephedra-like episodes through thoughtful policies.

We already know a dietary supplement called bitter orange is
gaining in popularity. Very little is known about this new ingre-
dient in Ephedra-free dietary supplements. Yet, it could lead to a
similar fate.

Ephedra should be viewed as the canary in the coal mine that
it is, and without regulatory changes, there could be no end to the
life-threatening supplements that follow in Ephedra’s wake. Cur-
rent regulations that cover dietary supplements are loose at best,
and completely ineffective at worst.
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I know that the supplement industry argues otherwise. If that is
the case, then why is there still such strong opposition to FDA reg-
ulation. Yesterday in his final words, Mr. Bechler asked us to make
sure that his son and Sean Riggins did not die in vain. Let us com-
mit ourselves to doing all that is necessary to grant his request. I
thank you, Mr. Chairman.

Mr. STEARNS. I thank the gentlelady. The distinguished chair-
man of the full committee.

Chairman TAUZIN. I thank the gentleman. I think that perhaps
you ought to recognize the chairman of the Oversight and Inves-
tigations Subcommittee.

Mr. STEARNS. The chairman of the Oversight and Investigations
Subcommittee, Mr. Greenwood.

Mr. GREENWOOD. I thank the chairman for yielding, and good
morning. I would like to thank my colleague, Chairman Stearns,
for co-chairing the second day of the committee’s examination of
issues relating to Ephedra.

Yesterday, the Subcommittee on Oversight and Investigations
heard some very disturbing testimony from grieving families, sci-
entific and public health experts, and companies that manufacture
Ephedra-containing products.

First, we learned that Ephedra represents a compelling health
concern. Ephedra is disproportionately represented in the adverse
event reports for supplements, and most Ephedra supplements in-
volve ephedrine-caffeine combinations not permitted in prescription
and over-the-counter drugs.

We learned that many of these supplements using this combina-
tion also add other ingredients, including in some cases even more
stimulants. The interactions of these ingredients with the ephed-
rine-caffeine combination has never been studied.

The General Accounting Office testified that 44 percent of the ad-
verse events reported to Metabolife between 1997 and 2002 in-
volved younger consumers. The GAO also noted that the available
information in the adverse events showed that most people were
using the supplements at the recommended dosage and duration.

We learned about companies engaging in questionable conduct,
such as manipulating research results to make the data more mar-
ketable. We heard how one company failed to release information
to the FDA on nearly 15,000 reports of adverse events that they
had received until they were under criminal investigation.

Company executives, when asked, could not explain what some
of the ingredients were on the labels of the products that they sold.
Another company continued to market its supplement products
with street drug names for 3 years after a State Department of
Health raised concerns on this very issue.

The lead researcher of a study touted by the Ephedra industry
as the gold standard in support of the products admitted that the
study could not be used to claim safety, and that it does not sup-
port the efficacy of any Ephedra product actually marketed in the
U.S.

And under my questioning, this lead researcher, this expert on
obesity, said that she admitted that she would not even recommend
Ephedra supplements. She would not recommend them herself.
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Ephedra has been linked to serious side effects, including stroke,
seizure, heart attack, and death. At our hearing yesterday, I asked
one of our expert witnesses, a cardiologist, who 1s also a professor
of pharmacology and toxicology, whether an otherwise healthy per-
son could die from simply taking an Ephedra supplement and his
response was yes.

When children can buy Ephedra products in a convenience store,
where it sits between the candy and the magazines, this seems to
be an unacceptable risk. When companies appear to choose sales
over safety, it is our responsibility to ensure that something is done
about this.

I look forward to working with my colleagues to find a solution
to this alarming situation. I would like to thank the witnesses for
attending this morning, and before I yield back, I happen to be
looking at Men’s Health Magazine, which I subscribe to because
some day I hope to look like that guy. No chance.

But if you go through this magazine from the beginning to the
end, there are lots of articles about how you get to look healthy and
be healthy. It is all about dietary restraint and discipline, and it
is all about hard, hard workouts in the gym, working very, very
hard to be healthy.

But right at the end, in the last couple of pages, there is an ad
for xenadrine, and that let’s us know that losing weight just got a
whole lot easier and faster, too. It gives young people and old peo-
ple like myself who read this magazine, the theory and the belief
that you don’t have to do what the expert on obesity told us yester-
day if you want to be healthy. It is all about diet and exercise.

All you have to do is pop a pill, and then you look like these
folks, and the interesting thing that we learned yesterday at the
hearing was that when they used the models for these ads, all the
model has to say is I used to look like that, and now I look like
this, and it is because of your magic pills, and there is never even
any evidence that the models ever took the pills.

So I think it is a complete charade. I think it is a disservice to
our young people to think that the answer to their health quest lies
in the magic pill of questionable value, and of questionable content,
and of serious risk. I yield back the balance of my time.

Mr. STEARNS. I thank the gentleman. The gentleman from Texas,
Mr. Green.

Mr. GREEN. Thank you, Mr. Chairman. I would like to thank
both you and Mr. Greenwood, and our ranking members, for hold-
ing not only this hearing, but the number of hearings on dietary
supplements that contain Ephedra.

This is the first time that our Commerce, Trade, and Consumer
Protection Subcommittee has the opportunity to discuss dietary
supplements containing Ephedra. Our colleagues on the Oversight
and Investigation Subcommittee have been doing a wonderful job
of investigating the issue.

And in these investigation hearings, the results are sure to go a
long way in painting an accurate picture of the safety and effective-
ness of supplements containing Ephedra. This issue comes under
the Commerce, Trade, and Consumer Protection Subcommittee’s ju-
risdiction because the Federal Trade Commission regulates the ad-
vertising of food, cosmetics, and dietary supplements.
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Anyone who owns a television set is sure to have seen the com-
mercials for pills that promise to safely and effectively shrink your
waistline. No dieting, no exercise. Rationally thinking, we all know
that it can’t be that simple. Yet, as most Americans struggle with
their weight and they see more and more of these “before and
after” photos showing slimmed down men and women, even ration-
al people can think, “Maybe it is worth a try.”

The problem, however, is that evidence is mounting that suggests
that using Ephedra-based supplements as a weight loss tool or for
enhanced athletic performance is neither safe nor effective.

The American Heart Association and the American Medical Asso-
ciation have called for the ban on Ephedra sales. Additionally, the
Department of Health and Human Services has cautioned the pub-
lic about the use of these supplements.

I am confident that the committee’s investigation will yield in-
formative results that will help guide Congress and Federal agen-
cies in their determinations of what is the most appropriate action
to take to ensure that the American public is informed about these
supplements.

I also want to make sure that Congress is giving the FDA and
the FTC the tools they need to meet their missions regarding these
supplements. I am pleased to see in today’s panel representatives
from all our sports leagues, who have agreed to testify on their
policies on Ephedra-based dietary supplements.

As a fan of the Houston Astros, the Houston Texans, the Houston
Rockets, and University of Houston’s sports programs, it is great
to see the participation by both our professional and our amateur
athletic associations. Both professional and amateur leagues must
contend with another very important issue, which is the way that
their policies and their actions affect their athletes, who are also
our children.

American youth revere successful athletes, and often strive to
achieve the same success. And while this certainly helps ticket
sales, it also places a huge responsibility on the shoulders of both
of our professional leagues and our athletes.

I am pleased to see that several leagues are sending strong mes-
sages to our children that Ephedra should not be taken to enhance
athletic performance, and I look forward to hearing their testi-
mony, Mr. Chairman, and I yield back.

Mr. STEARNS. I thank the gentleman. The distinguished chair-
man of the full committee, Mr. Tauzin.

Chairman TAUZIN. Thank you, Mr.Chairman. Let me first thank
the Subcommittee on Oversight and Investigation for an extraor-
dinary hearing yesterday, and for doing such a good job again in
calling the Nation’s attention to problems in our society that in this
case could mean life or death to some of our young people and
those who are striving to become young athletes.

It was a pretty sad day to hear the story of a set of parents who
lost a child because we made a decision here in Washington to ex-
empt Ephedra from FDA regulation in 1994, when perhaps that de-
cision made sense, and now we realize that perhaps it did not.

Yesterday’s hearing was also a reminder that I hope will be car-
ried through today’s hearing, Mr. Chairman, and Mr. Chairman,
you said something in your opening statement about the role mod-
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ells that today’s superstars and athletes have become to young peo-
ple.
I don’t have to tell you that you can go into any young person’s
room and you will see a lot more posters of superstar athletes than
you will see of any other politician in this town, and that is not
going to change.

And Winston Churchill said that the price of greatness is respon-
sibility, and I know that Vince Lombardi said that winning was not
everything. Winning was the only thing. But when it comes to
things like Ephedra and the use of products like Ephedra, and the
fact that athletes have become such an enormous part of our lives,
and star athletes have become such role models and such idols to
so many young people, the message that is sent when enhancers
and products like Ephedra are abused and used as a method of
conveying to young people that you can look better, and you can
be stronger, and you can be a better athlete if you only use these
kinds of products, is I think a terribly wrong and irresponsible
message.

I saw Sea Biscuit the other night, a story about a broken horse,
and a jockey that was too big, a horse that was too small, and the
lives that were twisted and broken, and all repaired because of this
incredible horse, who as the trainer said during the movie didn’t
have it in his legs. He had it in his heart to win and become a
great horse and a great winner.

And it occurred to me that when we think about the greatest of
our sports heros, we think of those like Sea Biscuit, whether it is
a horse or a human being, who excel in sports. We think about the
ones who didn’t need any artificial help, and who just worked out
with the gifts that they had and built themselves into something
that we all looked up to and admired, and indeed our children
wanted to emulate.

Ephedra is a good example of why we are going to have a debate
on the House floor today about the necessity of the government
protecting the safety of products, particular drugs, in our society,
that can be used and abused in ways that I think the committee
yesterday pointed out was happening in our society with Ephedra.

We made a decision to take the FDA mostly out of the game
when it came to dietary supplements. Yes, the FDA does have a
right to go in when safety concerns are raised, but by taking the
FDA out and leaving it up to the industry to be responsible, we
found out that perhaps we made a terrible mistake.

Now the sports industry is not responsible for regulating or en-
forcing responsibility when it comes to dietary products. But the
fact is that today when athletes get sick, they often in the sports
leagues have to ask permission just to take cold medicine that is
sold over-the-counter.

And that is a burden in professional sports and athletics that
may not seem fair, but it simply is a fact. So the question is that
if athletes even have to get permission to get a cold medicine, why
would any of the sports leagues permit the use of Ephedra.

We sent letters to all the sports leagues to determine what their
policies were, and the answers that we got run the gamut. They
run the gamut from one end to the other, and the reasons that we
get are as varied as you could possibly imagine. The one consistent
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answer that we got, and you are to be complimented for that, is
that all the players are being strongly advised against using any
supplement without consulting a physician. That is a good start.

That is a very good start. So I look forward to this meeting, Mr.
Chairman, and ranking members, because it will give our com-
mittee a chance to explore further why there is such a wide gamut
of answers when it comes to the use of a product like Ephedra, and
the enormously important sports associations of our country.

We will also have a chance to finally hear from the FDA and the
FTC, and we will finally be able to ask them why it took so long
when we understand that athletes were using Ephedra going back
to 1997, and why did it take so long for the FDA to get involved
in the question of safety here.

And what the FTC can do about these advertisements, Mr.
Chairman, that seem to improperly call upon young people to for-
get about the gym, and forget about how big your heart is, and how
big your will is, and simply to supplement your way into potential
greatness.

I don’t think that there is a member on this committee that
doesn’t love sports. We all do. Our own Speaker, who was a wres-
tler and a wrestling coach, and he speaks often in sports lingo
about the role we perform as public officials, and the need to be
a good team, and to play fair, and to deserve to win, and to win
the right way, and to win not just the issue, but to win the audi-
ence as we go about our business.

And we are anxious as all Americans to know that the young
people who aspire to greatness in athletics in our country do so fol-
lowing the right role models, and they don’t get trapped into some-
thing that hurts them, and damages them, and as we learned yes-
terday could kill them.

And we have got some work to do to repair that damage, and I
think that today’s hearing will teach us a lot, and today’s vote on
the floor, I want to remind all members, is another chance for you
to say that you believe that the government has the responsibility
to protect Americans from unsafe products and drugs.

And that whether they are manufactured in this country because
we allowed them to be manufactured and sold without proper over-
sight, or whether they sneak across the border in packages that
contain diluted and counterfeit, and rotten products that are being
sold to Americans because they are desperate to get cheaper prod-
ucts, we have a responsibility to protect Americans from that kind
of a regime.

And to protect young athletes from the kind of products that we
are learning about in these hearings today that could end up harm-
ing them and in some cases unfortunately even taking their lives.
Thank you, Mr. Chairman.

Mr. STEARNS. I thank the chairman. The gentleman from Michi-
gan, Mr. Stupak.

Mr. StupAK. Thank you, Mr. Chairman. If I waive my opening,
do I get extra time for questions?

Mr. STEARNS. That’s true.

Mr. StuPAK. Then I will waive.

Mr. STEARNS. All right. And then you will get 8 minutes.

Mr. StuPAK. Thanks.
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Mr. STEARNS. Mr. Shadegg.

Mr. SHADEGG. Thank you, Mr. Chairman. I will put my full
statement in the record and simply make some remarks here at the
outset. I want to compliment you for holding this hearing. I think
it is important and I want to compliment you and the chairman of
the Oversite and Investigations Subcommittee for your work, both
yesterday and today.

And I think that this is an incredibly important topic and I share
the concerns of the committee chairman and the others working on
it. I am one who generally believes that it is the job of individuals
to protect themselves, and to be essentially caveat emptor, for the
buyer to beware.

But I think that Ephedra is a great example of those instances
where, particularly for some people in our society who are not yet
mature enough, the government indeed has a proper role.

In this instance, and I would like to associate myself with the re-
marks that have already been made by a number of our colleagues,
I think that America’s young people are being sent the message—
and as the magazine that my colleague, Mr. Greenwood held up—
that on the one hand we are urging you to eat all these bad things.
On the other hand, we are telling you that the appropriate way to
deal with that is to eat the right food and to get exercise.

Then we hold out this pill, and the pill is the magic way to lose
weight. You won’t really have to work at it, and you don’t really
have to discipline yourself in your eating habits, and you really
don’t have to exercise yourself in your exercise habits. Just take
this pill.

Having struggled with my own weight all my life, and watching
young people in this circumstance, I think it is a grave issue when
we hold out essentially a promise of something for nothing. Take
this pill and you can go ahead and eat whatever you want, and
stay on the couch, and you will solve your own problems.

Now that simply is not the case. When the pill is dangerous, as
I believe some of the evidence here suggests and as the testimony
yesterday suggested, there can be dire consequences.

So I compliment you again for holding this hearing. I look for-
ward to hearing as much of the testimony of the witnesses that I
can. Unfortunately, as I had yesterday, I have a mark-up across
the hall that is somewhat contentious, and where there will be a
number of recorded votes, and I may have to miss a part of the
hearing. But I do compliment you for holding the hearing and yield
back the balance of my time.

1(;/11". STEARNS. I thank the gentleman. The gentlelady from Colo-
rado.

Ms. DEGETTE. Thank you, Mr. Chairman. Like everyone who was
at the hearing yesterday, I was shocked by the testimony that we
heard. We started out hearing testimony from families who have
suffered the loss of their children to Ephedra, including the family
of an athlete.

We also heard from scientific experts who are convinced that
Ephedra consumption has overwhelming dangerous side effects,
such as strokes and heart attacks. We then heard from the people
in the industry who are manufacturing and selling so-called dietary
supplements containing Ephedra.
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It was stunning to hear the testimony because most of these indi-
viduals had no degree in pharmacy, no medicine degree, no college
degree. They had high school degrees. And when we asked them
what was in their dietary supplements, they had no idea what
many of the ingredients were.

The way they figured out how to put the different herbs other
elements in the supplements was that they looked at sheets that
they got over the internet and other places. Now, I think most
Americans assume that these so-called dietary supplements are
safe because they are herbal.

In fact, I asked the lay witnesses about that, and they said, well,
sure, they sell these supplements at our gyms. They sell these sup-
plements at convenience stores, at 7-11s. And I myself am guilty
of thinking from time to time before yesterday that these dietary
supplements are safe because they contain herbs.

But what we realized with Ephedra at least is these herbs can
be fatal. Now, the other thing that really concerned me yesterday
was to hear the wide variety of opinion among the people who are
manufacturing and distributing these dietary supplements.

They don’t even have agreement as to who this supplement is
safe to take. They did all admit that they now put on their bottles
do not distribute to children under 18. And the reason that they
put that they admitted is because several States now require that
labeling.

Otherwise, I doubt that they would even place that on the bottle.
But several of them said that Ephedra is counter-indicated for ath-
letes. I guess that was probably their high school biology class that
taught them that since that would be the advanced degree that
they have.

But then others of the manufacturers said, no, they do not rec-
ommend these items for athletes. Dr. Coker who testified yesterday
is in fact a medical doctor. He is a paid consultant to one of the
companies, Cyadine, and not only is he a doctor, but a trainer. He
recommends Ephedra for his athlete clients.

So as we can see there is a wide divergence of opinion as to
whether or not this substance is safe. But yet at the same time
there is mounting evidence that Ephedra can cause heart attack,
stroke, and worse.

So, Mr. Chairman, I want to thank both you and Mr. Greenwood
for convening this joint committee hearing. I think that this is an
incredibly important issue, and as the sales of these so-called die-
tary supplements mushroom in this country, I think that our com-
mittees and this Congress need to take a long hard look at how we
are regulating or not regulating the dietary supplement industry,
because I think that things have changed dramatically in the
roughly 10 years since Congress passed the legislation.

I think we need to revisit this for the health and safety of our
constituents, and with that, I yield back the balance of my time.

Mr. STEARNS. I thank the gentlelady. The gentleman from Ne-
braska, Mr. Terry.

Mr. TERRY. I pass.

Mr. STEARNS. Okay. The gentleman from New Hampshire.

Mr. Bass. Thank you, Mr. Chairman. It was a very interesting
hearing yesterday, and it will be equally interesting today. I want
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to thank you both you and Mr. Greenwood for having this oppor-
tunity or giving us this opportunity to learn about this dietary sup-
plement, which quite frankly I knew almost nothing about 24 hours
ago.

We have heard from victims, and doctors, and manufacturers,
and today we hear from regulators, and in effect, or in some re-
spects, sports coaches, and sports individuals, and is a form of reg-
ulation.

But I think most interestingly is going to be the second panel
today, where we hear from the government, and try to figure out
how much they understand about this dietary supplement, and
what their recommendations might be for any kind of policy initia-
tive on the part of this committee and the Congress.

Clearly something has to be done, but like all issues, it is com-
plicated, and it is not totally clear what our options are, but I be-
lieve that by the end of the day today that we will have a very
clear idea as to what our options are, and how quickly or slowly
we should proceed.

I want to thank you both for holding this joint hearing, and I
look forward to hearing the testimony and I yield back.

Mr. STEARNS. I thank the gentleman, and we have also a Mem-
ber of Congress from Colorado, Ms. Davis, who is welcomed. We
welcome her to our committee this morning, joint committees. She
is not a member of either subcommittee, but we enjoy her partici-
pation.

With that I will call the first panel forward. We have Mr. Robert
Manfred, Junior, Executive Vice President, Labor Relations/Human
Resources, of Major League Baseball; Mr. Eugene Orza, Associate
General Counsel, The Major League Baseball Players Association;
Mr. Adolpho A. Birch, III, Counsel for Labor Relations, The Na-
tional Football League; Mr. Mike Helton, President, National Asso-
ciation for Stock Car Auto Racing; Mr. Donald Garber, Commis-
sioner, Major League Soccer; and Professor Matt Mitten, Associate
Dean for Academic Affairs, Marquette University Law School, Di-
rector, National Sports Law Institute, with Mr. Abe Frank, the Na-
tional Collegiate Athletic Association.

So I welcome you folks this morning. You are aware that the
committee is holding an investigative hearing, and when doing so,
has had the practice of taking testimony under oath. Do you have
any objection to testifying under oath?

[Chorus of no’s.]

Mr. STEARNS. The Chair then advises you that under the rules
of the House and the rules of the committee that you are entitled
to be advised by counsel. Do you desire to be advised by counsel
during your testimony?

[Chorus of no’s.]

Mr. STEARNS. In that case, if you would please rise and raise
your right hand. I will swear you in.

[Witnesses sworn. ]

Mr. STEARNS. You are now under oath, and you may now give,
each of you, your 5 minute summary of your written statement,
and Mr. Manfred, we will start with you.
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TESTIMONY OF ROBERT D. MANFRED, JR., EXECUTIVE VICE
PRESIDENT, LABOR RELATIONS/HUMAN RESOURCES,
MAJOR LEAGUE BASEBALL; EUGENE D. ORZA, ASSOCIATE
GENERAL COUNSEL, MAJOR LEAGUE BASEBALL PLAYERS
ASSOCIATION; ADOLPHO A. BIRCH III, COUNSEL FOR LABOR
RELATIONS, NATIONAL FOOTBALL LEAGUE; MIKE HELTON,
PRESIDENT, NATIONAL ASSOCIATION FOR STOCK CAR AUTO
RACING; DONALD P. GARBER, COMMISSIONER, MAJOR
LEAGUE SOCCER; AND MATTHEW J. MITTEN, ASSOCIATE
DEAN FOR ACADEMIC AFFAIRS, MARQUETTE UNIVERSITY
LAW SCHOOL, DIRECTOR, NATIONAL SPORTS LAW INSTI-
TUTE, THE NATIONAL COLLEGIATE ATHLETIC ASSOCIATION

Mr. MANFRED. Thank you. I would like to begin by thanking the
committee for the opportunity to be here today. My name is Robert
Manfred, and I am the Executive Vice President of Labor Relations
ﬁnﬁ Human Resources in the Office of the Commissioner of Base-

all.

In my role at the Office of the Commissioner, I am responsible
for the day to day enforcement of our major league drug policy and
a separate policy that applies to players in minor league baseball.

The major league drug program is the product of collective bar-
gaining with the major league baseball players association, and the
minor league program was unilaterally adopted by Commissioner
Allan H. Selig before the 2001 playing season, and has been peri-
odically amended since that time.

Several years ago the Commissioner directed those of us on his
staff to develop a policy designed to eliminate the use of often dan-
gerous performance enhancing substances in major league baseball
and all of professional baseball.

The Commissioner’s desire to eliminate the use of such sub-
stances was based not only on his concern for the integrity of the
game, but also on a concern for the health and well-being of all pro-
fessional baseball players, major league and minor league, as well
as the young people in America who often see professional athletes
as role models.

The Commissioner’s directive was aimed not only at the anabolic
androgenic steroids covered by Schedule III of the Code of Federal
Regulations, but also certain substances sold as over the counter
nutritional supplements.

In response to the Commissioner’s directive, Major League Base-
ball has developed a three-pronged strategy for dealing with the
problem of performance enhancing substances. The first prong of
the strategy was to support increased Federal regulation of over
the counter nutritional supplements.

On June 18, 2002, I had the privilege of testifying before the
Senate Commerce Subcommittee on Consumer Affairs, Foreign
Commerce, and Tourism, in support of the proposition that over the
counter supplements should be more heavily regulated by the Fed-
eral Government.

I have provided a copy of that testimony to the committee. In ad-
dition, Commissioner Selig and I recently co-authored a law review
article that will be published this fall by the Stanford Law and Pol-
icy Review advocating the need for legislative reform in the area
of nutritional supplements.
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Major League Baseball has consistently advocated additional reg-
ulation of nutritional supplements on the theory that certain sup-
plements, including the subject of today’s hearing, Ephedra, pose a
health risk to professional athletes and on the theory that other
supplements, including androstenedione, norandrostenedione,
androstenediol, and norandrostenediol, have the same anabolic
androgenic effects as substances currently on Schedule III.

The second prong of our strategy called for the education of pro-
fessional baseball players. The Office of the Commissioner, along
with the 30 major league clubs, and the Major League Baseball
Players Association, have conducted a number of important edu-
cational programs.

Together with the MLBPA, the Office of the Commissioner fund-
ed the leading study by Harvard University on the effects of
androstenedione. In addition, several years ago the Medical advi-
sors to the Office of the Commissioner and the MLBPA jointly au-
thored an educational pamphlet on steroids and nutritional supple-
ments.

The pamphlet generally advises players to consult with a physi-
cian before using any nutritional supplement. That pamphlet also
contained a warning with respect to the use of Ephedra.

It reads, “Three has been a number of severe side effects re-
ported related to the drug, including high blood pressure, rapid
heart rate, seizures, strokes, heart attacks, and death. Ephedrine
is also associated with physiological side effects, such as irrita-
bility, anxiety, tremors, paranoia, and in rare instances, a complete
break with reality.”

The third prong of the strategy involved the adoption of policies
applicable to those who play professional baseball. As you are prob-
ably aware, the players in minor league baseball are not unionized.
As a result the Commissioner was free to unilaterally adopt a drug
policy applicable to those players.

As originally adopted the policy banned drugs of abuse, that is,
illegal drugs, anabolic androgenic steroids, and the nutritional sup-
plement, androstenedione. Based on subsequent developments, in-
cluding the tragic death of Baltimore Oriole’s pitcher, Steve
Bechler, the policy was amended to ban the nutritional supple-
ments norandrostenedione, androstenediol, norandrostenediol, and
ephedrine.

Commissioner Selig has devoted extensive financial resources to
the enforcement of our minor league program. Each year the Office
of the Commissioner conducts over 5,000 tests on minor league
players at the A, AA, and AAA level.

The testing is across the board, and unannounced, and all play-
ers are subject to at least two tests a year. Players who initially
test positive receive individualized education and counseling. These
players are then subject to serious disciplinary action for subse-
quent violations.

The testing regime covers drugs of abuse, steroids, as well as the
banned nutritional supplements, including Ephedrine. The major
league drug program is the product of bargaining with the MLBPA.

The program bans drugs of abuse, illegal drugs, and all anabolic
androgenic steroids covered by Schedule III. The policy includes a
significant testing component, and unlike the minor league pro-



187

gram, however, the major league program does not ban any over
the counter supplements.

During negotiations with the MLBPA for a new agreement last
summer the clubs did propose a ban on one over the counter sup-
plement, androstenedione. The MLBPA’s reaction to that proposal
was firm and forceful. The Union would not agree to any ban on
a substance that was available over the counter.

The MLBPA said it would not prohibit the use of a substance
that could be purchased even by minors at any nutrition store.
While there was no specific discussion of Ephedrine during the ne-
gotiations last summer, there was no mistake as to the MLBPA’s
position on over-the-counter supplements.

From Commissioner Selig’s perspective the untimely death of
Baltimore Oriole’s pitcher Steve Bechler changed the world of base-
ball. In addition to amending the minor league drug program in the
manner I have described above, Commissioner Selig directed me to
begin conversations on the topic of Ephedra with the MLBPA.

In such discussions, I have made a number of suggestions as to
how a ban on Ephedra could be integrated into the major league
program.

Mr. STEARNS. Mr. Manfred, we just need you to summarize.

Mr. MANFRED. All right. To date the union has made no formal
response. At the end of the day our position is that the issue of
Ephedra should be dealt with as a matter of Federal regulation.

It is not an issue that is appropriately resolved in collective bar-
gaining or easily resolved in collective bargaining and that because
it involves the safety and health of professional athletes, as well as
the public generally, we would urge the committee to regulate
Ephedra in the same manner as substances on Schedule III, and
to revisit the entire area of the regulation of nutritional supple-
ments.

[The prepared statement of Robert D. Manfred, Jr. follows:]

PREPARED STATEMENT OF ROBERT D. MANFRED, JR., MAJOR LEAGUE BASEBALL
EXECUTIVE VICE PRESIDENT OF LABOR AND HUMAN RESOURCES

My name is Robert D. Manfred, Jr. and I am Executive Vice President of Labor
Relations and Human Resources for the Office of the Commissioner of Baseball. In
my role with the Office of the Commissioner, I am responsible for the day-to-day
enforcement of Major League Baseball’s Joint Drug Prevention and Treatment Pro-
gram (“the Major League Drug Program”) and Major League Baseball’s Minor
League Drug Prevention and Treatment Program (“the Minor League Drug Pro-
gram”) which are attached hereto as Exhibits 1 and 2, respectively. The Major
League Drug Program is the product of collective bargaining between the thirty
Major League Clubs and the Major League Baseball Players Association (“MLBPA”).
The Minor League Drug Program was unilaterally adopted by Allan H. Selig, the
Commissioner of Baseball, before the 2001 playing season and has been periodically
amended since that time.

Several years ago, Commissioner Selig directed those of us on his staff to develop
a policy designed to eliminate the use of often-dangerous, performance-enhancing
substances in professional baseball. The Commissioner’s desire to eliminate the use
of such substances was based not only on his concern for the integrity of the game,
but also on his concern for the health and well being of all professional baseball
players, both Major League and Minor League, and young people who see profes-
sional athletes as role models. The Commissioner’s directive was aimed at the ana-
bolic androgenic steroids covered by Schedule III of the Code of Federal Regulations’
Schedule of Controlled Substances (“Schedule III”) as well as certain substances sold
over-the-counter as nutritional supplements.

In response to the Commissioner’s directive, Major League Baseball developed a
three-pronged strategy for dealing with the problem of performance-enhancing sub-
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stances. The first prong of the strategy was to support increased federal regulation
of over-the-counter nutritional supplements. On June 18, 2002, I had the privilege
of testifying before the Senate Commerce Subcommittee on Consumer Affairs, For-
eign Commerce and Tourism in support of the proposition that over-the-counter nu-
tritional supplements should be more heavily regulated. A copy of my testimony is
attached hereto as Exhibit 3. In addition, Commissioner Selig and I recently co-au-
thored a law review article that will be published this fall by the Stanford Law and
Policy Review advocating the need for legislative reform in the area of nutritional
supplements. A copy of that law review article is attached hereto as Exhibit 4.
Major League Baseball has consistently advocated additional regulation of nutri-
tional supplements on the theory that certain supplements, including the subject of
today’s hearing, ephedrine, pose a health risk to professional athletes and on the
theory that other supplements (including androstenedione, norandrostenedione,
androstenediol and norandrostenediol) have the same anabolic androgenic effects as
the substances included on Schedule III.
The second prong of this strategy called for the education of professional baseball
players. The Office of the Commissioner along with the 30 Major League Clubs and
the MLBPA have conducted a number of important educational programs. Together
with the MLBPA, the Office of the Commissioner funded the leading study by Har-
vard University on the effects of androstenedione. In addition, several years ago, the
medical advisors to the Office of the Commissioner and the MLBPA jointly authored
an education pamphlet on steroids and nutritional supplements, which is attached
hereto as part of Exhibit 3. That pamphlet contained the following warning with re-
spect to the use of ephedrine:
There have been a number of severe side effects reported related to the drug,
including high blood pressure, rapid heart rate, seizures, strokes, heart attacks,
and death. Ephedrine is also associated with physiological side effects such as
increased irritability, anxiety, tremors, paranoia and, in rare instances, a com-
plete break with reality.

Steroids and Nutritional Supplements, p. 12.

The third prong of the strategy involved the adoption of policies applicable to
those who play professional baseball. As you are probably aware, the players in
Minor League Baseball are not unionized. As a result, the Commissioner was free
to unilaterally adopt a drug policy applicable to Minor League players. As originally
adopted, the policy banned drugs of abuse (i.e., illegal drugs), anabolic androgenic
steroids and the nutritional supplement, androstenedione. Based on subsequent de-
velopments, including the tragic death of Baltimore Orioles’ pitcher Steve Bechler,
the policy was amended to ban the nutritional supplements norandrostenedione,
androstenediol, norandrostenediol and ephedrine.

Commissioner Selig has devoted extensive financial resources to the enforcement
of the Minor League Drug Program. Each year, the Office of the Commissioner con-
ducts over 5,000 tests of Minor League players in A, AA, and AAA leagues. The test-
ing is across the board, unannounced and all players are subject to at least two tests
per year. Players who test positive initially receive education and counseling. These
players are then subject to serious disciplinary action for subsequent violations. The
testing regime covers drugs of abuse, anabolic androgenic steroids, as well as the
banned nutritional supplements, including products that contain ephedrine.

The Major League Drug Program is, of course, the product of collective bargaining
with the MLBPA. The program bans drugs of abuse and all anabolic androgenic
steroids covered by Schedule III. The policy also includes a significant testing com-
ponent. Unlike the Minor League Drug Program, however, the Major League Pro-
gram does not ban any over-the-counter supplements. In other words, under the
Major League Drug Program players are allowed to use substances such as
androstenedione and ephedrine.

During the negotiations with the MLBPA for a new agreement last summer, the
Clubs did propose a ban on one over-the-counter supplement, androstenedione. The
MLBPA’s reaction to that proposal was firm and forceful: the union would not agree
to any ban on a substance that was available over-the-counter. The MLBPA said
it would not prohibit the use of a substance that could be purchased, even by mi-
nors, at any nutrition store. While there was no specific discussion of ephedrine dur-
ing the negotiations last summer, there was no mistake as to the MLBPA’s position
on over-the-counter supplements.

From Commissioner Selig’s perspective, the untimely death of Baltimore Orioles’
pitcher Steve Bechler changed the world. In addition to amending the Minor League
Drug Program in the manner described above, Commissioner Selig directed me to
begin conversations on the topic of ephedrine with the MLBPA. In such discussions,
I have made a number of suggestions as to how a ban on ephedrine could be inte-
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grated into the Major League Drug Program. To date, the MLBPA has not made
a formal, substantive response to those suggestions.

I have spent my entire professional career in the field of labor relations and, in
my view, the system of collective bargaining created and fostered by the National
Labor Relations Act is well-suited to address many problems. Unfortunately, the ap-
propriate regulation of dangerous substances such as ephedrine is not one of those
problems. My experience suggests that it is extremely difficult to convince a group
of employees to agree to ban a substance that the Federal Government has, in es-
sence, chosen not to regulate. As a result, Major League Baseball’s official position
is that ephedrine should be regulated by the Federal Government in the same man-
ner as a controlled substance in order to protect the health and safety of our em-
ployees, as well as the public generally.

Ephedrine, however, is only the tip of the iceberg. In the wake of Steve Bechler’s
death, manufacturers of nutritional supplements have responded with new “ephed-
rine free” products. It remains to be seen what those products contain and whether
they will turn out to be hazardous as well. Even more important, the youth of Amer-
ica has essentially unbridled access to substances which have the same purpose and
effect as the anabolic androgenic steroids that are included on Schedule III. The
substances include androstenedione, androstenediol, norandrostenedione, and
norandrostenediol, collectively referred to as “precursors”. Because of the problems
associated with nutritional supplements generally, I, on behalf of Major League
Baseball, urge you to undertake a broader reexamination of the insufficient regu-
latory framework created by the Dietary Supplement Health and Education Act.

Mr. STEARNS. Mr. Orza.

TESTIMONY OF EUGENE D. ORZA

Mr. OrzA. Thank you, Mr. Chairman, and members of the com-
mittee. I gather from your last comment that you would like me
to summarize even more?

Mr. STEARNS. Well, we are just suggesting that everybody try to
stay within 5 minutes. Obviously you can see that Mr. Manfred
went over, but since we have a panel—

Mr. OrzA. I assure you that is uncommon in his case.

Mr. STEARNS. Okay.

Mr. OrzA. And I will do that. I will give a summary of my sum-
mary. My name is as you note Eugene Orza, and I am the Asso-
ciate General Counsel of the Player’s Association. I have been that
for over 19 years now.

We, too, like you believe, for some time have done an overall leg-
islative and regulatory reexamination of all dietary supplements, to
include their composition, their marketing, their labeling, and most
importantly their safety, as appropriate.

Baseball players, just like the overwhelming majority of their fel-
low American citizens, look to the Federal Government as the ulti-
mate arbiter of the degree, if any, to which ingestible substances
require regulation.

And consistent with our view of the Federal Government’s role
and responsibility in this area, we would wholeheartedly support
and embrace a decision by the Congress, the FDA, or by any other
arm of the Federal Government in the business of determining
what is safe and what is not safe, and to more strictly regulate, to
control, or even ban, any specific dietary supplement that the avail-
able science suggests to this Congress should be more strictly regu-
lated, controlled, or even banned.

The position of the Player’s Association has also been, and con-
tinues to be, that players should not be prohibited from using any
substances that the United States government has effectively de-
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termined are not unsafe for consumption by other American con-
sumers.

We recognize that the government’s decision thus far to refrain
from taking any significant action relating to Ephedra appears to
be based at least to some degree on what was earlier at least its
inability to forge an appropriate consensus on exactly what the
science shows with those who advocate stricter control, and have
been unable to change the current governmental order of things.

The passage of time in the Ephedra debate seems to have pro-
duced large numbers of people who have at least come to believe,
probably erroneously, that it was their safe use of Ephedra that en-
abled them to control or reduce their weight, and that has probably
only complicated matters for those who are seeking to change.

But I wish to emphasize this, and emphasize it strongly. The
players are not asking you to keep Ephedra-based supplements
freely available on the market as they now are. They are asking
instead for the Congress’ best judgment as to whether that should
continue to be the case.

They will happily abide any authoritative decision by this Con-
gress that your deliberations and your processes produce. None of
this is to suggest an absence of communication on the subject of
this with our members, often jointly with the clubs, in pamphlets,
memorandums, and meetings, and Mr. Manfred has described that
to some extent.

And over the past several years the association has warned its
adult players about what appear to be the dangers lurking with the
use and especially the misuse of Ephedra-based supplements, and
all of this is described more fully in my full statement submitted
earlier to the committee.

Even before Steve Bechler’s tragic passing, we had sought to en-
courage the Congress and the Federal Government to reexamine
both the safety and the adequacy of the current Federal regulatory
structure for dietary supplements, and the sufficiency of existing
law.

We have thought, for example, that while the law may be appro-
priate for the vast majority of vitamins, minerals, and some herbal-
based products, there are some supplements which are not natu-
rally or traditionally part of most diets, and seem to be taken more
for their presumed, and I might add artfully touted, pharma-
cological benefit, than for any nutritional value that they may pur-
port to have.

Perhaps consideration should and can be given to treating these
sorts of products different from, for example, the way that Vitamin
C, Vitamin E, or folic acid should be treated. In the end, however,
we believe that governing scientific determinations about the safety
and efficacy of ingestible substances are not only best left to the
governing Federal institutions and agencies, but are entrusted to
them by the American people, who look to the government and rely
upon the government for the neutral, unbiased science they need
and deserve.

Viewed from the broad historical perspective government agen-
cies, whose vision is not colored by the profit motive, have shown
a commendable capacity to make findings based on the totality of
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the evidence, medical information and research, and to ensure their
conclusions are based on fact and not self-interest.

And the phrase, the players, just like me, and everyone I know,
look to the Federal Government, and not interest groups or news-
papers, and certainly not advertisers with their promises of a new
and improved you, to tell the country what should and should not
be regulated, controlled, or banned.

And as I said earlier, whatever the Congress decides, we will
happily abide. Mr. Chairman and members of the committee, thank
you for that opportunity.

[The prepared statement of Eugene D. Orza follows:]

PREPARED STATEMENT OF EUGENE D. ORZA, MAJOR LEAGUE BASEBALL PLAYERS
ASSOCIATION

Mr. Chairman and Members of the Committee: My name is Gene Orza, and I
serve as Associate General Counsel of the Major League Baseball Players Associa-
tion. The Association is, as you know, the exclusive collective bargaining representa-
tive of all major league baseball players, and I am pleased to appear on their behalf
today in response to the Subcommittees’ invitation to testify.

The MLBPA understands and appreciates the Subcommittees’ interest and con-
cern about the use of dietary supplement products containing ephedra. As indicated
in our submission to the full House Commerce Committee on April 15, 2003, we
have for some time believed that an overall legislative and regulatory reexamination
of all dietary supplements, to include their composition, their marketing and label-
ing, and their safety, has been appropriate. Baseball players, just like the over-
whelming majority of their fellow citizens, look to the federal government as the ul-
timate arbiter of the degree, if any, to which ingestible substances require regula-
tion. Consistent with our view of the federal government’s role in the determination
of what is safe and not safe, we would, therefore, wholeheartedly support and em-
brace a decision by Congress, the Food and Drug Administration, or by any other
arm of the federal government in the business of determining what is safe and not
safe, to more strictly regulate or even ban any specific dietary supplement that the
ﬁvailagle science suggests to the Congress should be more strictly regulated or

anned.

The position of the Players Association has long been that players should not be
prohibited from using any substances that the United States government has effec-
tively determined are not unsafe for consumption by other American consumers. As
I am sure you know, the issue of how best to regulate ephedra-based products is
not new to this Committee, the Congress as a whole, or the FDA. In fact, I believe
the debate actually predates Congressional consideration and passage of the Dietary
Supplement Health and Education Act in 1994. Over the ensuing decade, the gov-
ernment’s decision to refrain from taking any significant action relating to ephedra
appears to be based, at least to some degree, on the inability to forge an appropriate
consensus on exactly what the science shows, with those who advocate stricter con-
trol unable to change the governmental order of things when it comes to dietary
supplements. The task has only been more complicated by the passage of time,
which has produced large numbers of people who have at least come to believe that
it was their safe use of ephedra that enabled them to control or reduce their weight.

The MLBPA and Major League Baseball have a four-person Health Policy Advi-
sory Committee, staffed by a medical and legal representative of the Players and
Clubs. The duties of the Committee are wide-ranging, and include the review of
medical literature pertinent to players. Among other things, the Committee, and
principally its medical representatives, has reviewed on an ongoing basis scientific
literature related to the health effects of a number of dietary supplements, not just
ephedra. In fact, it was on HPAC’s recommendation that the Players Association
and the Clubs jointly funded a study of androstenedione, conducted by two distin-
guished scientists at Massachusetts General Hospital, that represents a major con-
tribution to the scientific literature on the substance and for which contribution,
frankly, the players and clubs deserve commendation. I believe the committee has
been provided with a copy of the study.

For the past three Spring Trainings, dating from 2001, HPAC has caused to be
distributed to players a pamphlet, which HPAC authored, concerning nutritional
supplements. The very first paragraph of that document is instructive of the Com-
mittee’s approach to this matter. It reads:



192

No pamphlet...can serve as a substitute for personalized professional consulta-
tion. Consequently, no player should take any substances reported or claimed
to improve training capacity, to increase strength and endurance, or to improve
performance without first consulting his personal physician or a physician
knowledgeable in these areas.

The pamphlet contains a specific section on “Ephedrine”, and includes the fol-
lowing language:

There have been a number of severe side effects reported related to the drug,
including high blood pressure, rapid heart rate, seizures, strokes, heart attacks,
and death. Ephedrine is also associated with psychological side effects such as
increased irritability, anxiety, tremors, paranoia and, in rare instances, a com-
plete break with reality. The psychological effects of the drug often severely im-
pair performance.

With the onset of litigation involving the death of Steve Bechler, it is perhaps best
that not too much be said about it at this time. All of us in baseball, players and
clubs alike, were and remain deeply saddened at Steve’s passing. We can say this
much. Shortly after Steve’s death, we sent a memorandum to all players, notifying
them that we were monitoring the situation, and advising the players that the De-
partment of Health and Human Services had taken action to alert possible users
of ephedra to risks potentially associated with use of the product. We passed along
the Department’s warning to athletes and others who engage in strenuous physical
activities, and we reiterated our discouragement of the use of ephedra-based prod-
ucts.

Then, on March 14, 2003, we sent another memorandum to the players following
the release of the autopsy report on Steve. We advised the players that while the
report concluded that Steve’s use of Xenadrine was not the sole cause of his death,
it also concluded it was a contributing cause of it, and players therefore should be
extremely reluctant to use ephedra-based products.

In addition, Don Fehr, the Association’s Executive Director, annually undertakes
a tour of all spring training camps. In 2003, he made sure that a portion of these
meetings—which are intended to encompass the vast sweep of issues that contin-
ually confront the union—was devoted to ephedra. He emphasized, during his meet-
ings, that under the framework of the Dietary Supplement Health and Education
Act, the legality of a dietary supplement should not be construed to be the equiva-
lent of a governmental determination of its safety; that the law was designed to
block the sale of products found to be unsafe after their sale, and not to allow the
sale of products only if prior to sale they were determined by the FDA to be safe;
that the Association has always felt that any supplement product should only be
taken after consultation with a physician; and, that every player should make sure
they read supplement labels and, if they found the label confusing, to talk to some-
one who could explain it. Don actually read to all the players parts of the warning
label on Xenadrine, including the admonition to “consult a physician or licensed
health professional before using” the product; not to use the product if taking any
other drugs containing ephedrine or pseudoephedrine, or other weight control prod-
ucts; and, importantly, its warning that recommended dosages should not be exceed-
ed, and that doing so “may cause serious adverse health effects, including heart at-
tack and stroke.” Don concluded his remarks, in the meetings I and others observed,
by encouraging the players once again to refrain from using ephedra-based supple-
ments pending such additional scientific evidence as might come out of the ongoing
governmental review.

And finally, just a couple of weeks ago, at a meeting of HPAC, the Association
and Clubs agreed that they would recast and reemphasize the warnings given in
its pamphlet on supplements, and to urge the players, and indeed everyone in the
baseball community, to be extremely cautious about ephedra-based products in the
face of that same ongoing governmental review of the adequacy of the science that
makes ephedra-based products as freely saleable as they are.

The MLBPA has been encouraging the Congress and the federal government to
reexamine both the safety and adequacy of the current federal regulatory structure
for dietary supplements, and the sufficiency of existing law, well before Steve
Bechler’s tragic passing. We have long thought that there is a compelling argument
that while the law may be appropriate for the vast majority of vitamins, minerals
and herbal-based products, there are some substances, and their number seems to
increase weekly, which are not naturally or traditionally part of most diets and are
taken more for their presumed and artfully touted pharmacological benefit than for
any nutritional value they may indeed have. Perhaps consideration should be given
to treating these sorts of products different from, for example, the way the regu-
latory scheme should treat Vitamin C or folic acid.
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In the end, however, we believe that scientific determinations about the safety
and efficacy of ingestible ingredients, whether they are nutritional supplements or
other types of food, are not only best left to the appropriate federal regulatory agen-
cies, but are entrusted to them by the American people, who look to the government
and rely on the government for the neutral, unbiased science they need and deserve.
Viewed from the broad historical perspective, neutral government agencies—whose
vision is not colored by the profit motive—have shown a commendable capacity to
make findings based on the totality of the evidence, medical information and re-
search, and to ensure that conclusions are based on fact and not self-interest. In
a phrase, the Players—just like me and everyone I know—look to the federal gov-
ernment, and not advertisers, interest groups, or newspapers, to tell the country
what should and should not be regulated, controlled, or banned.

Finally, let me address an issue that is always raised in this context—what mes-
sage is our decision to rely upon the federal government’s determination of what is
and is not freely available as a consumable sending to young people who are playing
baseball or any other sport and may be dreaming of a career in the big leagues?
Frankly, it is the same message we send to today’s Players. Play to the best of your
ability, but not at the price of your health. Products that have not withstood the
test of time and are accompanied by clarion calls of “a new and improved you”
should be viewed skeptically—even if the government allows them to be freely sold.
And remember just as there is a difference in all players, so that the efficacy of a
product for one person might not be beneficial for another, there is also a profound
difference between the use of any product and its misuse.

Mr. Chairman, and members of the Committee, thank you again for the oppor-
tunity to share some of our views about ephedra, and I would be happy to try to
answer any questions that you may have.

Mr. STEARNS. I thank the gentleman.
Mr. Birch.

TESTIMONY OF ADOLPHO A. BIRCH III

Mr. BIrRcH. Thank you. First of all, on behalf of the National
Football League, we would like to thank you for inviting us to par-
ticipate today. I think that it is important and we appreciate the
opportunity to share our perspective on Ephedra in the athletic en-
vironment.

If it would please the committee, I would like to kind of focus on
three areas, the first of which would be the development of our
steroid policy, followed by the development of our Ephedrine policy
and then last our views on regulation of Ephedrine and other sub-
stances.

The NFL and the NFL Players Association have long been con-
cerned with eliminating the use of anabolic steroids and other per-
formance enhancing substances from our game. In that regard, we
are guided primarily by three principles.

The first of which is that the use of performance enhancing sub-
stances threatens the integrity of the competition on our field. Our
game depends upon maintaining a level playing field, and to the
extent that some players are permitted to gain an advantage
through the use of certain substances casts doubt on the fairness
and legitimacy of our games.

Second, the altering—or excuse me, allowing the use of certain
substances without penalty would force other players to feel com-
pelled to use those same products, whether or not they feel that
they have a benefit, in order to compete with the players who are
using them.

And, of course, this applies not only to anabolic steroids, but also
to Ephedrine and other stimulants which some players feel gives
them a boost or an edge in competition. Second, we are concerned
about the players’ safety and welfare. Our players obviously accept
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a certain degree of risk to play our game, but the types of sub-
stances that are becoming available for use without testing or regu-
lation constitute in our opinion an undue risk and a risk of danger,
of illness, and death.

Finally, we understand and accept our obligation as role models
for both the youth generally and for young athletes. It goes without
saying that players who utilize these substances give young ath-
letes the opinion that it is okay and that it gives them the desire
to use those substances as well.

We feel very strongly that that is not the type of consequence
that we want to occur with respect to our players. Keeping those
players in mind, we developed in 1989 a policy of testing, edu-
cation, and discipline, the key provisions of which are as follows.

First, we have unannounced annual and random testing of all
players both in and out of season. Second, we have a prohibited list
which contains over 70 substances, including anabolic steroids, pre-
cursors, growth hormones, and stimulants.

Third, we have a mandatory four game suspension without pay
upon first violation of the policy. And finally we have a strict liabil-
ity standard for positive test results, and essentially that means
that the players are responsible for what goes into their bodies,
and positive tests are not excused because of an inadvertent use,
or because a player was unaware that he was taking a banned sub-
stance.

Turning more specifically to our Ephedrine policy, we began to
develop that policy around 1998 or 1999, and that was as a result
of a few reported incidents involving NFL players and the use of
Ephedrine.

In one such case a player had a seizure on an airplane, and that
ultimately required medical intervention to restore his heart
rhythm. After investigation and consultation with our medical ad-
visory board at the time, we determined that a health alert was im-
portant.

So we issued that health alert and began a player education pro-
gram. Following the death of Corey Stringer in the summer of
2001, we revisited the entire issue about training camp conditions
and policies.

What we found was that there was certainly a possible link be-
tween Ephedrine and some heat illness related incidents in train-
ing camp. As a result of all of that investigation, we ultimately said
that the risk of Ephedrine certainly outweighed any of its pur-
ported therapeutic use.

And at that time the league and players association agreed that
a ban was important and necessary, and in September of that year
we did announce an immediate ban of Ephedrine and several other
products, and ultimately testing followed, and now discipline has
followed, and it runs under the same disciplinary structure and
testing structure as our other steroids.

With respect to regulation, we are very concerned about this
issue for three basic reasons. Our population is unique among sup-
plement users. As world-class athletes, we are concerned that they
have more awareness of these supplements, but more importantly
there is more pressure to use those supplements, because they are
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enodated with material, free product, advice, and other forms of en-
ticement to utilize supplements.

Additionally, under the current framework there is no required
pre-approval testing or regulation to determine not only the safety
or efficacy of the products, but also whether the labels are accurate.

And as such our players are finding it increasingly difficult to
make sure that what they are taking does not fall inside our pro-
hibited list. And finally obviously we understand our obligation as
role models, and we wish that regulation in that regard would as-
sist us in helping to prevent young athletes and youth from feeling
that they needed to take those supplements.

So as a conclusion, we feel that decisive action on the of this
committee and on the part of the Federal Government generally
would be very critical to us in the continued effectiveness of our
policy, as well as the health and safety of our players. Thank you.

[The prepared statement of Adolpho A. Birch III follows:]

PREPARED STATEMENT OF ADOLPHO A. BIRCH III, NATIONAL FOOTBALL LEAGUE

The National Football League would like to thank the Subcommittees for inviting
us to participate in this hearing on ephedrine. We greatly appreciate the oppor-
tunity to share with you our thoughts and concerns on ephedrine and related prod-
ucts 1n the athletic environment.

DEVELOPMENT OF THE NFL’S STEROID POLICY

The National Football League and NFL Players Association have long been com-
mitted to ensuring that our sport is not tarnished by the influence of steroids and
other performance-enhancing substances. We are guided in this respect by three
principles:

First, these substances threaten the fairness and integrity of the athletic competi-
tion on the playing field and could potentially distort the results of game and
League standings. Moreover, the use of certain substances by some players without
consequence might lead other players to believe that they must use them as well
in order to remain competitive. This concern arises not only with respect to steroids,
but also with respect to ephedrine and other stimulants, which some players believe
will provide a boost or “edge” in competition.

Second, the League has serious concerns about the adverse health effects of these
substances on our players. There is a growing body of medical literature linking
their use to a number of physiological, psychological, orthopedic, reproductive and
other serious health problems.

Third, the NFL takes very seriously its role in educating and providing guidance
to young athletes and youth generally. When young athletes see players that they
admire using these substances, their desire to use such products increases dramati-
cally. When combined with their still-developing judgment, young athletes face even
higher risks than professional athletes. As role models, the NFL and its players
must be concerned with such unintended consequences.

Adhering to these principles, in 1989 the NFL became the first professional league
to implement a comprehensive program of steroid testing, discipline and education.
The key provisions of our policy are:

* Unannounced annual and random testing of all players both in and out of season;

* A list of more than 70 prohibited substances including anabolic steroids, steroid
precursors, growth hormones and stimulants;

* Mandatory 4-game suspension without pay upon first violation; and

e Strict liability for players who test positive—violations will not be excused be-
cause a player was unaware that a product contained a banned substance.

The consistent application of these core tenets has resulted in the NFL’s policy
being considered the most effective in professional sports.

EPHEDRINE POLICY

In late 1999, the League received reports from Clubs of incidents involving the
use of ephedrine. In one case, a player who had apparently used ephedrine had a
seizure that required medical intervention. Following that incident, our medical ad-
visory board began to review the available medical and scientific literature on
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ephedrine. Based on that initial review, we issued a health warning on ephedrine
during the 2000 season and developed an educational program to provide more in-
formation.

In July 2001, following the tragic death of one of our players, we undertook a com-
prehensive review of the potential links between ephedrine use and heat illness,
which is a focus of NFL Clubs during preseason training camp conditions. From
that investigation we concluded that the risks of ephedrine outweighed its uncertain
therapeutic benefit and that swift action was needed to protect the health and safe-
ty of our players and the competitive integrity of NFL football.

As a result, on September 26, 2001, the NFL became the first professional sports
league to ban the use of ephedrine and other related stimulants. (A press release
announcing the ban is attached.) After implementing an extensive player education
program and resolving a number of logistical issues, we began testing for these sub-
stances during the 2002 preseason. Players testing positive for ephedrine are now
subject to the same discipline as those testing positive for any other banned sub-
stance.

EPHEDRINE AND DIETARY SUPPLEMENT REGULATION

As an organization that employs world-class professional athletes, the NFL is very
concerned with dietary supplements and their regulation. In our view, athletes rep-
resent a special category of potential supplement users. Because their success is di-
rectly correlated to physical ability and conditioning, athletes are generally more
sensitive to issues regarding health and fitness. Unfortunately, they are also at
greater risk because of the substantial pressure to use supplements as a part of
their training regimen.

Over the past decade, the number of products claiming to provide energy, rapid
recovery and dramatic weight loss has skyrocketed. Under current federal legisla-
tion, so-called “dietary supplements” containing ephedrine and other stimulants can
be manufactured and marketed without any effective prior research, approvals or
regulation. Scientific research has shown that these stimulants can pose significant
health risks, particularly among athletes engaged in strenuous activity. Equally im-
portant, basic safeguards such as testing and labeling are not adequate to guarantee
that a particular product actually contains only the ingredients listed on its label.

The cornerstone of the NFL’s steroid policy is that players are responsible for
what goes into their bodies. Given the deficiencies in labeling practices, however,
it has become increasingly difficult for players to determine which “dietary supple-
ments” are free of ephedrine and other prohibited substances. Anecdotal evidence
suggests that a significant percentage of players who have tested positive for ephed-
rine did so through the inadvertent use of a seemingly harmless “dietary supple-
ment.”

By taking decisive action, Congress can address many of the concerns related to
the use of ephedrine by its constituency. The NFL feels strongly that governmental
leadership is critical to the continued effectiveness of our steroid policy, as well as
to the health and safety of the general public.

Mr. STEARNS. I thank the gentleman.
Mr. Helton.

TESTIMONY OF MIKE HELTON

Mr. HELTON. Chairman Stearns, Chairman Greenwood, and sub-
committee members, we appreciate the opportunity to appear be-
fore you today on this issue, and my submitted testimony covers
NASCAR’s continuing commitment to safety as impacted by the re-
cent focus on the use of Ephedrine by athletes. So I will quickly
summarize.

First, let me provide some background on NASCAR because our
structure is unique among major sports, and NASCAR’s approach
to its substance abuse issues is tailored more to that structure.
William H.G. France founded NASCAR in 1948 to organize and
promote stock car racing. NASCAR is a private company, and con-
tinues to be owned and operated by the France family primarily
from its headquarters in Daytona Beach, Florida.
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William C. France is our chairman and CEO today, and I am the
President of NASCAR and report directly to Mr. France. I have
served in this role since November 2000, and prior to that I was
the Senior Vice President and Chief Operating Officer for
NASCAR.

Throughout my career with NASCAR, I have been directly in-
volved in the supervision of NASCAR racing competition and the
competitors. Our entire industry takes safety very seriously. A
driver’s life depends on his own ability to drive unimpaired and
with great skill.

His life depends equally, if not more, on the ability of his co-driv-
ers on the track to do the same thing. At each of the races in
NASCAR’s top three series, as well as in all of our regional touring
series, NASCAR officials work side-by-side with our competitors on
a regular basis.

Because of the close personal contact throughout the course of
each event, and our competitors natural dependence on each other’s
abilities. Our officials are in a position that is unique among all
sports officials, and when it comes to driver impairment, there are
few if any secrets in our garage areas or on pit road.

To emphasize the critical importance of a substance-free sport, in
1988, NASCAR created its substance abuse policy. The policy pro-
vides for testing under reasonable suspicion, an approach that is
well suited to our sport because of the close and continuing contact
between our officials and our competitors.

And since the inception of its policy, NASCAR has screened and
will continue to screen for Ephedrine at the standard testing level
of 10,000 nanograms per milliliter. To date no test has revealed the
presence of Ephedrine above that level.

As a result of recent events, our focus on Ephedrine has been
sharpened. We immediately undertook an internal educational
process to learn more in-depth about the risks of Ephedrine-con-
taining products, and as part of that process, we contacted other
sports leagues and consulted with our long-time scientific advisor
about the facts of Ephedrine use and abuse.

Early in April 2003, we issued a written medical advisory to all
of our officials, drivers, crew members, and competitors, stating
that all NASCAR participants should seek guidance from their in-
dividual physicians prior to taking any supplement product labeled
as containing Ephedra or Ephedrine.

NASCAR will continue to monitor developments in this impor-
tant area through published medical literature and regulatory
statements. At some point it may be appropriate to make our policy
more specific with respect to the use of Ephedra-containing prod-
ucts.

Whatever NASCAR’s decision in this regard may be, its first and
foremost principle will be the safety and protection of our competi-
tors and fans, and I will be happy to take questions later.

[The prepared statement of Mike Helton follows:]

PREPARED STATEMENT OF MIKE HELTON, PRESIDENT, NASCAR

Chairman Stearns and Chairman Greenwood, Ranking members Schakowsky and
Deutsch, subcommittee members, I appreciate the opportunity to appear before you
today on this important issue. My testimony will cover NASCAR’s continuing com-
mitment to safety as impacted by the recent focus on the use of ephedra/ephedrine
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by athletes. I will provide information on the actions NASCAR has taken since the
increase earlier this year in everyone’s awareness of the dangers regarding the use
of ephedra-containing or ephedrine-containing products, NASCAR’s efforts to make
its competitors and officials aware of the recent developments in this area, and our
continuing commitment to monitor scientific and regulatory developments regarding
the use of ephedra/ephedrine.

First, however, let me provide some background on NASCAR, because our struc-
ture is unique among the major sports, and NASCAR’s approach to substance abuse
issues is tailored to that structure.

William H.G. France founded NASCAR in 1948 to organize and promote stock-
car racing. NASCAR, a private company, continues to be owned and operated by the
France family, primarily from its headquarters in Daytona Beach, Florida. William
C. France is the chairman of NASCAR. I am the president of NASCAR and report
directly to Mr. France. I have served in this role since November 2000. Prior to that
I was senior vice president and chief operating officer for NASCAR. Throughout
most of my career with NASCAR, I have been directly involved in the supervision
of NASCAR racing competition and competitors.

NASCAR is a sanctioning body for stock car racing. Our role is to sanction official
NASCAR races, establish and enforce rules for those races, monitor the distribution
of prize monies, and maintain a points system designed to determine annual cham-
pionships in our various divisions.

NASCAR sanctions over 1,750 races annually in 12 different divisions, in 37
states. NASCAR-sanctioned racing runs the gamut, from weekly racing at small dirt
tracks to regional touring series, to our three top-tier series. NASCAR’s three high-
est-level series are national in scope. They are the NASCAR Winston Cup Series
(which next year will become the NASCAR Nextel Series), the NASCAR Busch Se-
ries, Grand National Division, and the NASCAR Craftsman Truck Series.

Our drivers and their crew members are independent contractors, which makes
NASCAR’s structure somewhat unique in sports. In order to officiate or compete in
a NASCAR-sanctioned event, an individual must apply for a license on an annual
basis, and he or she must maintain that license in good standing throughout the
year. To do so, all officials and competitors must abide by NASCAR’s rules and pro-
cedures. When NASCAR makes a change in its rules or policies, all of these individ-
uals are directly affected by it.

Our entire industry takes safety seriously. A driver’s life depends on his own abil-
ity to drive unimpaired and with great skill. His life depends equally if not more
on the ability of his co-drivers on the track to do the same thing. No driver, crew
member or official wants to compete with another competitor who is not at the top
of his game.

At each of the races in NASCAR’s three top series, as well as in all of our regional
touring series, NASCAR officials work side by side with our competitors on a reg-
ular basis. All of us arrive at the track by Friday of a race weekend, and for the
next three days we share the restricted pit and garage areas, where the competitors
prepare for the race while we literally look over their shoulders.

Because of the close personal contact throughout the course of each Event, and
our competitors’ natural dependence on each other’s abilities, our officials are in a
position that is unique among all sports officials. We are able to observe closely the
conduct and condition of our competitors over extended periods of time. We are im-
mediately available to any competitor who has a concern about the health of an-
other competitor. When it comes to driver impairment, there are few if any secrets
in the garage and pit area. This has been our environment for decades, and as a
result we have a significant degree of confidence that if one of our athletes is or
might be impaired as a result of substance abuse, we will observe or hear of it.

To emphasize the critical importance of a substance-free sport, in 1988 NASCAR
created its Substance Abuse Policy. At this point, each person who competes in
NASCAR-sanctioned events must review the Policy, and he must sign an acknowl-
edgement that he has read the Policy. Of course, any use, possession, purchase or
sale of illegal drugs is strictly prohibited by the Policy. But NASCAR'’s Policy goes
further. It permits NASCAR to ban any substance, or the use of any substance, even
if legal or medically indicated, that may affect adversely the safety and well being
of competitors, officials and/or spectators or the performance of competitors or offi-
cials at a NASCAR event. As a result, in connection with any urine drug testing,
since the inception of its policy NASCAR has screened, and will continue to screen,
for ephedrine at standard testing levels (10,000 ng per ml). To date, no test has re-
vealed the presence of ephedrine above that level.

The Policy provides for testing under reasonable suspicion, an approach that is
well-suited to our sport because of the close and continuing contact between our offi-
cials and our competitors that I described above. If anyone violates the Policy, they
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are subject to random testing thereafter. Fortunately, because our competitors are

keenly aware of the dangers of substance abuse, at the highest levels of our sport

we have rarely had to invoke the Substance Abuse Policy.

As noted above, NASCAR has monitored ephedrine levels in drug tests performed
on competitors. As a result of recent events, of course, our focus has been sharp-
ened. What has NASCAR done in 2003 with respect to the ephedrine/ephedra issue?
Several things:

* We immediately undertook an internal educational process, to learn more in
depth about the risks of ephedra-containing products. As part of that process,
we contacted other sports leagues to obtain useful information and relevant
policies.

e As part of our educational process, we consulted, and continue to consult, with
our longtime scientific advisor, a highly-regarded, Board-certified forensic toxi-
cologist, specializing in the field of athletics, about the facts of ephedra/ephed-
rine use and abuse.

e In early April 2003, we issued a written medical advisory to all of our drivers,
their crew chiefs, and competitors in all twelve of NASCAR’s racing divisions,
from the NASCAR Winston Cup Series to the Weekly Racing Series. The same
advisory went to all of our officials. That advisory informed all of our competi-
tors of the principal conclusions of the February 28, 2003 Rand Study. We ad-
vised them that, in light of this and other studies, “all NASCAR participants
[should] seek guidance from their individual physician prior to taking any sup-
plement product labeled as containing ephedra/ephedrine.”

e We are continuing to monitor, with our outside advisor, scientific developments
in this important area.

Ephedra/ephedrine may be a useful product in many settings. None of us, how-
ever, including our sponsors, is interested in seeing it abused or used in an im-
proper manner in NASCAR-sanctioned races. Our Substance Abuse Policy provides
NASCAR with the flexibility to react to situations such as this one. Our commit-
ment to safety provides NASCAR with the incentive to minimize the risk of danger
from ephedra/ephedrine abuse.

NASCAR will continue to monitor developments in this important area through
published medical literature and regulatory statements. At some point, it may be
appropriate to make our Policy more specific with respect to use of ephedra-con-
taining products. Whatever NASCAR'’s decision in this regard may be, its first and
foremost principle will be the safety and protection of our competitors and our fans.

Mr. STEARNS. I thank the gentleman.
Mr. Garber.

TESTIMONY OF DONALD P. GARBER

Mr. GARBER. Thank you, Mr. Chairman, and members of the
committee, for providing me with the opportunity to appear here
today and address issues related to Ephedra-containing dietary
supplements.

My name is Don Garber, and I am the Commissioner of Major
League Soccer. I also serve on the executive committee of the
United States Soccer Federation, which is the local governing body
for our sport, with our responsibility to represent both men’s and
women’s professional soccer in the United States.

By way of introduction, MLS is America’s top men’s professional
soccer league. We are a new league and we are currently in the
middle of our eighth season. My goal today is to assist the com-
mittee with its task by providing the following information.

First, our policy concerning our player’s use of Ephedra-con-
taining supplements, the rationale for creating this policy, and how
we administer the policy. Major League Soccer prohibits the use of
drugs of abuse and performance enhancing substances, including
Ephedra, and I am proud to say that we have been banning
Ephedra since 1999, and we were the first professional sports
league to do so.
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In conjunction with our prohibiting of these substances, we also
impose year around random drug testing on our entire player pool.
MLS, as the professional soccer league here in the United States,
is governed by an organization called the Federation Internationale
de Football Association, or FIFA, which is the world governing
body for soccer.

In this regard, MLS has adopted FIFA’s list of prohibited sub-
stances, which is identical to the banned substance list of the Inter-
national Olympic Committee, or the IOC. MLS’s testing panel fol-
lows the IOC guidelines, and either meets or exceeds standards set
by other major professional sports leagues and the Department of
Transportation.

Following the examples set by the IOC and FIFA, MLS classifies
Ephedra as a performance-enhancing substance, and as such, as
stated, we prohibit its use. MLS has banned drugs of abuse and
performance enhancing substances, including Ephedra, for a num-
ber of reasons.

First and foremost, we are concerned about the health and the
welfare of our players and their families. We take this responsi-
bility very seriously, and in crafting policies regarding player wel-
fare, we reviewed extensive information regarding the adverse
health effects caused by the use and abuse of illegal drugs,
steroids, and related substances.

Second, MLS believes that it is critically important for our play-
ers to serve as role models worthy of emulation by our fans. With
more than 20 million players participating in this sport of soccer,
we are the largest organized participatory sport in this country.

We also believe that soccer is the gateway to a new America,
serving as the common denominator for the millions of immigrants
who now call our great country home. This convergence of youth
and ethnicity that uniquely comes together through soccer provides
our league with a tremendous opportunity and responsibility to
positively influence the behavior of a large and rapidly growing
segment of our population.

As a professional sports league, we understand and we cherish
this responsibility, and have created a drug education awareness
and intervention program that we believe sets the highest stand-
ards for our players, and delivers the appropriate message to our
young and our diverse fan base.

Third, soccer is the world’s game, and our players are often sum-
moned to compete in international competitions, like the World
Cup and the Olympics, administered respectively by FIFA and the
I0C, and as such our players and our league are determined that
it is very logical to align ourselves with the doping policies of these
organizations.

Finally, we believe that the use of performance enhancing sub-
stances compromises the integrity of professional sports. Athletes
desire and wholeheartedly deserve a level playing field, where they
can honorably compete to be at the very best, and to be at the high-
est level.

There is simply no room for cheaters in sports, and as our young
league begins to establish its history, refused to face a future with
the performance of our players, or the integrity of the world’s most
popular sport, is tarnished in any way.
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When we were formed in 1996, we had the opportunity to take
a leadership role in the development of a comprehensive and for-
ward-thinking substance abuse and behavioral health program.

We have our four-pronged approach with education, prevention,
assessment, and intervention, with the most important part of the
program being education.

Each preseason and at times throughout the season, we ran-
domly test our players, and we educate them on a wide variety of
topics, from the perils of drinking and driving, as well as the use
of club drugs and the importance of safe sex, and very importantly
with the issue in the incident involving Steve Bechler, our players
were educated as to the reported dangers involving the use of
Ephedra-containing supplements.

As previously stated to wrap up a major component, the compo-
nent of our program consists of that random drug testing of our
players. If a player tests positive for a prohibitive substance under
the direction of a third-party, we mandate counseling, and after
counseling comes disciplinary action, and perhaps termination, and
the termination of a player’s contract.

However, and very importantly, the main focus of our program
is to identify players with a substance abuse problem, and to pro-
vide them with assistance. Beyond these basic components, players
and their families are encouraged to take advantage of a hotline
that encourages them to seek counseling and referral for any sub-
stance or behavioral health issue.

Ultimately, we believe that the key to our program is to remain
proactive, and our continual goal with the program is to prevent
tragedies rather than to react to them. Once again, thank you for
allowing me the opportunity to testify before you today. The entire
United States soccer community appreciates the committee’s dili-
gence in investigating this topic.

[The prepared statement of Donald P. Garber follows:]

PREPARED STATEMENT OF DONALD P. GARBER, COMMISSIONER, MAJOR LEAGUE
SOCCER

Mr. Chairman and members of the Committees, thank you for providing me with
the opportunity to appear here today and address issues relating to Ephedra-con-
taining dietary supplements.

My name is Don Garber and I am the Commissioner of Major League Soccer
(“MLS™). By way of introduction, MLS is the United States’ ten-team Division I out-
door men’s professional soccer league. MLS is currently in the middle of its eighth
season.

My goal today is to assist the Committee with its task by providing the following
information: (1) The MLS policy concerning its players’ use of Ephedra-containing
supplements; (2) Our rationale for creating this policy; and (3) How MLS admin-
isters the policy.

1. MLS’ Ephedra Policy

Major League Soccer prohibits the use of drugs of abuse and performance enhanc-
ing substances, including Ephedra. In conjunction with its prohibition, MLS imposes
random drug testing on its entire player pool. Players are subject to year round test-
ing.

MLS, through its local governing body the United States Soccer Federation, is
governed by the Fédération Internationale de Football Association (“FIFA”), the
world governing body for soccer. In this regard, MLS has adopted FIFA’s list of pro-
hibited substances which is identical to the banned substance list of the Inter-
national Olympic Committee (“IOC”). MLS’ testing panel follows IOC guidelines and
either meets or exceeds standards set by other major professional sports leagues and
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the Department of Transportation. To my knowledge, MLS was the first major pro-
fessional sports league in the United States to ban Ephedra.

Following the examples set by the IOC and FIFA, MLS classifies Ephedra as a
performance enhancing substance. Absent compelling scientific evidence to the con-
trary, MLS will not reclassify Ephedra.

2. MLS’ Rationale for Prohibiting Drugs of Abuse and Performance Enhancing Sub-
stances Including Ephedra

Major League Soccer has banned drugs of abuse and performance enhancing sub-
stances, including Ephedra, for a number of reasons. First and foremost, MLS is
concerned about the health and welfare of its players and their families. The rea-
soning is simple. Our players are our most important asset. To achieve our stated
goal of being one of the top soccer leagues in the world we need to keep our players
healthy and set a standard that attracts the top international players. We take this
responsibility very seriously and in crafting policies regarding player welfare we
have reviewed extensive information regarding the adverse health effects caused by
the use and abuse of illegal drugs, steroids and related substances.

Second, MLS believes it is critically important for our players to serve as role
models worthy of emulation by our fans. With more than 20 million players, soccer
is the largest organized participatory sport in this country. Soccer is also the “gate-
way to a New America” serving as the common denominator for the millions of im-
migrants who now call our great country home. This convergence of youth and eth-
nicity that uniquely comes together through soccer provides our League with a tre-
mendous opportunity, and responsibility, to influence positively the behavior of a
large and rapidly growing segment of our population. As a League we understand
the need to seize this opportunity and have created a policy that we believe sets
the highest standards for our players and fans.

Third, soccer is the world’s game. MLS competes for its player pool in a world
market and, MLS, to a degree, is judged by the success of the United States on the
world stage. The United States National Soccer Team that competes at the World
Cup and Olympics is comprised of a majority of MLS players. These U.S. National
Team players, as well as international players that play for their respective coun-
tries’ national teams, are often called to compete in international competitions ad-
ministered by FIFA. As such, MLS determined that it is logical to align itself with
the doping policies of FIFA.

Finally, MLS believes that the use of performance enhancing substances com-
promises the integrity of professional sports. Athletes desire, and wholeheartedly de-
serve, a “level playing field” where they can compete with integrity to be the very
best. There is simply no room for cheaters in sports and as our young League begins
to establish its history we refuse to face a future where the performance of our play-
ers or the integrity of the world’s most popular sport is tarnished in any way.

3. Implementation of MLS’ Policy

Major League Soccer’s mission is to become one of the world’s best soccer leagues
and one of America’s premier sports and entertainment properties. One such area
in which we believe we have taken a leadership role is the development of a com-
prehensive and forward-thinking Substance Abuse and Behavioral Health Program
(the “Program”).

Our Program has a four-pronged approach: (i) education, (ii) prevention, (iii) as-
sessment, and (iv) intervention. The Program is administered by Assessment Inter-
vention Resources, a third party which specializes in the education and treatment
of professional athletes and entertainers.

The most important part of the Program is the educational component. Each pre-
season, and at times throughout the season, MLS players are required to attend a
players-only meeting with Assessment Intervention Resources. These meetings
broach a wide array of topics. Past meetings have included education regarding the
perils of drinking and driving, the use of club drugs, and the importance of safe sex.
This preseason, as a direct response to the tragedy involving Baltimore Orioles’
pitcher Steve Bechler, MLS’ players were educated as to the dangers involving the
use of Ephedra-containing supplements. In order to encourage players to ask ques-
tions and seek assistance, the dialogue at the meetings is held in confidence.

As previously stated, another major component of the Program consists of random
drug testing of the MLS player pool. If a player tests positive for a prohibited sub-
stance, MLS, under the direction of its third-party experts, mandates counseling and
treatment for the player in addition to any appropriate disciplinary action. Discipli-
nary action consists of differing degrees of suspension, with or without pay, up to
termination of a player’s contract. However, the main focus of the Program is to
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identify players with a substance abuse problem and to provide them with assist-
ance.

Beyond these basic components, players and their families are encouraged to take
advantage of a 24-hour hotline that allows them to seek counseling or referral for
any substance abuse or behavioral health issue.

Ultimately we believe the key to our Program is to remain proactive. Our con-
tinual goal with the Program is to prevent tragedies, rather than react to them.

Once again, thank you for allowing me to testify before you today. Major League
Soccer appreciates the Committees’ diligence in investigating this topic.

Mr. STEARNS. I thank the gentleman.
Mr. Mitten. Professor.

TESTIMONY OF MATTHEW J. MITTEN

Mr. MITTEN. Chairman Stearns, Chairman Greenwood, and other
distinguished members of this subcommittee, on behalf of the Na-
tional Collegiate Athletic Association, thank you for inviting me to
appear today to inform you of the NCAA’s activities as they pertain
to the substance Ephedra.

My name is Matt Mitten, Professor of Law and Director of the
National Sports Law Institute at Marquette University Law
School, and chair of the NCAA’s committee on competitive safe-
guards and medical aspects of sports.

This committee provides expertise and guidance to the NCAA on
health and safety issues, reviews of the NCAA drug testing and
education programs, and adjudicates positive drug test appeals.

The NCAA is a private association of approximately 1,200 4 year
colleges, universities, and athletics conferences, and approximately
360,000 student athletes compete in intercollegiate athletics at
these institutions. One of the guiding principles of the NCAA is in
the area of student health and welfare.

The NCAA sports medicine handbook states that it is the respon-
sibility of each member institution to provide a safe environment
for each of its participating student athletes and to protect their
health and safety.

NCAA member schools take this responsibility seriously, and the
NCAA commits significant human and financial resources to en-
sure the protection of their athletes’ health and safety is of para-
mount concern.

In addition to its committee on competitive safeguards and med-
ical aspects of sports, and these resources include the NCAA sports
medicine handbook, which provides sports medicine guidelines for
member schools, including the NCAA’s recommendations for edu-
cating athletes about dietary supplements.

The NCAA’s national office employs full-time health and safety
specialists who oversee its health and safety initiatives. The NCAA
provides two national drug testing programs; random testing under
the NCAA’s championship competition, and out of season testing,
designed to detour the use of NCAA banned drugs, as well as edu-
cational seminars to assist universities in developing student ath-
lete drug and supplement prevention programs.

The NCAA conducts national survey research on the drug and
supplement use and abuse habits of college athletes. The NCAA’s
2001 national drug use survey provides important data on college
athletes’ use of Ephedra.
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Approximately 3.5 percent of its student athletes currently use it,
with most beginning to use Ephedrine in high school. The highest
use in men’s sports is in lacrosse, 5.5 percent, and the highest use
in women’s sports is in gymnastics, 8.3 percent.

And 24 percent stated that they use Ephedrine to improve per-
formance, and 22 percent as an appetite suppressant; 22 percent
for health reasons, and 20 percent to improve appearance.

And based on these survey findings and motivated by a strong
desire to protect athletes’ health and safety, the NCAA added
Ephedrine testing to its year-around drug testing program in Au-
gust 2002.

This past year the NCAA conduct over 10,000 drug tests for
Ephedrine. The NCAA’s ban on Ephedrine is part of its overall ban
on the use of stimulants. Despite serious health risks, many young
athletes may use stimulants to increase artificially or synthetically
their energy levels, and to help them lose weight or body fat.

The unregulated use of stimulants, combined with exercise and
heat, can cause damaging health effects and even sudden death.
All NCAA colleges have agreed through formal legislation not to
distribute supplements to athletes unless the products fall into spe-
cific defined categories, such as fluid replacement drinks, or vita-
mins and minerals.

NCAA rules prohibit member institutions from providing
Ephedra to student athletes under any circumstances. Ephedra can
be found in a multitude of sports supplements that are commer-
cially marketed and available over the counter.

Everything from energy bars to power drinks, to supplement pills
and capsules, all of which are legally obtainable, contain ephedra,
ephedrine, or ma huang. Product manufacturers target young ac-
tive people with ads that tout the performance enhancing benefits
of cutting fat and increasing energy.

Such ads refer to ephedrine as a natural way to achieve superior
performance. The NCAA’s significant efforts to prevent its student-
athletes from using Ephedra are more fully described in our writ-
ten submission. The NCAA remains committed to reducing the de-
mand side of the dietary supplement problem in sports.

Its testing, education, and prevention programs are based on na-
tional research and administered at the highest level with the
strongest possible oversight. Yet it is fair to say that those of us
who try to educate and protect young people on the dangers of sup-
plement use often feel like the proverbial long voice in the wilder-
ness.

Thus the NCAA has a strong desire to be a willing partner in
any national effort that will enhance the health and safety of its
student athletes. On behalf of the National Collegiate Athletic As-
sociation, thank you.

[The prepared statement of Matthew J. Mitten follows:]

PREPARED STATEMENT OF MATTHEW J. MITTEN, CHAIR, NCAA COMMITTEE ON
COMPETITIVE SAFEGUARDS AND MEDICAL ASPECTS OF SPORTS

Chairman Stearns, Chairman Greenwood and other distinguished members of the
Subcommittee, on behalf of the National Collegiate Athletic Association, thank you
for inviting the NCAA to appear today to inform you of the Association’s activities
as they pertain to the substance “ephedra.”
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I am Matt Mitten, Director of the National Sports Law Institute at Marquette
Law School, and Chair of the NCAA Committee on Competitive Safeguards and
Medical Aspects of Sports, the NCAA committee that provides expertise and guid-
ance to the NCAA on health and safety issues, and that reviews the NCAA drug-
testing and education programs and adjudicates positive drug-test appeals.

The NCAA is a private association of approximately 1,200 four-year colleges, uni-
versities and athletics conferences. Approximately 360,000 student-athletes compete
in intercollegiate athletics at these institutions.

One of the guiding principles of the NCAA is in the area of athlete health and
welfare. The NCAA’s Sports Medicine handbook states that it is the responsibility
of each member institution to protect the health and safety and provide a safe envi-
ronment for each of its participating student-athletes.

NCAA schools take this responsibility seriously and the NCAA commits signifi-
cant resources to its schools to ensure that protection of athletes’ health and safety
is of paramount concern. These resources include:

e The NCAA Committee on Competitive Safeguards and Medical Aspects of Sports.
This committee is a full standing committee of the Association. Its primary pur-
pose is to advise the NCAA and its members on matters regarding health and
safety.

¢ The NCAA Sports Medicine Handbook. A set of sports medicine guidelines for
member schools that includes the NCAA’s recommendations on educating ath-
letes about dietary supplements.

¢ Health and safety specialists. The NCAA national office employs staff members
who oversee the NCAA’s health and safety initiatives.

. Tv(vio national drug-testing programs designed to deter the use of NCAA banned

rugs.

* Educational seminars on developing student-athlete drug and supplement preven-
tion programs within the university.

¢ National survey research on the drug and supplement use and abuse habits of col-
lege athletes.

These are a just a few of the many ways that the NCAA commits its human and
financial resources to helping student-athletes maintain or enhance their health.

Since 1985, the NCAA has conducted a national study of the drug and supplement
use habits of college athletes. The study is replicated every four years and four rep-
lications have been conducted since the original study. The study is designed to ob-
tain data on the substances and use patterns of college athletes through the use of
anonymous self-report questionnaires. Over 21,000 student-athletes completed the
survey in the 2001 study. Copies of the study are available on the NCAA’s website
at www.ncaa.org.

Prior to the 1997 replication, the NCAA competitive safeguards committee had
been monitoring reports of the growing use of dietary supplements, including ephed-
rine, by college athletes. Accordingly, the committee included questions about the
use of supplements on the 1997 survey. The 1997 study found the following regard-
ing college athletes’ use of ephedrine:

* 3.5% ogl the athletes surveyed reported using ephedrine within the previous 12
months.

* The highest rate of ephedrine use among male athletes was in wrestling (10.4%);
the highest for women was in soccer (3.3%).

¢ 50.8% of users said they used ephedrine primarily to improve athletic perform-
ance.

e Athletes used ephedrine more in the competitive season, started their use in high
school and many used it immediately before or during practice or competition.

Although the study showed that a small percentage of athletes were using ephed-
rine, the NCAA was concerned that its use was being linked so closely with the de-
sire to improve athletic performance. For this reason, in July 1997, the competitive
safeguards committee recommended that ephedrine be included on the list of
banned drugs by the NCAA. The NCAA membership agreed with this recommenda-
tion and ephedrine remains on the list today.

The NCAA sponsors two national drug-testing programs for college athletes, one
during NCAA championships and the other year round. As part of its drug-preven-
tion efforts, the NCAA publishes a list of banned drug classes and tests athletes pe-
riodically. The NCAA list, like most banned-drug lists of national and international
sports organizations, includes stimulants. Ephedrine is included on that list.

The NCAA drug-testing programs are designed to deter the use of banned drugs.
The NCAA believes testing is necessary to protect the athletes’ health and safety
and to ensure that athletes are not using performance-enhancing drugs to gain a
competitive advantage.
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The NCAA instituted drug testing at its championships and post-season football
bowl games in 1986. Since 1986, any NCAA athlete competing in these events is
subject to NCAA drug testing under a strict, published protocol utilizing the best
laboratory in the U.S. for sports drug testing that is IOC accredited. Approximately
1,500 athletes are tested each year. Athletes who test positive lose their eligibility
to compete in all NCAA sponsored sports for at least one year. Since the 1997 ban
on ephedrine, all athletes selected for NCAA drug testing have been tested for
ephedrine use.

Primarily to deter the use of performance enhancing drugs such as anabolic
steroids, the NCAA implemented a second drug-testing program in August 1990.
Today as part of this program, over 10,000 athletes are randomly tested by the
NCAA on their campuses August through June. Testing for ephedrine has been in-
cluded in this program since August 2002.

The 2001 replication of the NCAA’s national drug use survey provided additional
data on college athletes’ use of ephedrine:

* Ephedrine use continues to be reported at about 3.5% of student-athletes.

¢ The highest use in men’s sports now is in lacrosse (5.5%); and the highest use
in women’s sports now is in gymnastics (8.3%).

e Most started using ephedrine in high school.

e Users stated that they used ephedrine to improve performance (24%), as an appe-
tite suppressant (22%), for health reasons (22%) and to improve appearance
(20%).

Due in large part to the 2001 survey findings and motivated by a strong desire
to protect athlete’s health and safety, the NCAA added ephedrine testing to its year-
round drug-testing program in August 2002. This past year the NCAA conducted
over 10,000 drug tests for ephedrine.

It should be noted that the NCAA ban on ephedra is part of an overall ban on
the use of stimulants. Athletes may use stimulants to increase artificially or syn-
thetically their energy levels and to help them lose weight or body fat. The unregu-
lated use of stimulants combined with exercise and heat can cause damaging health
effects and even sudden death.

The NCAA’s prevention efforts as they pertain to ephedra(ine) are significant.
They include:

¢ The Dietary Supplement Resource Exchange Center (REC). All NCAA athletes
may use this service funded by the NCAA and housed at Drug Free Sport. The
REC provides a toll-free number and Web site for athletes to get reliable infor-
mation about the effects of supplement use. Inquiries are treated in a confiden-
tial manner. The REC has an ongoing relationship whereby any reports of ad-
verse health effects of supplement use are reported to the FDA’s Medwatch pro-
gram.

* Educational information on the Web at www.drugfreesport.com.

* Posters explaining the consequences of supplement use.

¢ Educational conferences for coaches and administrators on deterring supplement
use by athletes.

* A national speakers bureau of experts on drug and supplement use in sport.

¢ The NCAA also communicates through its biweekly publication, The NCAA News,
which has featured a number of articles on supplement use. A special advisory
memorandum from the NCAA also was sent to its members on June 5, 2001
and in January 2003.

All NCAA colleges have agreed through formal legislation not to distribute supple-
ments to athletes unless the products fall into specific, defined categories such as
fluid replacement drinks or vitamins and minerals. NCAA rules prohibit member in-
stitutions from providing ephedra to student athletes under any circumstances.

Ephedra(ine) can be found in a multitude of sports supplements that are commer-
cially marketed to NCAA athletes and available over the counter. Everything from
“energy bars,” to “power drinks” to supplement pills and capsules, all of which are
legally obtainable, contain ephedra, ephedrine or ma huang. Product manufacturers
target young, active people with ads that tout the performance enhancing benefits
of cutting fat and increasing energy. Such ads refer to ephedrine as a “natural way”
to achieve superior performance. It is fair to say that those of us who try to educate
and protect young people on the dangers of supplement use often feel like the pro-
verbial lone voice in the wilderness of this endeavor.

The NCAA remains committed to reducing the demand-side of the dietary supple-
ment problem in sport. Its testing, education and prevention programs are based on
national research, administered at the highest level and with the greatest oversight
possible. The NCAA wishes to make known today that it is a willing partner in any
national effort that will enhance the health and safety of its athletes.
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Thank you.

Mr. STEARNS. I thank the gentleman, and I will start with ques-
tions. Let me just review for both my colleagues and for the panel
and see if this is what I understand. The NFL, the NCAA, and soc-
cer, the Major League Soccer, have an outright ban. NASCAR does
not ban it, but they do test it with 10,000 nanograms per milliliter.

And it is not banned by the NBA, baseball, or the National Hock-
ey League. I think that is sort of an overview. Mr. Manfred, is that
correct?

Mr. MANFRED. Major League Baseball does ban Ephedrine in the
minor leagues.

Mr. STEARNS. That’s what I said, in the minor leagues only. So
I will start with the question. If you ban it in the minor leagues,
why aren’t you banning it in the major leagues?

Mr. MANFRED. I think the answer to that is that at the minor
league level, we were free to proceed unilaterally. At the major
league level, our drug policy, including our Ephedra policy, is one
that must be collectively bargained.

Mr. STEARNS. So that was not possible to bargain?

Mr. MANFRED. We have been unable to date to reach an agree-
ment on an Ephedra ban.

Mr. STEARNS. And has it come up in the bargaining every year?

Mr. MANFRED. It did not come up in the last round of bargaining
last summer. Since that agreement, we have had conversations
with the Player’s Association about expanding the policy to
include—

Mr. STEARNS. Especially in light of what has happened?

Mr. MANFRED. That’s correct.

Mr. STEARNS. Mr. Helton, you are the only one who has actually
put a handle here with the 10,000 nanograms per milliliter. How
did you come up with that? Is that a threshold that is high or low?
I mean, from a scientific standpoint, could other people use it do
you think?

Like, for example, the people who have not banned it, would that
be a compromise where they could use it? I mean, I am just asking
you, and the first question is, how did you come up with that
threshold?

Mr. HELTON. From our scientific advisory established the stand-
ard, which I understand is a standard in testing. It wasn’t set just
for Ef]‘phedrine. It was set for all of the substances that we would
test for.

Mr. STEARNS. Okay. So, Mr. Mitten, what do you think about
thﬁg threshold that Mr. Helton is using as perhaps a sports stand-
ard?

Mr. MITTEN. Well, we think that a complete ban is certainly ap-
propriate in this case. We are relying upon the best available
science that we have, and that suggests that a complete ban would
be appropriate, and I think it might be difficult as a practical mat-
ter, and our student-athletes would be out there trying to—they
are going to take this stuff to get a competitive advantage.

Now, I have been a party to about 60 or 70 drug test appeals,
and student-athletes say that if it is available over the counter,
they think that it is okay to use. And if they think they are going
to get a competitive advantage, they are going to do it.
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So if there is any kind of a cutoff or anything set, they are going
to try to get as close as they can to doing that, and that’s why
based upon what our science tells us, we believe that a complete
ban is appropriate.

Mr. STEARNS. Were you surprised at the use of Ephedrine was
basically unchanged according to our 2001 survey even though it
was a banned substance? I think you said that 24 percent used it
for performance?

Mr. MITTEN. Well, that is for the ones—that is based on the 2001
survey results of the ones who reported, and it was the 3.5 percent.

Mr. STEARNS. And that was from 1997 to 2001, right?

Mr. MITTEN. That’s correct. And then we implemented and made
Ephedrine a part of our drug testing program in August 2002. So
it is rather early on. It has not been quite yet a year, but we antici-
pate that testing for it is hopefully going to reduce usage, and that
will be reflected in our next survey that we will do.

Mr. STEARNS. I guess this is for any of the witnesses. There is
a lot of legal stimulants, and obviously caffeine is one of them. How
does caffeine, taking 4 or 5 cups of caffeine, that could enhance per-
formance, and that substance is there performing on an athlete in
a way that perhaps Ephedrine could, too.

And in fact Ephedrine and caffeine are used in some of the
weight loss medications. So my question is to any of you how do
other legal stimulants relate to Ephedra, and should we just put
in a test instead of an outright ban so that there might be a
threshold just like with caffeine and a person could use it?

Mr. OrzA. I don’t mind going first here.

Mr. STEARNS. If it is okay with you.

Mr. OrzA. That is a great question because we gloss over in dis-
cussions of this kind the actual meaning of terms when we talk
about performance enhancement. A baseball player has a head-
ache, and it is not good to sit in the batter’s box, or stand in the
batter’s box, when facing a 95 mile an hour fastball with a head-
ache, and so you take two aspirin.

Are you enhancing your performance by taking an aspirin? Gen-
erally speaking, what we have always thought is that the definition
of performance enhancement is taking something that the govern-
ment says you shouldn’t take. That is the basis for the Player’s As-
sociation position.

So if the government says you can take aspirin, that is not per-
formance enhancement. That is getting you back to where you oth-
erwise could be perfectly okay in the context of government regula-
tion.

But this concept of what constitutes performance enhancement
deserves some attention by people who discuss this matter. On the
one hand, you have something as simple as taking aspirin, and we
can all agree that is not a performance enhancing drug.

On the other hand, you take somebody who is ingesting an ani-
mal hormone to get bigger, and faster, and stronger, in a very
quick period of time, we will all agree that is a performance en-
hancing substance.

But there is a whole range of substances in between that. Are
clubs that give players the thousands of novocaine shots that they
get——
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Mr. STEARNS. Novocaine shots?

Mr. ORrzA. Yes. Are they engaged in a performance enhancing
event when they are giving their player

Mr. STEARNS. Especially a thousand.

Mr. OrzA. Well, there are a thousand novocaine shots adminis-
tered to players over the course of—or glucocorticoid steroid shots,
the legitimate kind of steroid shots.

Mr. STEARNS. I know, but they are steroids?

Mr. OrzA. They are steroidal. They are not the kinds of anabolic
steroids that we are concerned about, but they are in an effort to
get a player’s performance enhanced. This is something that the
committee is well served by focusing on.

Mr. STEARNS. Anyone else would like to make a comment?

Mr. BIRCH. If I could comment briefly. One of the key distinctions
between caffeine and some of the other products that have been
mentioned is the lack of regulation with respect to these other
products.

You really don’t know—with respect to caffeine that is contained
in general food stuffs, coca-colas, things like that, you know what
it is that you are getting, particularly dosage-wise.

With respect to these supplements, and in particular Ephedrine,
there is no sense whatsoever that a person can really get to under-
stand what and how much of that product is in that particular sub-
stance, and particularly what else might be in there that is not
even on the label.

So for us it is certainly a much graver risk of harm that might
result from the use of Ephedrine products as they currently exist
under our framework, as opposed to something like caffeine or an-
other what we consider to be more benign type of stimulant.

The other point is that we do in fact also have thresholds for all
of our stimulants, and in fact for every substance that we have on
our ban list, there is a scientifically based threshold that we use
to determine whether or not it is a positive test result.

For example, with pseudoephedrine, which is obviously in the
Ephedrine family, but has legitimate therapeutic benefit—it is con-
tained in many cold and allergy medications—we have raised the
threshold to a level that encompasses general therapeutic use.

So if one is using it in normal therapeutic recommended dosages,
you will not get a positive test result under our policy, or if you
do, we have protocols in place to determine whether or not you in
fact were properly prescribed that particular substance by the team
physician or training staff.

Mr. STEARNS. My time has expired. Ms. Schakowsky.

Ms. SCHAKOWSKY. Thank you, Mr. Chairman. I think all of you,
including the NCAA, have acknowledged that athletes, high profile
athletes in sports, have a kind of special responsibility, because
your competitors, your athletes, do serve as role models for so
many young people in this country.

I happen to represent a district in a State that has been the first
in the Nation to ban Ephedra. My Governor, Rod Blagojevich,
signed into law a ban on Ephedra, and that is perhaps where we
are going with this discussion today.

But in addition to the policies, there are other ways to commu-
nicate a message, and I wanted to—I don’t want to pick on you,
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Mr. Helton, but I wanted to focus a little bit on what I think are
kind of dual messages. You said you have set a limit, and that you
test—although I would be interested in how often, and how regular
you test.

But NASCAR has a relationship with NVE Pharmaceuticals,
which owns Stacker-2, and has Ephedra and an Ephedra-free die-
tary supplement, which sponsors Bill Davis Racing, supporting
Scott Weimer and Kenny Wallace in the NASCAR Busch Series,
and NASCAR Winston Cup Series, respectively.

NVE is also a co-sponsor of the GNC Live-Well Stacker II 250
in Daytona, Florida. And also NVE sponsors the Stacker II WJ
Stinger Splash of Energy Tour 2003, which sets up interactive sta-
tions at several NASCAR events, where fans can come and sample
Stacker II products that boost their energy. That is a quote, boost
their energy.

So while there is an acknowledgement of at least potential dan-
ger of Ephedra, on the other hand, there is this close relationship,
an advertising opportunity, and an actual use opportunity, for fans
to sample this. So I wanted you to comment on how you reconcile
those contradictory messages.

Mr. HELTON. Well, first of all, I would step back and explain the
uniqueness of NASCAR as it relates to its participants, and the
fact that car owners, as well as race tracks, are independent con-
tractors to NASCAR.

NASCAR is the organization that pulls everybody together to put
the events on. It is membership based and our rules and regula-
tions are policed through that relationship between NASCAR and
a licensed member.

As it relates to the specifics of Stacker II and others that you
mentioned, those are relationships with the car owners, and not
with NASCAR as a policing body or as a company. That relation-
ship is with the car owners.

Certainly as the issue that we are discussing here today became
as compounded as it has, we have had conversations with Bill
Davis and other car owners who have those relationships, to try
and understand their posture with the sponsorship that they have
on their cars.

But in the meantime, we are disassociated from those relation-
ships. Those are third-party relationships, and as we become
smarter if you will on the issue at hand, those conversations will
take on possibly a different light.

Ms. SCHAKOWSKY. Let me just ask you this. The Splash of En-
ergy Tour 2003, that is also separate from NASCAR?

Mr. HELTON. Yes, and I apologize for not understanding exactly
what that is. But if you can relate it to either a race track or——

Ms. ScHAKOWSKY. All I had or read was that it sets up inter-
active stations at several NASCAR events where fans can come and
sample.

Mr. HELTON. Yes, Ma’am, and I think what that relationship is,
is between that entity that may be doing that and promoting that
with the race track and not with NASCAR. Race tracks are inde-
pendent contractors, just as car owners are in NASCAR.

Ms. SCHAKOWSKY. But of course you can see that I understand
that there are details of these contractual arrangements, but clear-
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ly you can see how in the minds of fans and television viewers, et
cetera, how that might be confused as being promoted in some way
by NASCAR itself. I don’t know that ordinary people make those
kinds of distinctions in the relationships.

Mr. HELTON. And I don’t disagree with you. I do agree that I am
explaining to you the business side of it. But the reality or the per-
ception is that it is NASCAR related, I wanted to first explain that
it wasn’t.

But second as I was stating earlier, our intentions at this point
is to become as smart as we can on all these issues and details,
and then react accordingly as it becomes necessary. I think others
in our industry will as well, including the car owners and the race
tracks as they see these issues and they become more evident to
them.

Ms. SCHAKOWSKY. Thank you. I am out of time and I appreciate
it.

Mr. HELTON. Thank you.

Mr. GREENWOOD. The chair thanks the gentlelady and recognizes
himself for purposes of inquiry. I am going to ask some questions
of you, Mr. Orza, if I may. In your testimony, you said that the po-
sition of the Player’s Association has long been that the players
should not be prohibited from using any substances that the U.S.
Government has effectively determined are not unsafe for consump-
tion by other American consumers.

And you also note as you say in your testimony, and as I am sure
you know this interest of how best to regulate Ephedra-based prod-
ucts is not new to this committee. That Congress as a whole, with
the FDA, in fact believes the debate actually predates Congres-
sional considerations on the passage of the DSHEA Act in 1994. So
you know that we have struggled with this issue for well over 10
years.

Mr. ORzZA. Yes.

Mr. GREENWOOD. This committee hopes to move that ball for-
ward, but as you also know, it is a lot more difficult to get a con-
sensus or even a majority among 435 members of the U.S. Con-
gress from all over the country, and 100 Senators.

Those of us who happen to have the opportunity to sit in these
hearings and have the schedule that permits us to be here all day
long for 2 days in a row become very knowledgeable. But the rest
of our colleagues are off doing a thousand other different issues,
and it is going to take a long time, even if we can come to a con-
sensus and if the FDA can come to a consensus, it is going to take
a long time to legislate this. It always does. Legislating was de-
signed to be a slow process. So what troubles me is that you in the
private sector representing the Player’s Union, you have the oppor-
tunity to act much, much more quickly than that.

And I am a little bit troubled by the tone of your testimony,
which is we shouldn’t have to give this up unless you guys in the
government figure out that it is wrong, as if it is in the interests
of the players to be able to continue to use this substance until
someone tells them no.

It is from all of the testimony that we have had yesterday, it was
clear or it was made clear that this product is of very dubious effi-
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cacy. In terms of weight loss, I don’t have any confidence that this
is any good for anybody for the purpose of losing weight, okay?

It 1s clearly risky. What is in a particular pill that comes out of
a bottle is pretty much anybody’s guess, because the guys yester-
day who were in charge of manufacturing this stuff couldn’t even
tell us what was inside the capsules. They couldn’t even explain
their own labels, and what various components actually were, and
how much was in it, and that is a pretty frightening thought.

Later on, the Commissioner of the FDA, Dr. Mark McClellan, is
going to testify that Ephedra poses special risks in the context of
sports performance, with no identified benefit for athletes.

In light of the FDA’s—well, let me just stop there. The FDA is
saying it is dangerous and it does not do any good. And yet you,
representing the players, seem to be saying don’t take this away
from us; as opposed to saying we have got to get rid of that stuff.
And that is what I don’t understand.

You talked about aspirin and novocaine. Steve Bechler was not
killed by aspirin, and Steve Bechler was not killed by novocaine.
It is pretty apparent to me that Steve Bechler was killed by
Ephedra.

And rather than sort of holding out the right to take this stuff,
I don’t know why you are not rushing in to get rid of it, and to pro-
tect your young ball players from it, and to do what some of the
other gentleman have said, to level the playing field so that the
competitive edge comes out of deserved ability, and strength, and
talent, as opposed to getting a buzz from a pill, making other play-
ers feel like they have to do it if they are going to keep up with
the other guy.

So when you negotiate with the managers, and if they put on the
table that we think we ought to get rid of Ephedra, and ban it from
the players, would you expect to get something back from the own-
ers in exchange for giving up the right to put your players at risk?

Mr. OrzA. There are a lot of questions in that one question, and
if I could try and answer some of them. We do not seek anything
in return for it, and it is not a subject that we tradeoff something
for getting something in return if we agree to ban Ephedrine. It is
a much more complicated subject than that I think.

Let me just address some of the things that you have said, first
of all. I gather from at least the tenor of these discussions thus far
that it most likely will be an academic question, because there is
virtually unanimity on this committee at least that something
should be done about Ephedra-based products.

As a sign of the Player’s Association’s commitment and credi-
bility in this area, and Mr. Manfred will vouch for this, we have
agreed that anytime the U.S. Congress adds any substance to
Schedules I, II, or III, of the CFR Schedule of Controlled Sub-
stances, it automatically becomes a prohibited substance.

So it is my hope at least that in fact this question will become
academic. I don’t mean to duck it. But let’s assume——

Mr. GREENWOOD. But you are ducking it. You are ducking the
question. What you are basically saying is that until the Congress
decides officially in law, through an act of Congress, and signed by
the President of the United States, to make this stuff unavailable
to us, we choose to continue to put our players at risk voluntarily
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when the manufacturers of the substance, or the product, sat here
yesterday and said we don’t recommend this for athletic purposes.

Mr. OrzA. As I was about to say, let’s assume, however, that I
am wrong. That in fact there is not a rapid turnaround by the Con-
gress to make this matter become law very quickly. What is the
Player’s Association’s objection to a voluntary ban?

And for that I will just need only a moment of your time. There
are some substantial questions wrapped up in the terminology that
we use. When we say we ban substances, what we mean, and ev-
erybody at this panel says it, they mean a lot more than just that
they ban substances.

They say the following. We will come to you at certain times and
demand that you give us your urine so that we can analyze it to
find out if you have been doing anything wrong. It is suspicionless.
But nonetheless we are going to analyze that urine.

I don’t mean to e overly graphic here, but there are substantial
questions of privacy wrapped up in that. There are also from the
Player’s Association——

Mr. GREENWOOD. Do you already do urine samples for other sub-
stances?

Mr. OrzA. Only for cause, on the establishment of early cause.
There is no random testing, because there is nameless random test-
ing in baseball for steroids as a programmatic response to certain
claims about steroid use and it really is done for surveying pur-
poses this year.

But we see substantial issues involved in the urine testing of in-
dividuals who are not under suspicion for having done something
wrong. We think that is a fundamental change in the rules in our
society.

Normally we say to people because we suspect you of doing some-
thing, we will investigate, and not prove to us that you are inno-
cent. That is the first point. Second, precisely because this issue
has been so well discussed in this Congress over the last 10 years.

Now, the clubs have been the beneficiary of the principle of what
is called positive inaction in an other area, and that is an area of
their anti-trust exemption. When Congress debates things and
comes to a conclusion, we rely upon that conclusion.

If this Congress were to say—and I don’t mean to interrupt your
colloquy, but if this Congress were to say at the end of what we
have witnessed this morning that, no, we still think it should be
unregulated, that is making a statement to the American people,
and that is that this Congress believes that the claims of the lack
of safety in this substance——

Mr. GREENWOOD. Mr. Orza, my colleagues have been more than
generous, because I have way exceeded my time. It just strikes
me

Mr. OrzA. I apologize for the length of my answer.

Mr. GREENWOOD. It just strikes me as odd that you guys are still
philosophizing about this, while the other sports teams have fig-
ured out how to deal with it. The gentleman from Texas, Mr.
Green, is recognized.

Mr. GREEN. Thank you, Mr. Chairman, and I would like to follow
up your line of questioning. I understand that the Commissioner of
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Baseball banned the use of Ephedra for the minor leagues in April
of this year; is that correct, Mr. Manfred?

Mr. MANFRED. That is correct.

Mr. GREEN. You don’t have a collective bargaining agreement
with the minor leagues. I guess it is just with the major league
baseball players?

Mr. MANFRED. That’s correct. The minor league players are unor-
ganized.

Mr. GREEN. Has it been on the bargaining table with the players
association?

Mr. MANFRED. In April, the second piece of the commissioner’s
directive to us, in addition to banning in the minor leagues, was
for us to open conversations with the Player’s Association in about
adding Ephedra as a banned substance. We have had some con-
versation with the union about that topic.

Mr. GREEN. Okay. Mr. Orza, I come from a collective bargaining
background and so I believe in the right, whether you are a major
league baseball player making millions, or somebody in my district
making $9 an hour. And I am glad that it was at least broached
on the subject.

But it does seem like with major league football, and major
league soccer, amateur athletics—and after yesterday’s hearing the
Oversight and Investigaions Subcommittee heard from the mother
who lost a 16 year old—I am going to check in Texas to make sure
that our UIL for our high school sports also have some type of reg-
ulation on that.

But it does seem like it is something—and particularly when the
only death that I know of is a major league baseball player, a Balti-
more Oriole—that ought to be considered.

I appreciate in your statement that the Player’s Association pol-
icy has long been that it prohibited substances that the United
Stats government has effectively determined are not unsafe. I ap-
preciate your trust in the Federal Government.

Mr. OrzZA. I worked for it for 12 years.

Mr. GREEN. But that trust is not shared by a lot of our constitu-
ents, and I also appreciate the support on this committee for the
concern about Ephedra, but I also know that we are just one com-
mittee and not the whole House, and particularly not the Senate
or the Administration.

And a little background. I was just talking to my colleague from
Boston. I grew up in Houston working when I was a kid at our
minor league ballpark, the Houston Buffs. And when the Colt .45s
came in, I worked there as a 15 year old.

In fact, I skipped school to go to the opening day when they were
playing the Yankees because I could sell soda water that day. But
the image I guess I have of professional baseball, and football, and
soccer—my son is 27 and played soccer from the time that he was
5 years old—is the role model that athletes have, not only for my
generation.

And as one of our female colleagues left, she said, “I am going
to leave it to the aging jocks to be on this committee here.” So I
would encourage you as much as you can. One, I hope that you
trust the Federal Government, but I wouldn’t trust it so far to say
that whatever we don’t prohibit is good.
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I drink a lot of diet coke, and we have not had any deaths from
diet coke caffeine. Years ago a doctor told me that if I drink as
much as I do, and it is a diuretic, and I will end up losing most
of it before it has an impact on me.

But I would encourage the players association and the owners to
sit down and deal with it because of the image for our children.
And as sure as I am sitting here, there is another 16 year old, or
14 year old, whether it is myself or Eddie Markey from Boston
when we were young, who idolized those players, and to see if that
is an issue.

And I would just encourage you to not wait on Congress to deal
with that problem, particularly because of the death of the Oriole
pitcher. And with that, Mr. Chairman, I will be glad to yield back,
unless Mr. Orza wants to respond. Again, as a lawyer, I always at
least needed to have my response back.

Mr. OrzA. If you have not got a question for me, I don’t want to
interpose on you. I would simply say a few things. First of all,
Rusty Staub is my best friend.

Mr. GREEN. Rusty was—I was 16 years old, and Rusty was play-
ing first base for the Houston Astros or Colt .45s.

Mr. OrzA. I am glad that Mr. Manfred clarified what would have
otherwise have been a mistake in the record so to speak about
whether or not Ephedra was raised in our collective bargaining dis-
cussions prior to the conclusion of our collective bargaining negotia-
tions this past round.

But that is not to criticize the clubs. The reason that they didn’t
mention the word Ephedra in those negotiations is because that
until Mr. Bechler’s death, we had not had a player at any time in
our history on the disabled list even for the misuse of an Ephedra-
based supplement.

That is not to say that it is good. What I am saying is that on
the radar screen in terms of those negotiations, it was only Mr.
Bechler’'s death which was called into question. Second, Mr.
Bechler’'s—as a lawyer, I am very, very reluctant to get involved in
discussing what I understand is now a case in litigation, and I
don’t mean to.

But I think everyone agrees that Mr. Bechler’s death, in the case
of Mr. Bechler’s death, his use of the substance was for dietary pur-
poses, and not performance enhancement purposes.

Baseball players are not typically the universe of individuals
about whom we must worry about their dietary consumption. They
are in pretty good shape to begin with.

I understand the committee’s concern, and we share it about
baseball players as role models, and what we can do, and I can as-
sure you that we will do all that we can do in this area consistent
with our obligations to the players.

But I just say finally that it is counter-intuitive to suggest that
anyone in the world cares more about the health of baseball play-
ers than all the individuals in my office, who have devoted their
professional careers to them.

Don Fehr, 25 years; me, 19 years, Don’s brother, 22 years; my
associate, Michael Weiner, 18 years. No one, no one cares more
about baseball players’ health than we do.
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Mr. GREEN. And there is no question on that. I would just say
that compared to the NFL that not only prohibits the use, but also
any commercial sponsorship by an athlete. So I think there is an
item there.

Mr. ORrzA. We have communicated with players on that very sub-
ject. Do not promote. I had a conversation with a player on the
Minnesota Twins just the other day about the possibility that he
was going to enter into a contract promoting a substance that was
Ephedrine-based, and he knew enough to call, and he knew what
his answer would be. Do not do it, and he didn’t do it.

Mr. GREEN. Mr. Chairman, I have run over time, but I appre-
ciate it.

Mr. STEARNS. I thank the gentleman. The gentleman from New
Hampshire, Mr. Bass.

Mr. Bass. Thank you, Mr. Chairman. I think I am going to give
Mr. Orza a little break here.

Mr. ORrZA. Thank you, sir. I appreciate that.

Mr. Bass. I would like to ask a question of the rest of the panel.
Can you tell me any reason why it would not be in the best inter-
ests of the individuals whom you represent, the groups that you
represent, to make Ephedra a prescription drug?

Mr. MANFRED. We think that is the appropriate treatment for
Ephedra. We believe that.

Mr. BIRCH. We are in agreement with that, not only for Ephedra,
but a number of other things that fall in that dietary supplement
category.

Mr. HELTON. I think our position right now is that we are on a
fact finding mission as much as you may be, and that this exercise
and the opportunity to be a part of these last 2 days will help us.
But right now it would be premature, and we are not qualified to
answer the question right now.

Mr. GARBER. On our behalf, it will still be a banned drug as part
of our testing program, but it certainly would limit the issues that
we would face as it relates to the result of that ban.

Mr. MITTEN. The NCAA would continue its ban, but we have a
process where you can obtain a medical waiver for a banned sub-
stance. In the case where Ephedra were prescribed for a legitimate
therapeutic reason, that would be something that would be consid-
ered and approved if appropriate.

But that would eliminate the problem of using it for performance
enhancing or instances where it would expose our student athletes’
health and safety to risk.

Mr. STEARNS. Will the gentleman yield?

Mr. Bass. Certainly.

Mr. STEARNS. You have a very good point there. Let’s say that
Congress mandated that it would be a prescription, and then a
player got Ephedrine. What would that do in the case, Mr. Helton,
where this person is going to race cars and the doctor has pre-
scribed it to him. Then would that mean that your threshold would
not apply?

And T guess that is the question that my colleague from New
Hampshire had, that if it is prescribed, then what does that mean
in terms of those athletic organizations that ban it? Does it then
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Eec?{me available and accepted by these organizations. So I yield
ack.

Mr. BAss. Would you gentlemen care to answer that?

Mr. HELTON. I think I was directed a question. I am not sure,
but in an attempt to answer it, the substance abuse policy address-
es-NASCAR’s substance abuse policy addresses all substances, in-
cluding prescribed drugs already.

So if Ephedrine became a prescribed drug, it would still fall
under our substance abuse policy as something that we would po-
lice and look for.

Mr. BAss. Mr. Chairman, I don’t have any further questions.

Mr. STEARNS. Would anyone else like to comment on my ques-
tion, which is basically then, I guess, that you are saying that in
the minor leagues, for example if somebody prescribed Ephedrine
and you found it, you would not let that person play, even though
the doctor prescribed Ephedrine?

Mr. MANFRED. No. Both the major league policy and the minor
league policy prohibit the misuse of prescription drugs. If a player
had a prescription validly issued by a physician, and tested posi-
tive, we would not treat that test as a positive, because there are
a number of substances on the Code of Federal Regulations’ sched-
ules that have valid mediastinal purposes.

And if they are given under a doctor’s care pursuant to a valid
prescription, we would not treat that as a positive test result.

Mr. STEARNS. If I could continue to use the gentleman’s time if
I may. Then what would happen with valium? Let’s say that a doc-
tor prescribed valium for depression, or zoloft, and then you found
a lot of this in there. Then you would allow it, even though the rest
of the players could not use it.

Mr. MANFRED. It would return as a positive, and then we would
make inquiry as to the medical situation, whether there was in fact
a prescription, whether he was in fact under a doctor’s care, be-
cause the way that the policy is written, it does cover misuse of
prescription drugs.

In other words, if it is a situation of abuse where the prescription
is not valid, and he is not really under a doctor’s care, that player
would be subject to discipline. However, if it is a legitimate treat-
ment modality, that individual would be allowed to use it.

Mr. Bass. If I could reclaim my time just for a second.

Mr. STEARNS. All right. Reclaiming your time.

Mr. Bass. Are you saying that if I were an athlete and I went
to a doctor, and the doctor said that we have got to prescribe am-
phetamines or something because if we do, you will have more en-
ergy, and you will be more alert, and will win more prizes, that you
have to let them do it?

Mr. MANFRED. No. That’s why the policy prohibits the misuse of
prescription drugs. If he turned up positive for amphetamines as
you postulate, we would make inquiry as to who the doctor is, why
he was—and particularly with an amphetamine. It is an unusual
thing to be using that.

Mr. BAsS. I use an extreme case, but what if the doctor said, oh,
yeah, well, this guy, he has been a little low for the last few
months, and we think he can run a quarter-of-a-mile in 5 seconds.
But I am a doctor, and I have a valid prescription here.
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Mr. MANFRED. No, there would have to be a medical reason for
the use of the prescription drug.

Mr. BAss. Mr. Chairman, I don’t think that this is really ger-
mane to the hearing and so I am going to yield back.

Mr. STEARNS. All right. I thank the gentleman, and Mr. Stupak
is recognized for 8 minutes.

Mr. StupAK. Thank you, Mr. Chairman. Mr. Helton, you have
this standard which is 10,000 milligrams per what? What is your
standard there?

Mr. HELTON. The standard is that for every substance that is
tested, and I referred to it as Ephedrine, but it is 10,000
nanograms per milliliter.

Mr. STUPAK. Nanograms per milliliter.

Mr. HELTON. That’s right.

Mr. STUuPAK. Okay. How did you establish that standard?

Mr. HELTON. That was established by our scientific advisor in
helping to establish our substance abuse policy back in 1998.

Mr. STUPAK. Okay. It goes on to say in your testimony that the
policy provides for testing under reasonable suspicion.

Mr. HELTON. That’s correct.

Mr. STUPAK. If you are more than 10,000 nanograms does a driv-
er act differently with the substance, or how do you really under
reasonable suspicion, what leads to a reasonable suspicion before
you would test someone?

Mr. HELTON. The reasonable suspicion approach has from
NASCAR’s application of its substance abuse policy has no bearing
on the 10,000 nanograms per milliliter. I used that as a reference
of what the standard is in our policy, and that we feel is the stand-
ard in athletic testing based on our scientific advisors.

Mr. StuPAK. Well, how would you test someone? I mean, have
you ever tested anyone for Ephedrine?

Mr. HELTON. Well, when we test someone, we test for a variety
?f substances, and Ephedrine is one of the substances that is tested
or.

Mr. STUPAK. But there is no circumstances under which you
would just test for Ephedrine? You have a standard on alcohol that
is .02 isn't it?

Mr. HELTON. Well, again, the standard is in the substance abuse
testing that the lab does, and I am not sure exactly what that is,
and what it would register on our test policy. But as we become
smarter about Ephedrine, it may be that it has its own characteris-
tics that would signal to an official that there is reasonable cause
to test.

Mr. STUuPAK. Well, I guess that is what I am trying to get at. Is
there any characteristics or unique circumstances that would lead
you to cause to test for Ephedrine?

Mr. HELTON. I think that as we get smarter that there may be,
but in the meantime it comes as a result of an action that is un-
likely or different, as it would be for other substances that might
be causing a problem.

The attitude, the actions, the dizziness, the red eyes, the dif-
ferent characteristics that you would look for, or that would give
you reasonable suspicion in the event of or during the event that
an official would recognize.
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Mr. STUuPAK. Well, let’s take alcohol. It is my understanding that
the limit that NASCAR has set for race day is 0.02 blood alcohol
content. Does NASCAR administer breathalizers on competitors on
race day?

Mr. HELTON. No, we do it through our substance abuse testing,
which is the urine sample.

Mr. StupAK. Okay. Do drivers get that every race then?

Mr. HELTON. No, it is again reasonable suspicion. IT is not a ran-
dom or routine test.

Mr. STUPAK. Okay. So you would almost have to see like someone
having alcohol on race day or something and before the race in
order to do this?

Mr. HELTON. We would have to have suspicion, and sometimes
it comes from information from someone that has been around an
individual, and certainly observation is one way.

Mr. StuPAK. Okay. So the only way to monitor this, at least in
NASCAR, is if someone would say something. I am trying to find
out how you monitor for this if you don’t give urine tests the day
of the race, and you have this 10,000 standard that leads me to
these questions.

How do you ever determine whether a competitor has consumed
an improper dosage of Ephedrine or anything else? I mean, it
would be through a urine test, right? And you would have to have
some other reasons, like alcohol or something, to have someone
take a urine test, and not just based on Ephedrine?

Mr. HELTON. It would not lead us to reasonable suspicion just
based on alcohol consumption. I go back to my opening statement
where I was trying to explain the uniqueness of NASCAR in rela-
tionship with its officials and its competitors, and the fact that we
will have over 75 officials at the beginning of the event that is
within an arm’s length basically of the competitors through the en-
tire 3-day weekend.

That relationship, along with the high level of interest of com-
petitors who are working with other competitors to police each
other, gives NASCAR a unique ability to identify something that
may have changed, or a situation that may have occurred that
gives us reasonable cause to look at it.

Mr. STUPAK. There is an article in U.S. Today by an Alan
Shuford, if I am saying that right, but an Alan Shuford of U.S.
Today, who quotes that 80 percent of NASCAR crew members have
tried Ephedra. What is your thoughts on that claim?

Mr. HELTON. If I recall the article correctly, he was quoted as
saying that as a team representative of Ganassi Racing, which op-
erates three teams in a garage area, that he understood that 80
percent had tried it.

As we followed up on that comment, we found that maybe that
was not quite accurate from his opinion, but also I would point out
the fact that if 80 percent had tried it, we don’t feel like today that
there is a misuse, or maybe the current level of usage.

Mr. STUPAK. So you did some investigation into it other than——

Mr. HELTON. We did have a conversation with Alan Shuford and
the team members on that team to see if that was an accurate
statement on his part.
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Mr. StuPAK. Okay. Any others? Soccer, I think you banned it,
and NCAA, I think you banned it. Minor league sports. Do you
have a standard like 10,000 nanograms per milliliter or anything
like that? Just an outright ban on Ephedra?

Mr. MITTEN. The NCAA has an outright ban.

Mr. STUPAK. Is that the same with soccer?

Mr. GARBER. Yes, there is a standard, but I am not sure of the
specific measure, but it is an outright ban.

Mr. StupPAK. If you have a measure, how would you measure it
then? What do you look for that would tip you off that a soccer
player might have been using it?

Mr. GARBER. It is done by our testing service, and I don’t have
the specific measure through.

Mr. STEARNS. Do you do random testing of players then?

Mr. GARBER. Yes, of all of our players.

Mr. STEARNS. Okay. How about minor league baseball?

Mr. MANFRED. We have a complete ban on Ephedra use, but with
respect to all banned substances and all testing programs, there
are scientific trigger levels below which they cannot be certain that
the particular substance has been ingested. I believe that our
Ephedrine level is a thousand nanograms, the one we use in the
minor league program. I would have to check that to be certain for
you.

Mr. StuPAK. Thank you, Mr. Chairman. I yield back the balance
of my time.

Mr. STEARNS. I thank the gentleman. I wonder if I could follow
up a question using your time?

Mr. STUPAK. Sure.

Mr. STEARNS. So you use 10,000 nanograms per milliliter, and
you use a thousand nanograms per milliliter.

Mr. MANFRED. I believe ours is a thousand.

Mr. STEARNS. So why yours versus his? Why don’t you use his?

Mr. MANFRED. I think or I know that the way that our standard
was developed was examining drug testing policies used in other
contexts. For example, the Olympics has a very well published——

Mr. STEARNS. Is the Olympics a thousand nanograms?

Mr. MANFRED. I can’t tell you what the Olympics is off the top
of my head.

Mr. STEARNS. Does anyone know what the Olympics is? No?
Okay. Mr. Birch.

Mr. BircH. I believe the Olympics is 10,000.

Mr. STEARNS. 10,000, like NASCAR.

Mr. BIRCH. But part of the issues with that is that a lot of it de-
pends on when you test in relation to use as well. So you have to
guide your testing pattern based on whether you are testing play-
ers within 10 hours of suspected use, and then that might require
a different number than if you are testing someone within 2 days
of suspected use.

Because at that 2 day point, a vast majority of it is going to be
gone, and so you would need to go to a much lower level to detect.
So all those things I think it is fair to say from Rob’s perspective
ari} really somewhat dependent upon the sport and your testing
policy.

Mr. StUuPAK. Okay. Mr. Helton.
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Mr. HELTON. If I could clarify. The 10,000 nanograms per milli-
liter is unique to Ephedra. The other substances can vary. It could
be lower than 10,000 on other substances, but 10,000 is the stand-
ard that was established in our policy, and I think based on the
fact that it was a standard in athletic testing.

But it is unique to Ephedra. Other substances could have a dif-
ferent level that we test for.

Mr. STEARNS. I understand. The gentleman’s time has expired.
And I thank him for his courtesy. And the gentleman from Oregon,
Mr. Walden.

Mr. WALDEN. Thank you very much, Mr. Chairman. I appreciate
the opportunity to join you again today for day two of these hear-
ings. Mr. Orza, I am trying to figure out what all your contracts
do in terms of restricting what players can ingest. Do they have
anything or say anything about consumption of alcohol prior to a
game? Is there any prohibition on players having a few beers be-
fore they go out?

Mr. OrzA. Well, the collective bargaining agreement embraces a
uniform players contract, which all ball players are signatory, and
they must maintain themselves in playing condition.

So if a player had a few beers and was unable to play by virtue
of that fact, he would be subject to discipline, or even to being
taken out of the game.

Mr. WALDEN. What about smoking? Do you restrict players who
smoke? Is that allowed? Can you be a baseball player and smoke?

Mr. OrzA. Well, of course you can smoke, and you can drink beer
after a game.

Mr. WALDEN. How about prior to a game?

Mr. OrzA. Well, they are not tested for whether they have had
beer at lunch when they play a night game. I mean, there is beer
in the locker rooms at the end of the games.

Mr. WALDEN. But what if the coach came in and they are all sit-
ting around having a couple of cigarettes and some beer before they
go out to throw a few around the field with their buddies?

Mr. OrzA. Well, it is not in their best interests to do that in
terms of the length of their career. I think the coach might get a
little bit upset about that.

Mr. WALDEN. Okay. So I guess what I am leading up to obviously
is that those are not banned substances by the Congress are they?
And yet baseball has said it is probably not a good practice to do
that.

Mr. OrzAa. And we say it is not a good practice to take any
Ephedrine-based substances. We do that in meetings, mass meet-
ings, communications, jointly authored pamphlets. We have gone
through to great lengths to try to educate players about the evils
of not only Ephedrine-based products, but indeed alcohol, which
has taken more lives of players than any other substance, and ciga-
rettes.

Mr. WALDEN. What about—I understand you also have a clause
that prevents players from engaging in hobbies and recreational ac-
tivities that may pose a risk to health, correct?

Mr. OrzA. Well, it depends on what you mean by that.

Mr. WALDEN. Well, sky diving, auto racing.



222

Mr. Orza. We have clauses in our guarantees that exempt the
club from being obligated to honor the guarantee if the loss of the
player’s services are occasioned by engaging in those kinds of
things. He does not lose his contract. What he loses is the protec-
tion of the guarantee.

Mr. WALDEN. Does it violate the term of the pivot activities
clause?

Mr. ORZA. I'm sorry? The what activities?

Mr. WALDEN. My understanding is that if a player violates the
terms of the pivot activities clause that the contract may be voided.

Mr. ORrzA. I'm sorry, but I don’t know what pivot activity means.

Mr. WALDEN. We are talking about clauses which prohibit activi-
ties which are dangerous.

Mr. OrzA. Well, I'm sorry, but I just did not understand the word
pivoted.

Mr. WALDEN. Well, prohibited activities.

Mr. OrzA. Well, there is a provision in the uniform players con-
tract which tells a player that if you engage in these activities and
you sustain an injury, the club’s obligation to pay you is limited
under certain circumstances set out in the contract.

Mr. WALDEN. Okay. Given that the FDA Commissioner’s state-
ment today that Ephedra poses little or no benefit for athletes, is
it now medically irresponsible for baseball teams to allow its play-
ers to use Ephedra?

Mr. OrzA. Well, I don’t believe that major league baseball teams,
as you say, continue to allow. I believe they have been taken out
of locker rooms and everyone in baseball is telling them that there
really is no reason to take them. They should not take them.

Mr. WALDEN. Then what is wrong with negotiating an agreement
to ban it?

Mr. ORZA. Because the ban is accompanied by an imposition on
their liberty to disagree with us as adults. It is accompanied by
their urine testing to determine whether or not they are honoring
our view of the world. There are a variety of reasons not to have
it.

Mr. WALDEN. Does it happen in other professional sports teams
that have already gone down this road?

Mr. OrzA. Yes, they have.

Mr. WALDEN. And has there been some sort of strike action as
a result of that? Does anyone want to speak to that on the panel?
I mean, how have the other teams that have banned this re-
sponded? I mean, is it that big of a deal?

Mr. BIRcH. Well, from our end, fortunately this is one of the
areas that our players association was pretty much on the same
page with us. They are very concerned about the health and safety
of their players, and when presented with information that sug-
gests that a product is either dangerous and/or provides a competi-
tive advantage, we actually were able to wrap this port of the proc-
ess up in a remarkably short amount of time.

I think that there certainly are issues that have to be addressed
and it may take some time to work out, but we were able to do it
in our case.

Mr. WALDEN. I appreciate that. I guess what has caused me to
become so involved and so trouble by this whole issue of Ephedra
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is that it appears to me that the way the Federal law works today,
somebody really has to get injured and suffer miserably, and then
the FDA has to come in and prove that that was a direct result of
Ephedra.

And yet I think that most of us agree when you look at the inci-
dent reports, when you look at the scientific data, that something
can go horribly wrong in many people’s lives when they take
servings—it’s funny, I have never taken a serving out of a capsule
before, and don’t intend to now.

But when you take this stuff, and I don’t know a lot about pro-
fessional sports, and I admit it, but I have been in greenhouses, be-
cause I have some in my district, and if you never allow a green-
house to vent, everything inside dies. That is the effect of what sci-
entists tell us of what can happen if you exercise and take these
servings.

It’s that your body never is allowed to vent because of the ther-
mogenic reaction. It just heats up and you don’t sweat, and you die,
or you suffer some other problem. And I believe that is what hap-
pened to Steve Bechler, whose parents live in my district.

And I believe that is what happened to Mr. Riggins’ son, and we
ought to do something about it. But in the meantime, my greatest
fear is that there are going to be a lot of innocent people out there
who buy into the claims that are exaggerated and hyped, and who
believe that they can be a little better athlete and maybe make the
team if they just took some of this stuff, and maybe one extra won’t
hurt them, and they end up outside down. I have used up my time.
I think you, Mr. Chairman, for your indulgence.

Mr. STEARNS. From Missouri, Ms. McCarthy is recognized for 5
minutes.

Ms. McCARTHY. Thank you, Mr. Chairman. I want to thank the
panelists for being with us today. And I represent an area in Kan-
sas City that proudly includes the Royals, and the Chiefs, and right
across the State line, NASCAR.

And I know what a boon that is to our economy and to our com-
munity spirit, and so I just want to begin by thanking you for all
that you do to enhance that. I have listened carefully today and I
apologize for missing yesterday, as I had a Hellman and Security
Meeting that I had a conflict with.

And I have two teenage nephews and they love sports and often
go with me to Royals games, and Chiefs games, and NASCAR
races. And I used to be a high school english teacher, and I am
thinking about the message to our children. I appreciate all that
professional sports is trying to do with regard to this particular
issue.

But sports figures are heros or heroines to young people growing
up, and I see that not just in my nephews, but all over. And they
send messages that are cultural and otherwise by their actions and
behaviors.

And basically by allowing any use at all of this particular drug,
one of the messages that is being sent is risk your health for fame.
And it is not unique to sports. The music industry and other celeb-
rities send a similar message when they abuse substances.

But I would like to think that in the sports world where the play-
ers, the performers, the drivers, are heros to our young people. And
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that they would—that they and their owners would not be looking
at the bottom line as much as they would be at America’s future,
and that those sports figures would forego activities that if their
fans thought were okay, because of course this is what makes them
a great player, or a great driver.

This is what I should do, too, and it would stop that kind of mes-
sage. It is very troubling to me to see young people today who are
anorexic because dieting is so important, and weight is so impor-
tant. I think about in my youth that sports figures, while they may
have had troubles, they were perhaps like drinking too much beer.

But not altering their body state to be something that they aren’t
naturally, and so I guess I just wanted any thoughts that you had
on how we in America could go back to the idols of the sports world
in such a way that it really is a positive role model for our young
people coming along as they aspire to similar greatness without
taking artificial means to get there.

To me it is a very troubling message. If you can’t just be what
you are, and you look to substances that are dangerous to change
so that you can be something that you want to be, that is not the
American dream I grew up with.

So I would really love any of you to reflect on that, and how in
your organizations if you are at all thinking about that, and what
steps you might be taking to do that for the young people and for
the future of sports. Thanks.

Mr. GARBER. I will give it a start and I will politely point out
that the Kansas City Wizards play in Arrowhead, a major league
soccer team. It stars with education. It starts with having the time
to spend with your athletes to have them recognize the role that
they play in our society.

Much of that extends then to contractual obligations. Many of
our teams, and the Kansas City Wizards, as the Chiefs, are owned
by Lamar Hunt, and have a contract with their athletes that re-
quire them to make public appearances and to have clinics with
young players, and to go out and spend time with young people.

As it relates to drug abuse, it is having very strict testing pro-
grams. I will point out to the chairman that in major league soccer
that we have even banned the abuse of caffeine, and caffeine is
tested as part of our drug testing program.

It is our view that our athletes need to perform on a level and
should not use stimulants to enhance their abilities. And we are
very strict about that, and we have the benefit to not have a collec-
tive bargaining agreement. Our players are not unionized, and we
are going through that process now, and we are confident that we
will be able to maintain the strict testing program that we have.

When our program was started, we had the ability to take a step
back and learn from the other leagues, and come up with a pro-
gram that we felt would enhance the role that our players have in
their community, and to be clean and to be drug free, and to not
use and/or abuse stimulants, is one way to do that.

I am sure that my colleagues in other sports have many other
things to add to that.

Mr. MANFRED. In my initial remarks, I talked a little bit about
this whole role model phenomenon as one of the concerns that
drove us to develop new policies with respect to the players’ side,
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but it has also carried over into the business side of major league
baseball.

We have a prohibition on any club having a sponsorship arrange-
ment with a manufacturer who makes nutritional supplements
that are on our banned list; the precursors, the Ephedrins, and we
ilid c‘;hat because based on a lot of the concerns that you articu-
ated.

I think the only thing I would add in that regard is that in en-
forcing this sponsorship ban, because of the lack of regulation in
the area of nutritional supplements, like a Federal regulation, it is
a major chore just to figure out what companies are making what
products, and what those products contain in order to enforce this
sponsorship ban.

And again I think it makes the point that this entire supplement
area cries out for a new fresh look as to whether we are regulating
it appropriately.

Mr. MITTEN. I think you raise an excellent point on that. At the
NCAA level, what we do is we directly educate our student ath-
letes, but one of the problems is at the high school level.

There is the pressure to get a scholarship, or if they want to be
a professional athlete, and I have heard on drug test appeals that
a student admits to using it at the high school level. They want to
get that education. They show up for football practice or whatever
and they hear about it, but the damage has already been done in
a lot of instances.

So that’s why I think it is particularly important to have some
regulation of this.

Ms. McCARTHY. Mr. Chairman, I realize that my time has ex-
pired, and could I ask for unanimous consent if there is anyone else
wishing to comment?

Mr. STEARNS. Does anyone else wish to answer her question?

Mr. HELTON. I would simply say that I think all of us agree with
your sentiment about role models and the fact that all of our sports
depend on the character and the characteristics of its athletes to
be role models, because that is what attracts all ages to the sport.

And I think we all take that very seriously beyond just this sub-
stance abuse. I think the actions on the field, or on the race tracks,
our reactions to those actions I think all of us have a great concern
to be very conscious and sincere about the role models that are ath-
letes are.

Mr. BIRCH. And I guess briefly I would add that from the NFL’s
perspective we do feel strongly about that point, and we do think
that frankly a large part of the driver for change in the industry
came as a result of some of the actions that we took, in terms of
banning and making it know that we were banning that substance
when we did.

It is hard to obviously gauge what amount of that might have
been as a result, but certainly it was pointed to as one of the bases
for that type of decision when ultimately it might have become un-
profitable for that company or those companies to continue manu-
facturing those products.

Ms. McCARTHY. Thank you very much, Mr. Chairman.

Mr. STEARNS. The gentlelady’s time has expired. The gentleman
from Massachusetts, Mr. Markey.
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Mr. MARKEY. Thank you, Mr. Chairman. Mr. Orza, you have the
responsibility to protect the health of the players. Yet you say you
won’t take preventive measures as long as Congress has not
banned it.

Well, Congress has a lot of responsibility; to the public health,
to the economy, to the jobs of our constituents. And while I believe
that the Congress should ban this substance, it will not surprise
me if we never do it, because there are lots of important matters
before Congress that we just never seem to reach.

Meanwhile, you, who have only the health of the players to look
after, are abdicating your responsibility to those whose focus is less
exclusive on the players, the people sitting on this panel. And you
are saying when we get around to it, then you will accept the ban,
and of course you will accept the ban because it will be the law of
the Nation.

You don’t abdicate, Mr. Orza, other aspects of baseball to this
committee, and you don’t wait for us to ban the corking of bats,
and you don’t wait for us to make decisions with regard to eligi-
bility of players, or how long the contracts are.

But on this one subject, you say that we are going to leave it to
the Congress, the health of the players. Well, it seems to me that
you are leaving the most important issue to us, and I don’t think
that is a good idea, Mr. Orza.

In other words, I don’t think it is a good idea for the owners to
say that in the farm system where they have authority that these
kids can’t take these dangerous substances, and they go through A
and AA, and AAA ball, but as soon as they leave the farm system,
and go up to the majors, they go from the farm system to the phar-
macies so they can now compete with all the players that you are
representing.

Because these kids have no choice now. They have kind of left
the controls of the owners almost playing the role of parents for
these young men, and saying you should not put these substances
into your body.

And then you say, well, we are going to leave it to these young
men now who are 22, 23, 24, 27, 28, and they are going to make
up their own minds if they want to put this stuff into their bodies,
even though the NFL, and Major League Soccer, and others have
all come to a conclusion based upon obvious evidence that it is dan-
gerous for these young men.

So, Mr. Orza, when is it your responsibility to make these deci-
sions, and when is it that you say that we can’t wait for Congress
anymore because you might be waiting for another 20 years for this
Congress to actually ban this substance.

Mr. OrzA. Despite the numerous areas in the past that we have
agreed on, I am afraid that we are going to have to disagree re-
spectfully with you on this one, Congressman Markey. As I said
earlier, and I think you were out of the room at the time, it is in-
trinsically counter-intuitive to suggest that somehow people who
work at the Player’s Association do not care as much as someone
else about the health of their members.

Our job is to protect their interests, and their interests are much
broader than only their health. They include also their liberty,
their rights, and these are—the Congress made a conscious deci-



227

sion several years ago, and we did not support that decision nec-
essarily, but the Congress made a conscious decision to say the fol-
lowing universe will be composed of food.

And you made certain substances food, and now because you are
in a debate with other Members of the Congress about whether or
not they should continue to be the functional equivalent of food or
should be banned as drugs, you want to say that we may not be
able to change that point of view, but indeed we would like you to
do the following, Mr. Orza, or Mr. Fehr, on behalf of your members.

We would like you to agree to include this substance on the list
of banned substances because it is bad for your members. Is beer
next? Is beer a prohibited substance under our agreement? Because
in fact more ball players have died from beer consumption than
from the consumption of Ephedrine.

Tobacco. There are numbers of people who are receiving survivor
benefits under our pension program because their husbands
smoked.

Mr. MARKEY. My time is going to run out. Let me go to you, Mr.
Manfred, okay? So the issue is in this negotiation, just so I can un-
derstand it, is that you want to ban it. So there is a kind of bad
for baseball clause, or a kind of a doctrine of bad for baseball, and
corked bats fall under that category.

But I guess I would put this under bad for players, although it
is also bad for baseball that some players want to juice themselves
up so that the young kids coming out of the minors who are clean
now have to take it to compete with the players who are taking
these drugs.

So do the interests of these players, these young kids, to make
more money and as a result have to put these bad things in their
bodies, does that trump their health, Mr. Manfred, and how do you
weigh it at the owners association?

Mr. MANFRED. Well, I think that we have had a tremendous con-
cern going back a number of years that there was an incentive in
part because of the economics that surround professional sports for
players to use substances that could be harmful to them in an ef-
fort to make it to the major leagues.

That’s why major league baseball undertook its testing program
at the minor league level. We believed that whatever agreement we
could or could not make at the major league level, that it was in-
cumbent upon us to devote major league baseball’s resources to a
strict testing program in the minor leagues because of the youth
of those players, because of the health issues associated with the
use of some of these substances, and on the theory that if they
couldn’t use it in the minor leagues, they would be less likely to
feel that they needed to use it at the major leave level.

Mr. MARKEY. Well, I hope that the NFL’s example, and Major
League Soccer’s, is followed in Major League Baseball, and I con-
gratulate the owners. I hope that you continue to press, because I
think the long term well-being of these young men is at stake.

We will come back in 40 or 50 years, and we will have old men
complaining about the impact on their body that is a direct result
of taking stuff as young men that they felt that they had to take
because it was legal within a profession, but they had done quite
well without it until after they had left the minor leagues.
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Mr. MANFRED. Well, I appreciate your sentiment and I can tell
you that Commissioner Selig will not allow us to do anything other
than continue to press on this issue. Thank you.

Mr. MARKEY. Thank you.

Mr. STEARNS. The gentleman’s time has expired, and I think we
have finished with the first panel, and I want to thank them. You
are excused, and we bring up the second panel.

[Brief recess.]

Mr. GREENWOOD. The meeting will come to order. Welcome Com-
missioner McClellan, and welcome Director Beales. We thank you
for being here. Let me officially introduce the Honorable Mark
McClellan, M.D., Ph.D., as the Commissioner of the Food and Drug
Administration; and Mr. J. Howard Beales, III, as the Director of
the Bureau of Consumer Protection, Federal Trade Commission.
We thank you both for being here.

We apologize in advance for the pounding that you hear upstairs.
It is some sort of progress no doubt, and will probably continue
until just about when the hearing is finished.

You gentlemen both are aware that when the oversight inves-
tigations subcommittee holds hearings that we take testimony
under oath, and so I need to ask if either of you object to giving
your testimony under oath. I am sure that you do not.

I also need to inform you that pursuant to our rules, you are en-
titled to be represented by counsel. Do either of you request to be
represented by counsel? I assume not. Then if you would stand and
raise your right hands.

[Witnesses sworn.]

Mr. GREENWOOD. You are both under oath, and we will begin
with Commissioner McClellan. You are recognized and again, wel-
come, and thank you for joining us, and you have 10 minutes for
your opening statement.

TESTIMONY OF HON. MARK B. McCLELLAN, COMMISSIONER,
FOOD AND DRUG ADMINISTRATION; AND J. HOWARD
BEALES III, DIRECTOR, BUREAU OF CONSUMER PROTEC-
TION, FEDERAL TRADE COMMISSION

Mr. McCLELLAN. Thank you, Mr. Chairman. It is a real pleasure
to appear before your subcommittees about the FDA’s recent ac-
tions related to dietary supplements containing ephedra or ephed-
rine alkaloids.

I am going to be talking about ephedra in particular, but I mean
this whole class of substances. I am pleased to be here with my col-
league, Howard Beales, from the FTC, with whom we have worked
increasingly close to enforce the law against dietary supplement
manufacturers who make misleading claims about their products.

I have been at the FDA for about 8 months, and there are many
urgent public health priorities that the agency needs to work effec-
tively and creatively to address. Among my top priorities have been
taking effective regulatory action on dietary supplements con-
taining ephedra and increasing enforcement actions against dietary
supplements making bogus claims about their benefits or risks that
are not based on sound science.

As part of this process, we are now in the midst of an ongoing
review of ephedra, and we have also taken significant new steps to
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restrict the marketing and sales of ephedra. We must take all these
actions under the unique authorities given to the FDA to regulate
dietary supplements as part of the DSHEA legislation of 1994.

Under the Dietary Supplement, Health, and Education Act,
DSHEA, Congress defined the term dietary supplement as a prod-
uct that among other things is ingested, is intended to supplement
the diet, is labeled as a dietary supplement, is not represented as
a conventional food, or is the sole item of a meal or a diet, or con-
tains a dietary ingredient.

This is a large and diverse set of products that includes vitamins,
minerals, amino acids, enzymes, and herbs, and botanicals, as well
as their metabolites, concentrates, and extracts.

Dietary supplements are found in many forms, such as tablets,
capsules, liquids, bars, and they are used by most Americans. Most
dietary supplements don’t raise significant safety concerns and in
certain cases they have even been demonstrated to have benefits.

That said, there are two common misperceptions that consumers
need to be aware of in order to use dietary supplements wisely.
First, although dietary supplements look similar to over the
counter drug products in their packaging, and they may be located
in stores next to OTC products, they are not subject to the same
standards as drug products.

Second, simply because dietary supplements are touted as having
natural ingredients, that does not mean that they have a natural
effect on the body or that they are safe and effective for all uses.
Ephedra has been shown to contain various chemical stimulants
that act on the body like a shot of adrenaline.

The concentrations of these stimulants in a product depend upon
many factors, such as the particular type of plant used in the pro-
duction methods, especially the extent to which concentrated
ephedra is used.

Ephedrine and pseudoephedrine are used in certain over-the-
counter and prescription drugs, where they have been regulated as
drugs, and demonstrated to be safe and effective for the labeled
short term or occasional use.

In addition, ephedra has been used in herbal medicine prepara-
tion for thousands of years. In recent years, ephedra has been mar-
keted widely for weight control and for enhancing athletic perform-
ance, and in some cases is being used as an illicit street drug alter-
native.

Many of these products contain other stimulants, such as caf-
feine, that have synergistic effects, and that scientifically would be
expected to increase the potential for adverse effects. A number of
adverse effects, including dizziness, nausea, vomiting, anxiety, high
blood pressure, rapid heart rate, can unquestionably be caused by
ephedra use.

Other less common, but more serious adverse events, including
heart attacks, strokes, seizure, and death, have been reported to
the FDA in association with the use of ephedra-containing prod-
ucts.

The agency’s history in reviewing ephedra under DSHEA is sub-
stantial. In summary, the agency has long-standing concerns about
potential risks associated with ephedra. Based on adverse event re-
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ports and other consumer complaints, in the mid-1990’s the agency
proposed restricting access to ephedra.

This regulatory action was largely halted after criticism that the
statute required the FDA to prove that ephedra presented a signifi-
cant or unreasonable risk as labeled, and that a limited number of
spontaneous adverse event reports alone were insufficient to sup-
port the proposed regulatory action.

When I arrived at the FDA last year the agency was engaged in
several efforts to compile the most comprehensive scientific infor-
mation possible about the risks and benefits of ephedra products.

Specifically, the agency had been able to gain access to signifi-
cant additional adverse event information from manufacturers of
ephedra. Although mandatory reports on adverse events is a major
way in which the FDA gets information about potential problems
involving drugs, nothing in the law requires dietary supplement
manufacturers to provide such reports to us.

These adverse event reports were provided to the Rand Corpora-
tion under a contract with the National Institutes of Health as part
of a comprehensive review of adverse events, as well as all other
recent evidence on ephedra.

In addition, the agency had taken steps to gain access to existing
clinical data from trials that had been conducted by Drs. Boozer
and Daly at the request of specific manufacturers.

These clinical studies included the longest follow-up of patients
or people taking ephedra, versus alternative treatment for weight
loss in a controlled trial setting, and have been cited by some as
evidence of ephedra safety.

Yet, under the law, the FDA had no power to obtain access to
this important underlying data. Successfully gaining access to both
the adverse event reports and the Boozer-Daly study, gives the
agency a complete basis for evaluating ephedra’s safety. That is, as
a complete basis as is possible under or using available evidence
to evaluate ephedra’s safety.

On February 28, Secretary Tommy Thompson and I announced
the conclusions from that comprehensive Rand review of the evi-
dence on ephedra’s risks and benefits. In evaluating the potential
benefits of ephedra, the Rand Report found only limited evidence
of effect of short term weight loss and minimal evidence of any ef-
fect on sports performance enhancement.

Also, Rand concluded that ephedra is associated with higher
risks of mild to moderate side effects, especially when taken with
other stimulants. Moreover, in the review of some 15,000 adverse
event reports, two deaths were revealed, four heart attacks, nine
strokes, one seizure, and five psychiatric cases, in which the
records appeared thorough, and no other contributing factors were
identified.

Rand called such cases sentinel events, and the study recognized
that such case studies are a limited form of scientific evidence. The
study also identified other such events potentially associated with
ephedra, in which other factors may have contributed to the ad-
verse events, or in which the records were inadequate.

In addition to the results of the Rand review, agency experts are
currently evaluating data from the Boozer-Daly studies and the
agency requested that outside experts also review that data.
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As you may be aware these outside experts raised some concerns
about the limitations of the study design for demonstrating
ephedra’s safety. In addition the expert reviewers pointed out con-
cerns about the significant increase in blood pressure and heart
rate in the ephedra group relative to the controls.

The agency review of these data is ongoing. In February when
we announced the results of the Rand review and announced a re-
opening for public comment on FDA’s previous proposed regulation
of ephedra in light of all of the additional evidence on its risks and
benefits, we also proposed a strong warning label for any ephedra
product that continues to be marketed.

These changes would make it clear to users via a black box
warning on the front of the product, as well as additional product
labeling, that serious adverse events and death have been reported
after using ephedra and that the risk of adverse events are particu-
larly high with strenuous exercise, and with the use of stimulants,
including caffeine, and for people with a range of common health
problems like heart disease and high blood pressure.

In addition the agency sought comments on whether ephedra
should be considered adulterated in the event it presents a signifi-
cant or unreasonable risk of injury at the recommended level of use
on the label, the DSHEA standard for which there has yet to be
an application.

We also discussed the need for additional relevant evidence on
ephedra’s safety based on the FDA’s more extensive pharma-
ceutical regulation of synthetic ephedrine, which is identical to the
main active ingredient in ephedra, and which has not been associ-
ated with the same volume of adverse events.

We are currently in the process of analyzing over 16,000 public
comments that we received earlier this year. Because we are en-
gaged in a deliberative process in our rulemaking, I can’t discuss
the specifics of that process or the anticipated outcome.

I do want to be clear about one thing. We are working expedi-
tiously to take effective action in the interests of public health
based on the best possible scientific evidence, and the fullest au-
thorities available to us under the law.

Along with this regulatory process for ephedra, in recent months
the FDA has dramatically increased its enforcement actions
against ephedra products making false or misleading claims.

These actions, many of which have been undertaken in collabora-
tion with the Federal Trade Commission, are having a real impact
on the marketing of ephedra. At the core of FDA’s effort is its com-
mitment to enhance the legitimate manufacture, sale, and use of
dietary supplements while maintaining a zero tolerance for fraudu-
lent product claims and other illegal practices.

Achieving these goals relies on many strategies, including co-
operation and coordination with other Federal, State and inter-
national law enforcement agencies, in protecting consumers against
unapproved and potentially harmful products.

First, based on the conclusion of the Rand review, warning let-
ters were sent to over two dozen ephedra manufacturers chal-
lenging them to remove unproven claims, with a particular focus
on athletic performance enhancement claims.
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As a result of FDA’s enforcement actions, all but one of these
products are no longer being marketed for sports use, and we are
pursuing further enforcement action against the one remaining
firm.

We are also supporting FTC’s actions against overblown and un-
substantiated weight loss claims in ephedra advertising. Since per-
formance enhancement and weight loss are the two principal ways
in which ephedra has been marketed, the impact of these enforce-
ment actions has been substantial.

On March 31 of this year the agency also initiated additional en-
forcement actions against eight manufacturers of products that
were being marketed as street drug alternatives. These products
which were labeled to affect psychological states are not intended
to supplement the diet.

They are intended for recreational purposes, to get high. We will
continue to vigorously enforce the law against those who would
market ephedra or other supplements as alternatives to street
drugs.

As the tragic deaths of Baltimore Oriole’s pitching prospect Steve
Bechler, and 16 year old high school football player Sean Riggins,
have reminded all of us that the use of ephedra even for weight
loss continues to raise important concerns about safety.

Our science-based safety concerns stem from both the pharmaco-
logic mechanism of action of ephedra and accumulating evidence of
potentially serious adverse events with the use of ephedra-con-
taining products.

Mr. Chairman, as you know, many of the sports leagues that tes-
tified today regarding their concerns about the use of ephedra
share the concerns that we have. Many of these leagues have al-
ready taken action to restrict ephedra use by their players.

I applaud them for doing so. These actions are prudent. Although
we have not yet completed the procedures required under our stat-
ute for determining whether ephedra presents a significant or un-
reasonable risk for the general population, we have repeatedly
made clear that we have a high level of concern about the risks of
ephedra for persons engaged in strenuous exercise.

Let me repeat. Ephedra acts like an adrenalin boost, stressing
the heart, raising blood pressure, and increasing metabolism, so its
risks are potentially much more serious for competitive athletes
than for the general population.

Moreover the stimulating effects of ephedra may mask the signs
of fatigue, causing even the most well-conditioned athletes to push
beyond their physical limits. These clear risks, coupled with the
fact that ephedra has no proven benefit for sports performance,
means that ephedra should not be used by people engaged in stren-
uous exercise and that includes professional athletes.

Mr. Chairman, thank you for inviting me to participate in your
joint hearing, and I would be happy after Mr. Beales’ opening
statements to take any questions that you may have.

[The prepared statement of Hon. Mark B. McClellan follows:]
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PREPARED STATEMENT OF MARK B. MCCLELLAN, COMMISSIONER, FOOD AND DRUG
ADMINISTRATION, DEPARTMENT OF HEALTH AND HUMAN SERVICES

INTRODUCTION

Thank you, Mr. Chairman for this opportunity testify before your Subcommittees
at this joint hearing on ephedrine alkaloid containing dietary supplements.

BACKGROUND ON REGULATION OF DIETARY SUPPLEMENTS

More than half of the population of the United States uses “dietary supplements.”
The Dietary Supplement Health and Education Act of 1994 (DSHEA) (P.L. 103-417)
set up a unique regulatory framework in an attempt to strike the right balance be-
tween providing consumers access to dietary supplements that they may choose to
use to help maintain and improve their health, and giving FDA the necessary regu-
latory authority to take action against supplements or supplement ingredients that
present safety problems, have false or misleading claims, or are otherwise adulter-
ated or misbranded. Although dietary supplements are generally regulated as foods,
there are special statutory provisions and implementing regulations for dietary sup-
plements that differ in some respects from those covering “conventional” foods.
Moreover, the regulatory requirements for dietary supplements also differ from
those that apply to drug products (prescription and over-the-counter).

Congress defined the term “dietary supplement” as a product that, among other
things, is ingested, is intended to supplement the diet, is labeled as a dietary sup-
plement, is not represented as a conventional food or as a sole item of a meal or
the diet, and contains a “dietary ingredient.” The “dietary ingredients” in these
products may include vitamins, minerals, herbs or other botanicals, amino acids,
and dietary substances such as enzymes. Dietary ingredients also can be metabo-
lites, constituents, extracts, concentrates, or combinations of the preceding types of
ingredients. Dietary supplements may be found in many forms, such as tablets, cap-
sules, liquids, or bars. DSHEA placed dietary supplements in a special sub-category
under the general umbrella of “foods,” but products that meet the drug definition
are subject to regulation as drugs.

LABELING OF DIETARY SUPPLEMENTS

Under the Federal Food, Drug, and Cosmetic (FD&C) Act and FDA’s imple-
menting regulations, the label of a dietary supplement must bear a statement of
identity (product name) that identifies the product as a dietary supplement; nutri-
tion information in the form of a Supplement Facts panel; a list of any ingredients
not listed in the Supplement Facts panel; the name and address of the manufac-
turer, packer, or distributor; and the net quantity of contents. In addition, if the la-
beling includes a claim to affect the structure or function of the body, a claim of
general well-being, or a claim of a benefit related to a classical nutrient deficiency
disease, the product must also bear a disclaimer stating that FDA has not evaluated
the claim and that the product is not intended to diagnose, treat, cure, mitigate, or
prevent any disease.

Products containing ephedrine alkaloids have unusual features and present com-
plex regulatory issues. If the product is a botanical, it may meet the definition of
a dietary supplement regulated under DSHEA. On the other hand, if it contains
synthetic ephedrine, that ingredient and other synthetic ephedrine alkaloids (includ-
ing pseudoephedrine) are regulated as drugs, which are only marketed for indica-
tions where safety and effectiveness have been demonstrated. Synthetic ephedrine
and pseudoephedrine are available as components of various over-the-counter and
some prescription drug products for treating allergies, asthma, nasal congestion, and
related upper respiratory symptoms. None of these drug products include other
ephedrine alkaloids, caffeine, or other stimulants that may interact with their ef-
fects. Synthetic ephedrine drug products are subject to stringent manufacturing, la-
beling, and dosing requirements. There are no synthetic ephedrine drug products
approved for long-term use. Some dietary supplements have been found to contain
synthetic ephedrine and FDA has taken enforcement action against their use. Nev-
ertheless, synthetic ephedrine poses serious law enforcement and public health chal-
lenges, which are beyond the scope of this testimony.

ADVERSE EVENT REPORTING

DSHEA’s regulatory framework is primarily a postmarket program like the bulk
of food regulation. Thus, as with most foods, there is no requirement for manufac-
turers to provide evidence of product safety to FDA prior to marketing ephedra-con-
taining dietary supplements. In contrast, drug regulation involves an extensive pre-
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market evaluation of safety and effectiveness with explicit standards of evidence.
This evidence provides a basis to guide not only approval decisions but also condi-
tions of use to manage benefits and risks. In addition, there are post-market report-
ing requirements for drugs to support product safety monitoring. These require-
ments do not exist for dietary supplements.

As a result, voluntary adverse event reports (AERs) are the primary means FDA
has for identifying potential safety problems with dietary supplements. Under
DSHEA, FDA must rely on AERs as a major component of its post-market regu-
latory surveillance efforts under DSHEA. Also, unlike drug regulation, FDA cannot
compel reporting of adverse events by dietary supplement manufacturers.

FDA’s Center for Food Safety and Applied Nutrition (CFSAN) has recently put
in place the CFSAN Adverse Event Reporting System (CAERS) to monitor adverse
event reports on food, cosmetics and dietary supplement products. CAERS includes
a comprehensive single computerized system that captures and analyzes all reports
of consumer complaints and adverse events related to CFSAN-regulated products.
This state-of-the-art system started collecting reports after June 15, 2003, and com-
bines all existing CFSAN adverse event-reporting systems and logs reports into one
portal within CFSAN.

DIETARY SUPPLEMENTS CONTAINING EPHEDRINE ALKALOIDS

A number of plant genera, including ephedra, are known to contain ephedrine
alkaloids. Ma huang is a common name given to Chinese Ephedra, which is used
in traditional Chinese medicine. Ephedra has been shown to contain various chem-
ical stimulants, including the alkaloids ephedrine, pseudoephedrine and
norpseudoephedrine, as well as various tannins and related chemicals. The con-
centrations of these alkaloids depend upon many factors, such as the species, parts
of the plant used, time of harvest, growing location, and production methods. Ephed-
rine and pseudoephedrine are used in some over-the-counter and prescription drugs,
where they have been demonstrated to be safe and effective for the labeled use.
Many of these stimulants have known, and potentially serious, side effects. While
ephedra has been used in herbal medicine preparations for thousands of years, in
recent years ephedra has been sold primarily in dietary supplement products for
weight control, as well as in products promoted to boost energy levels or to enhance
athletic performance. Some ephedra-containing products have been marketed as al-
ternatives to illicit street drugs. Ephedra-containing products often contain other
stimulants, such as caffeine, that may have synergistic effects and increase the po-
tential for adverse effects.

A number of adverse effects associated with ephedrine alkaloid-containing dietary
supplements have been reported to FDA. These include elevated blood pressure,
rapid heartbeat, nerve damage, muscle injury, and psychosis and memory loss. More
zerio}?s effects have also been reported, including heart attack, stroke, seizure and

eath.

As the tragic deaths of the Baltimore Orioles’ pitching prospect Steve Bechler and
of Sean Riggins, the sixteen year old from Illinois have reminded us, use of ephedra,
particularly in sports, raises serious concerns about safety and has long posed dif-
ficult issues for health care professionals, regulators, and for consumers. These con-
cerns stem from both the mechanism of action of ephedrine alkaloids on the sympa-
thetic nervous system, and accumulating evidence of potentially serious adverse
events after use of ephedra-containing products.

While there has been considerable debate about the safety and effectiveness of di-
etary supplements like ephedra, as well as the most effective approach to regulating
them, one thing is clear: Although dietary supplements are regulated as foods and
not drugs, the consumer should not assume they are always safe to use. “Natural”
does not necessarily mean safe. In particular, botanical and herbal products may
have active ingredients with pharmacologic properties similar to, or in the case of
ephedra identical to, drug products.

USE OF EPHEDRA BY ATHLETES

I want to take this opportunity to applaud the National Football League, National
Collegiate Athletic Association, and the International Olympic Committee for ban-
ning the use of ephedra by their players. Although FDA is reviewing ephedrine
alkaloids under DSHEA to assess the safety concerns, FDA has particular concerns
about the use of ephedra by persons engaged in strenuous exercise. A recent study
by RAND, discussed in more detail below, concluded that ephedra has minimal if
any proven benefit for enhancing sports performance. Yet ephedra acts like an
adrenaline boost, stressing the heart, raising blood pressure, and increasing metabo-
lism. Moreover, the stimulating effects of ephedra may mask the signs of fatigue,
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causing even the most well conditioned athletes to push beyond their physical lim-
its. Thus, ephedra’s risks are potentially much more serious for competitive athletes
than for the general population. As FDA has said before, ephedra should not be
used by people who engage in strenuous activity.

Because of the special risks of ephedra use in athletes, I believe that the sports
leagues that have acted to restrict ephedra use are making a prudent decision. Even
as the Agency evaluates the safety of ephedra use in the population more generally,
including its use for weight loss, I have clearly and repeatedly indicated that
ephedra poses special risks in the context of sports performance with little or no
identified benefit for athletes.

FDA’S RULEMAKING ON EPHEDRINE ALKALOIDS

Right now, the Agency’s professional, scientific and legal staffs are working hard
to address the extraordinary challenges presented by these products. The regulatory
actions in process now have several major components. Earlier this year, the Agency
published a Federal Register notice seeking comment on proposed warning label for
ephedra-containing dietary supplements. These changes would make it clear to
users, via a black-box warning on the front of the product, as well as additional in-
formation elsewhere in the product labeling, that serious adverse events and death
have been reported after using ephedra, and that risks of adverse events are par-
ticularly high with strenuous exercise and/or use of stimulants including caffeine.
In addition, the Agency reopened the comment period on its 1997 proposed rule on
dietary supplements containing ephedrine alkaloids. There is now considerably more
evidence available on ephedra’s risks and benefits than when the proposed rule was
published. In its recent Federal Register notice, FDA announced that it was seeking
comments from health professionals, the supplement industry, and the general pub-
lic on any additional data on ephedra’s safety, so that we can acquire the most com-
plete picture possible of the product’s potential risks, as a basis for appropriate fur-
ther regulatory action.

Our Federal Register announcement also sought comments on whether, in light
of current information, FDA should determine that dietary supplements containing
ephedrine alkaloids present a significant or unreasonable risk of illness or injury
under the conditions of use recommended or suggested in labeling or under ordinary
conditions of use if the labeling is silent. In FDA’s view, “unreasonable risk” implies
a risk-benefit calculus. Such a calculus should examine the best available scientific
evidence and take it into account in assessing whether the product’s known or sus-
pected risks outweigh its known or suspected benefits. The “sentinel” events identi-
fied by RAND, coupled with the adverse event information we have collected at the
Agency and our knowledge of ephedra’s pharmacology and mechanism of action,
haif{e all raised serious concerns about whether ephedra use poses an unreasonable
risk.

By undertaking these regulatory actions and seeking public comments on these
issues, our intent is to give DSHEA the meaning in practice that many of its sup-
porters say it should have, by clarifying that public health authorities can use the
standard in the law to determine whether a product poses unreasonable, albeit un-
certain, safety risks and then take appropriate regulatory or enforcement action. We
are establishing an up-to-date public record for further, legally sustainable actions
based on the latest scientific evidence. We are currently in the process of analyzing
the over 16,000 public comments we received earlier this summer. We are in the
final stages of our deliberative review related to finalizing our rule, so I cannot dis-
cuss the specifics of that process or the anticipated outcome. However, I want to em-
phasize that we are committed to moving forward expeditiously to make a deter-
mination that is well grounded in all available scientific evidence and that is protec-
tive of the public health in accordance with DSHEA.

While we are undertaking these regulatory procedures, under my leadership, the
Agency has dramatically increased its enforcement actions against ephedrine alka-
loids and other dietary supplement products making false or misleading claims.
These actions, many of which have been undertaken in collaboration with the Fed-
eral Trade Commission (FTC), are having an impact on the marketing of dietary
supplements in general and ephedra in particular.

ENFORCEMENT ACTIONS

At the core of FDA’s enforcement efforts is our commitment to enhance the legiti-
mate manufacture, sale, and use of dietary supplements while enforcing the law ag-
gressively against fraudulent product claims and other illegal practices. Achieving
these goals relies on a number of strategies, including cooperation and coordination
with other Federal, state, and international law enforcement agencies in protecting
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consumers against unapproved and potentially harmful products offered by Internet
outlets, some of which are based abroad.

With a mutual goal of consumer protection, FDA and FTC formed a Dietary Sup-
plement Enforcement Group to closely coordinate their enforcement efforts against
health care fraud. In addition, FDA and FTC chair an interagency health fraud
steering committee that meets regularly to coordinate activity on these issues. The
workgroup currently includes Federal agencies in the U.S. and Canada. Mexico has
been invited to join the group. As part of its effort to curb Internet health fraud,
FDA has conducted several “surfs” to identify fraudulent marketing of health care
products over the Internet. These actions were carried out in partnership with the
FT(? ril)nd other law enforcement and public health authorities in the United States
and abroad.

SPORTS USES OF EPHEDRA

On February 28, 2003, based on the conclusions of the RAND study, FDA warned
26 firms to cease making unproven claims that ephedrine-containing dietary supple-
ments enhance athletic performance. The actions were primarily a result of the
Agency’s surveillance of the firms’ websites. Fourteen of the firms responded to the
warning letters by discontinuing the product or the claim. The remaining twelve
firms were inspected by FDA. Of those twelve inspected firms, all but one either
discontinued the product or the objectionable claims. Investigation for consideration
of regulatory action against the remaining firm is ongoing. Since performance en-
hancement was one of the two principal ways in which ephedra has been marketed,
the impact of these warning letters has been substantial. As a result of FDA’s en-
forcement actions, all but one of these products are no longer being marketed for
sports enhancement.

Street Drug Alternatives

In September 2002, FDA became aware of the tragic death of Sean Riggins, the
16-year-old high school football player who had taken the product, Yellow Jackets.
One source of the product was found to be a distributor in the Netherlands, which
promoted the product on the Internet as an alternative to street drugs. The product
was manufactured by NVE Pharmaceuticals in New Jersey.

Yellow Jackets capsules and Black Beauties capsules, another NVE product at the
time, were both “street” terms for controlled substances, and are sold as herbal
street drug alternatives. These products are labeled to contain ephedra extract and
other herbal ingredients, including kola nut extract, a source of caffeine. Their sale
as a substitute for controlled substances is illegal. FDA issued a Cyber Letter to Mr.
Xoch Linnebank, Sjamaan Internet Department, The Netherlands, on October 4,
2002, regarding the sale of Yellow Jackets into the United States and placed the
company’s products on import alert on October 7, 2002.

On October 8, 2002, FDA attempted to inspect NVE Pharmaceuticals, the manu-
facturer of Yellow Jackets and Black Beauties. NVE refused to allow the inspection
and on October 11, FDA and the U.S. Marshal’s Service returned to NVE under a
limited administrative inspection warrant. Although NVE refused to provide access
to batch records and complaints during the October inspection, FDA obtained suffi-
cient evidence to support an additional warrant. In January 2003, FDA and the U.S.
Marshal’s Service returned to NVE under a comprehensive inspection warrant and
obtained both records and complaints. FDA witnessed the firm’s voluntary destruc-
tion of both “street drug-alternative” products with a retail value of between $4 and
$5 million.

After NVE stopped marketing Yellow Jackets and Black Beauties, they began
marketing Yellow Swarm and Midnight Stallion as replacement products. These
products appear to be almost identical in formulation and appearance, but they no
longer bear street drug names or claims—yet safety issues associated with these
types of products remain.

On March 31, 2003, FDA also took new enforcement action against firms mar-
keting street drug alternative products, some of which contained ephedra or other
sources of ephedrine. FDA sent warning letters to eight firms, again based primarily
on an investigation of the firms’ websites. The investigation revealed that the firms
sold products for “recreational” purposes with claims to produce such effects as eu-
phoria, a “high” or hallucinations. As with Yellow Jackets and Black Beauties, these
street drug alternatives are not dietary supplements under the legal definition, be-
cause they are not intended to supplement the diet. These eight letters went to
manufacturers of products that contain the drugs ephedrine or norephedrine hydro-
chloride labeled as dietary supplements for use in weight loss, suppression of appe-
tite and enhanced libido. The majority of the firms stopped selling these products
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or removed the street drug alternative claims for these products. We are currently
working to assure that all of the firms are brought into full compliance.

DIETARY SUPPLEMENT GOOD MANUFACTURING PRACTICES

Another important arm of FDA’s regulatory and surveillance activities to help en-
sure the safety of dietary supplement products is improving product quality and
consistency. DSHEA gave FDA the authority to promulgate regulations for dietary
supplement good manufacturing practices (GMPs).

Examples of product quality problems the GMPs will help prevent are: super-
potent, subpotent, wrong ingredient, drug contaminant, other contaminant (e.g., bac-
teria, pesticide, glass, and lead), color variation, tablet size or size variation, under-
filled containers, foreign material in a dietary supplement container, improper pack-
aging, and mislabeling.

On March 7, 2003, FDA announced proposed rules to establish GMPs and labeling
standards for dietary supplements. FDA’s proposed rule, if adopted as proposed,
would establish GMPs to help reduce risks associated with adulterated or mis-
branded dietary supplement products. FDA is soliciting comments from the public
and industry on this proposal. Written comments will be received until August 11,
2003.

The proposed rule would:

* Establish industry-wide standards necessary to ensure that dietary supplements
are manufactured consistently as to identity, purity, quality, strength, and com-
position.

e Include requirements on the design and construction of physical plants that facili-
tate maintenance, cleaning, and proper manufacturing operations, for quality
control procedures, for testing final product or incoming and in process mate-
rials, for handling consumer complaints, and for maintaining records.

* Apply to all firms that manufacture, package, or hold dietary ingredients or die-
tary supplements, including those involved with testing, quality control, pack-
aging and labeling, and distributing them. The proposed regulations also would
apply to both domestic firms and foreign firms that manufacture, package, or
hold dietary ingredients and dietary supplements for distribution into the U.S.

FDA EFFORTS TO OBTAIN SCIENTIFIC DATA

In order to acquire the best available scientific data to support its regulatory deci-
sions relating to ephedra, the Agency has undertaken numerous credible and appro-
priate steps to gain access to information, in the form of adverse event information,
clinical studies, and other scientific reviews that could be helpful in evaluating the
safety concerns identified by AERs associated with dietary supplements containing
ephedrine alkaloids. These successful efforts have put the Agency in a better posi-
tion to make meaningful science-based decisions about these products. In particular,
FDA has sought unredacted complaints from Metabolife as well as the raw data
from the six-month Boozer Daly study that was conducted at the request of the
makers of dietary supplements containing ephedra.

On February 28, 2003, Secretary Tommy Thompson and I held a press conference
and announced the conclusions from the RAND study, commissioned by the Na-
tional Institutes of Health, which reviewed recent evidence on the risks and benefits
of ephedra and ephedrine based on the adverse events reports provided by
Metabolife. In evaluating potential benefits of ephedra, the RAND report found only
limited evidence of an effect of ephedra on short-term weight loss, and minimal evi-
dence of an effect on performance enhancement in certain physical activities. Also,
the RAND study concluded that ephedra is associated with higher risks of mild to
moderate side effects such as heart palpitations, psychiatric and upper gastro-
intestinal effects, and symptoms of autonomic hyperactivity such as tremor and in-
somnia, especially when it is taken with other stimulants. Moreover, its review of
some 16,000 adverse event reports revealed two deaths, four heart attacks, nine
strokes, one seizure, and five psychiatric cases involving ephedra in which the
records appeared thorough and no other contributing factors were identified. RAND
called such cases “sentinel events,” because they may indicate a safety problem but
do not prove that ephedra caused the adverse event. The study recognized that such
case studies are a limited form of scientific evidence. The study also identified other
adverse events potentially associated with ephedra, in which other factors may have
contributed to the adverse events or in which records were inadequate.

The RAND review, along with the data provided to the Agency by Drs. Boozer and
Daly from their controlled clinical study of ephedra use are being reviewed by the
Agency and its outside experts, along with the adverse event information the Agen-
cy has received in its own CAERS. All three of FDA’s outside reviewers of the Booz-
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er Daly weight loss study have raised serious concerns about that study’s ability to
prove the safety of dietary supplements containing ephedra.

At this time, we have amassed a significant data set and conducted substantial
analyses on ephedrine alkaloids. This data set includes AERs from FDA’s Medwatch
and from Metabolife as well as detailed assessments by Agency experts and outside
experts at RAND that have identified ephedra as an ingredient of particular con-
cern. But as the General Accounting Office and the Rand report have noted, AERs
alone in this context are sentinel events indicative of a potential safety problem, but
are not enough alone to make an empirical, scientific determination with a high de-
gree of statistical confidence that ephedra causes serious adverse events. In addi-
tion, our careful review of the Boozer Daly study and underlying data have raised
additional significant concerns about the empirical effects of ephedra. At this point,
we are in the final stages of our deliberative review related to finalizing our rule,
so while I cannot get into the specifics of that process or the anticipated outcome,
I want to emphasize that we are moving forward as expeditiously as possible to
make a determination that is well grounded in the scientific evidence we have and
that is protective of the public health in accordance with DSHEA. Meanwhile, under
my leadership the Agency will continue to use all available resources to target our
limited enforcement resources on false and misleading dietary supplement claims
among other top priorities.

Mr. Chairman, thank you for this opportunity to testify. I am happy to answer
your questions.

Mr. GREENWOOD. Thank you, Commissioner. Thank you very
much.
Mr. Beales, you are recognized for your opening statement.

TESTIMONY OF J. HOWARD BEALES III

Mr. BEALES. Thank you very much, Mr. Chairman and members
of the subcommittees. I am really pleased to have this opportunity
to provide information about our efforts to ensure the truthfulness
and accuracy of marketing for dietary supplements, including
weight loss products and other supplements containing ephedra.

As you know the Commission has the authority to challenge de-
ceptive and unsubstantiated claims made about a wide range of
products, including dietary supplements. Over the past decade we
filed more than 90 law enforcement actions challenging false or un-
substantiated claims about the efficacy or safety of a wide variety
of supplements.

In December of last year, we announced a joint enforcement ini-
tiative with the FDA to attack false and unsubstantiated claims for
dietary supplements. Since then, we have enjoined deceptive claims
for more than a billion dollars in health care products, most of
which were dietary supplements.

Three of these law enforcement actions have involved ephedra
products marketed for weight loss. We have also previously chal-
lenged misleading claims for other ephedra products marketed for
body building as energy boosters, and as alternatives to street
drugs, such as Ecstacy.

Our enforcement efforts involving ephedra products have tar-
geted two main concerns. First, do the ads make unqualified safety
or no side effects claims. As the recent Rand report discusses, un-
qualified safety claims for ephedra products are clearly not sup-
ported by the evidence.

We view such claims as extremely serious violations. Second, we
looked to see if the ads make exaggerated weight loss claims, like
lose 70 pounds in 8 weeks, or use of a product that causes very
rapid and substantial weight loss by reducing fat absorption by 76
percent.
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Again, the Rand report concludes that existing scientific evidence
on the efficacy of ephedra supplements for weight loss supports
only a modest claim of maybe a half-a-pound per week for up to
4 to 6 months.

In those cases that involve unsubstantiated safety claims our or-
ders have required strong disclosure warnings about safety risks in
future advertising and in labeling. I want to emphasize that in all
of our dietary supplement cases, and particularly in cases raising
safety concerns, we worked closely with the FDA and received ex-
cellent support from them.

The FDA has both the expertise and the principal statutory au-
thority to oversee the safety of dietary supplements. We view our
activities on supplement safety as playing an important supporting
role to FDA’s more comprehensive efforts to ensure the safety of
diet supplements.

Although we have always worked closely with the FDA staff,
since last December, we expanded our cooperation within the area
of nutrition and health. The results of our efforts include the first
two dietary supplement cases that were subject to simultaneous
FTC and FDA enforcement actions.

In conclusion, I would like to thank the subcommittee for focus-
ing attention on this important consumer health issue, and for giv-
ing the Federal Trade Commission an opportunity to discuss its
role.

We look forward to working with the subcommittee on initiatives
concerning our dietary supplement programs, and our activities in-
volving weight loss product marketing, and I look forward to an-
swering your questions.

[The prepared statement of J. Howard Beales III follows:]

PREPARED STATEMENT OF J. HOWARD BEALES, III, DIRECTOR, BUREAU OF CONSUMER
PROTECTION, FEDERAL TRADE COMMISSION

Mr. Chairman and members of the Subcommittees, I am Howard Beales, Director
of the Bureau of Consumer Protection, Federal Trade Commission (“FTC” or “Com-
mission”).! The Commission is pleased to have this opportunity to testify about our
efforts to ensure the truthfulness and accuracy of marketing for dietary supple-
ments, including weight loss products and other supplements containing the herbal
ingredient, ephedra. I 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 market-
place. As part of this mission, the Commission has a longstanding and active pro-
gram to combat fraudulent and deceptive advertising claims about the benefits or
safety of health-related products, including dietary supplements.2 The dietary sup-
plement industry encompasses a broad range of products, from vitamins and min-
erals to herbals and hormones, and represents a substantial segment of the con-
1sumer healthcare market. Industry sales for 2001 were estimated to be $17.7 bil-
ion.3

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

1The written statement presents the views of the Federal Trade Commission. Oral testimony
and responses to questions reflect my views and do not necessarily reflect the views of the Com-
mission or any Commissioner.

2Qur authority in this area derives from Section 5 of the Federal Trade Commission Act,
which prohibits “unfair or deceptive acts and practices in or affecting commerce,” and Section
12, which prohibits the false advertisement of “food, drugs, devices, services or cosmetics.” 15
U.S.C. 8845, 52.

3Supplement Business Report 2002, Nutrition Bus. J., 82 (2002)
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our enforcement actions. Since December 2002, the Commission has targeted decep-
tive claims for more than $1 billion4 in health care products, a majority of which
were dietary supplements.

This testimony will provide an overview of our enforcement efforts and other ac-
tivities 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 con-
sumer protection agenda. The Commission has filed more than ninety law enforce-
ment actions over the past decade challenging false or unsubstantiated claims about
the efficacy or safety of a wide variety of supplements.5 In this year alone, the Com-
mission has filed or settled fifteen cases challenging claims for various supplement
products, including three cases that specifically challenged safety and efficacy claims
for ephedra.6 The Commission focuses its enforcement priorities on claims for prod-
ucts with unproven benefits or that present significant safety concerns for con-
sumers, 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 ob-
tain meaningful relief for consumers. In addition to obtaining cease and desist or-
ders, in appropriate cases, the Commission secures substantial monetary relief for
consumer redress or disgorgement of profits.” Further, when the marketing of a sup-
plement involves misleading or unsubstantiated safety claims, the Commission re-
quires that strong warning statements be placed in labeling and advertising.8

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”).10 The Report analyzed claims from 300 advertisements dis-
seminated 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 fre-
quency of questionable claims and marketing techniques in 2001 compared to a dec-

4This represents the total sales for products the Commission challenged in seventeen actions
since December 2002.

5See, e.g., FTC v. A. Glenn Braswell, et al., Civ. Action No. CV 03-3700 DT (PJWx) (C.D. Cal.
filed May 27, 2003)(complaint for permanent injunction and other equitable relief); FTC v.
Enforma Natural Prod., Inc., No. 00-4376JSL (Cwx) (C.D. Cal. Apr. 25, 2000) (stipulated final
judgment with $10 million in consumer redress); FTC v. Slim Down Solution, LLC, No. 03-
80051-CIV-PAINE (S.D. Fla. filed Jan. 24, 2003) (complaint for permanent injunction and other
equitable relief); FTC v. KCD Inc., 123 F.T.C. 15635 (1997) (consent order). A complete list of
the Commission’s dietary supplement cases is available at <http:/www.ftc.gov/bep/conline/pubs/
buspubs/dietadvertisingcases.pdf>.

S8FTC v. Health Laboratories of North America, Civ. No. 03 1457 (D.D.C. July 1, 2003) (stipu-
lated final order involving safety and weight loss claims for a supplement containing ephedra);
FTC v. USA Pharmacal Sales, Inc., Civ. No. 8:03-CV-1366-T-23EAJ (M.D. Fla. July 1, 2003)
(stipulated final order involving safety and weight loss claims for a supplement containing
ephedra); U.S. v. Michael S. Levey, Civ. No. CV-02-4670 GAF (AJWx) (C.D. Cal. June 30, 2002)
(co}llnglai)nt challenging no side effects and weight loss claims for a supplement containing
ephedra).

7See, e.g., FTC v. Enforma Natural Prods., Inc., 04376JSL (CWx) (C.D.Cal. April 25, 2000)
(stipulated final order including $10 million in consumer redress); FTC v. Slim America, Inc.,
97-6072-CIV-Ferguson (S.D. Fla. June 30, 1999) (final judgment for permanent injunction and
damages, including $8.3 million in consumer redress).

ESge, e.g., FTC v. Health Laboratories of North America, Civ. No. 03 1457 (D.D.C. July 1,
2003).

9MARKETDATA ENTERPRISES, INC., THE U.S. WEIGHT LOSS & DIET CONTROL MARKET 6 (2002).
Marketdata estimated that the total U.S. weight-loss market for 2001 was $37.1 billion and
growing at a rate of 6 to 7 % a year.

10Copies of the Weight Loss Advertising Report can be found at <http://www3.ftc.gov/bcp/re-
ports/weightloss.pdf>.
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ade 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 supple-
ments, representing a major shift from 1992 when meal replacement products were
the most promoted category.1!

Of the 300 advertisements sampled for the Weight Loss Advertising Report, twen-
ty-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 cer-
tainly 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 pro-
liferation of misleading claims.12 Government officials, scientists, public health
groups, marketers of weight loss products, advertising professionals, and representa-
tives 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 in-
terested parties to encourage them to weed out facially false weight loss advertising
before it runs.1® 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,4 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 ac-
tivities follow the same model. We coordinate our enforcement efforts closely with
the FDA. Our enforcement actions targeting false or unsubstantiated supplement
safety claims play an important supporting role to the FDA’s more comprehensive
efforts to ensure the safety of supplement products.15

Since December 2002, the FTC and FDA have intensified the level of their co-
operation. The Commission staff actively participated in the work of the FDA’s Con-
sumer 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 ac-
tions against widely advertised supplements claiming cures for serious diseases.16

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

11Weight Loss Advertising Report at 21.

12 Advertising of Weight Loss Products, 67 Fed. Reg. 59,289 (2002).

13See, e.g., Remarks of FTC Chairman Timothy J. Muris to the Cable Television Advertising
Bureau (Feb. 11, 2003), Do THE RIGHT THING (APOLOGIES TO SPIKE LEE), <http://www.ftc.gov/
speeches/muris/030211rightthing. htm>; Remarks By Commissioner Sheila F. Anthony Before
The Food and Drug Law Institute 45th Annual Educational Conference (Apr. 16, 2002), Com-
BATING DECEPTION IN DIETARY SUPPLEMENT ADVERTISING, <http:/www.ftc.gov/speeches/anthony/
dssp2.htm>; Remarks of Commissioner Orson Swindle to the Aggressive Advertising and the
Law Conference (Apr. 28, 2003), COMBATING DECEPTIVE ADVERTISING—THE ROLE OF ADVER-
TISERS, THE MEDIA, AND THE FTC, <http://www.ftc.gov/speeches/swindle/030428aggressive.htm>.

14See Working Agreement Between FTC and FDA, 3 Trade Reg. Rep. (CCH) 19,859.01 (1971).

15The Dietary Supplement Health and Education Act of 1994, Pub. L. No. 103-417, 108 Stat.
4325 (1994), requires a manufacturer of a dietary supplement to have substantiation for any
structure/function claims it makes so that the claim is truthful and not misleading. DSHEA also
authorizes the FDA to proceed against a supplement that presents a significant or unreasonable
risk of illness or injury.

16See FTC. v. Kevin Trudeau, et al., Civ. Action No. 03 C 904 (N.D. Ill. filed June 9, 2003)
(complaint for permanent injunction and other equitable relief); FTC v. Seasilver USA, Inc., et
al., Civ. Action No. CV-S-03-0676-RLH-LRL (D. Nev. filed June 12, 2003) (complaint for injunc-
tive and other equitable relief).
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Enhancement: Clinical Efficacy and Side Effects (“‘Rand Report”), concluded that the
existing scientific evidence on the efficacy for weight loss of ephedra-containing die-
tary supplements supports only “modest” weight loss of about %2 pound per week
for up to four to six months.1” 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 anx-
iety and change in mood, autonomic hyperactivity, and palpitations.” 18 Moreover,
the Rand Report noted that adverse event reports for the supplement contain a suf-
ficient 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.19

Since 1997, the FTC has brought seven enforcement actions challenging efficacy
and safety/no side effects claims for supplements containing ephedra.2’ 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 unsubstantiated. Our orders have required a strong disclosure warning
about safety risks in future advertising and labeling.2t

For example, the Commission filed two additional settlements with companies
that made allegedly deceptive safety and weight loss claims for ephedra supple-
ments. In one case, the Commission’s complaint challenged, as false or unsubstan-
tiated, dramatic claims of substantial and safe weight loss for users of a product
called Berry Trim Plus.22 Ads for this product made claims such as “Teacher Loses
70 1bs. In Only 8 Weeks Easily!” and “100% safe!” In the second case, the FTC chal-
lenged as false or unsubstantiated claims for an ephedra product called Meta Bio-
logical.2® Ads for this product claimed that “you lose pounds and inches SAFE-
LY...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 de-
fendants agreed to an order that bans them from making certain false weight loss
claims, requires substantiation for other weight loss claims, prohibits safety claims

17 AGENCY FOR HEALTHCARE RESEARCH AND QUALITY, U.S. DEP'T OF HEALTH AND HUMAN
SERV., EPHEDRA AND EPHEDRINE FOR WEIGHT LOSS AND ATHLETIC PERFORMANCE ENHANCE-
MENT: CLINICAL EFFICACY AND SIDE EFFECTS (“RAND REPORT”) 219 (2003).

18]d. at 9.

19RAND REPORT at 223. In addition, at the request of the FDA, researchers conducted an inde-
pendent review of 140 reports of adverse events related to the use of dietary supplements con-
taining ephedra alkaloids that were submitted to the FDA between June 1, 1997, and March
31, 1999. The results of the review were published in the New England Journal of Medicine
in December 2000. The authors found that “thirty-one percent of cases were considered to be
definitely or probably related to the use of supplements containing ephedra alkaloids, and 31
percent were deemed to be possibly related.” The authors also found that, “(o)f the sudden cata-
strophic cerebrovascular and cardiovascular events, 11 occurred in previously healthy persons.”
Christine A. Haller & Neal L. Benowitz, Adverse Cardiovascular and Central Nervous System
Events Associated with Dietary Supplements Containing Ephedra Alkaloids, 343 NEw ENG. J.
MED. 1833-38 (2000). Other recent studies raise further concerns about the safety of ephedra.
See Stephen Bent, et al., The Relative Safety of Ephedra Compared with Other Herbal Products,
138 ANNALS OF INTERNAL MED. 468-71 (2003) (Although ephedra products make up less than
1% of all dietary supplement sales, they account for 64% of adverse events associated with die-
tary supplements); L.B. Morgenstern, et al., Use of Ephedra-Containing Products and Risk for
Hemorrhagic Stroke, 60 NEUROLOGY 132-35 (2003) (The rate of hemorrhagic strokes among
ephedra users was statistically significantly higher than among non-users for people taking
doses above thirty-two milligrams a day).

20]n addition to the three cases listed supra note 6, at 3, and discussed in detail below, these
actions include Robert C. and Lisa M. Spencer, dba Aaron Co., FTC Docket No. C-4019 (July
30, 2001) (consent order involving safety claims for an energy product containing ephedra); FTC
v. AST Nutritional Concepts and Research, Inc., Civ. No. 99-WY-2197 (D. Col. May 4, 2000)
(stipulated final order involving safety claims for body-building supplements containing both
androstenedione and ephedra); FTC v. Mex-RX US, Inc., Civ. No. SACV99-1407-DOC(ANX)
(C.D. Cal. Nov. 24, 1999) (stipulated final order involving safety claims for body-building supple-
ments containing both androstenedione and ephedra); Global World Media Corp., 124 F.T.C. 426
(1997) (consent order involving street drug alternatives containing ephedra).

21Tn addition, the Commission’s order against Global World Media for its marketing of
ephedra as a street drug alternative includes a prohibition against marketing in media targeted
at young audiences. Specifically, the consent order prohibits disseminating any ads for “Herbal
Ecstacy” and similar products containing ephedra in any media where more than 50% of the
audience is under 21 years of age. See Global World Media, 124 F.T.C. at 446.

22FTC v. Health Laboratories of North America, Civ. No. 03 1457 (D.D.C. July 1, 2003).

BFTC v. USA Pharmacal Sales, Inc., Civ. No. 8:03-CV-1366-T-23EAJ (M.D. Fla, July 1, 2003).
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for ephedra without reliable scientific evidence, and requires the defendants to in-
clude a strong warning about safety risks in future advertising and labeling.24 Both
orders also require the defendants to pay consumer redress.

In addition, last month, the U.S. Department of Justice, on the Commission’s be-
half, sued Michael Levey, Gary Ballen, and their companies.25> 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.26 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 re-
dress. In addition, because the challenged claims violate an earlier Commission
order, we have asked the court to award civil penalties. The case remains in litiga-
tion.

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 ef-
ﬁlcacy claims for any product without reliable scientific evidence to back up the
claims.

CONCLUSION

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

Mr. GREENWOOD. Thank you, Mr. Beales, for you testimony, and
let me begin my questioning with Commissioner McClellan. Given
your statement today that ephedra poses special risks with little or
no benefit for athletes, isn’t it now medically irresponsible for base-
ball teams to continue to allow its players to use ephedra?

Mr. McCLELLAN. I think professional sports leagues, like base-
ball teams, should take action to restrict ephedra use by their play-
ers. The health evidence that I just discussed, and significant evi-
dence of risk for people who are engaged in strenuous exercise,
versus the lack of evidence of any real benefit, is a medical basis
for action on this important issue.

Mr. GREENWOOD. The ephedra industry’s argument is that these
products have been safely used in China for 5,000 years. But isn’t
that really not applicable since the FDA’s inspectors of ephedra
firms in China, and the FDA’s analysis of ephedra alkaloids doesn’t
seem to show any connection whatsoever between U.S. ephedra
supplements and traditional Chinese medicine?

Mr. McCLELLAN. The way that ephedra has historically been
used in Chinese medicines are in relatively low amounts and low
concentrations for such health problems as breathing disorders.

24For example, the Commission orders in Health Labs of North America and USA Pharmacal
Sales require the following warning in print advertising:

WARNING: This product contains ephedra or ephedrine alkaloids, which can have dangerous
effects on the central nervous system and heart and can result in serious injury. Risk of injury
can increase with dose, and may even include heart attack, stroke, seizure, or death. Consult
a health care provider prior to use if you have high blood pressure, heart or thyroid disease,
diabetes, difficulty urinating, prostate enlargement, or glaucoma, or are using any prescription
drug. Do not use if you are taking a MAO inhibitor or any allergy, asthma, or cold medication
containing ephedrine, pseudoephedrine, or phenylpropanolamine. Discontinue use if you experi-
ence rapid heart beat, chest pain, severe headache, shortness of breath, dizziness, sleeplessness,
or nausea. This product is not recommended for use if you are or could be pregnant unless a
qualified health care provider tells you to use it. The product may not be safe for your devel-
oping baby.

We are carefully reviewing the Rand Report and monitoring the ongoing FDA proposed rule-
making on ephedra to see if their findings would warrant any modification in the safety warn-
ings required by future Commission orders.

25U.S. v. Michael S. Levey, Civ. No. CV-02-4670 GAF (AJWx) (C.D. Cal. June 30, 2002).

26The Commission also charged the defendants with making similar deceptive weight loss
claims for a non-ephedra supplement called “Serotril.”
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The way that ephedra is marketed in the United States for per-
formance enhancement and weight loss, and the like, is a very dif-
ferent kind of product. The manufacturing practices that we ob-
served in China involved such steps as concentrating the ephedra
crystals for use in the dietary supplement products that are sold
in the U.S. market. That is not a part of Chinese traditional medi-
cine practice at all.

Mr. GREENWOOD. But that does not in and of itself violate
DSHEA though does it? And the letter of the law?

Mr. McCLELLAN. No, it does not, and as long as it is a natural
product that is a supplement to the diet and is marketed that way,
it is within the letter of the law, that’s right. But it is not part of
traditional Chinese medicine.

Mr. GREENWOOD. So then to take action, you would have to go
beyond the fact that it is a dietary supplement and contains dietary
ingredients, and you would have to get to the unreasonable risk of
illness or injury?

Mr. McCLELLAN. That’s right. As long as it is a natural sub-
stance, and we have taken action against a number of manufactur-
ers of supplements that were including synthetic ephedrin which is
the main active ingredient in ephedra, in their products.

And that is a chemically identical substance, and when it is pro-
duced through synthetic means, we regulate it as a drug, and we
can take enforcement actions that way. But for the naturally pro-
duced substances that are used in many of the dietary supplements
today, it is a different standard under DSHEA.

Mr. GREENWOOD. And which is in my mind part of the weakness
with DSHEA, because you can get the same molecule in a couple
of ways, and it can have profound physiological impacts on people,
and the fact that it was extracted from a plant, versus synthesized,
seems ultimately to be irrelevant.

Now, the manufacturers of these products, not only do they take
the ma huang plant and crystalize it, and concentrate it, but then
they add caffeine, and then they add other stimulants.

And we learned yesterday that they added, for instance, a bovine
extract, or a bovine complex. And I asked the manufacturer or the
gentleman who was in charge of manufacturing for Metabolife
what bovine complex was, and he didn’t know, which I found fairly
astounding, that the guy who is in charge of it doesn’t even know
what it is.

And we learned this morning that as I suspected yesterday that
it is extracted from bull testicles, cow ovaries, bull prostate glands.
When they began to add these kinds of ingredients does that not
in any way kick them out of the DSHEA protections?

Mr. McCLELLAN. They are naturally occurring ingredients and it
does fit within this broad and diverse definition of products covered
in DSHEA. So the onus would remain on us to prove that they
present an unreasonable risk if they are used in these products.

Mr. GREENWOOD. A January 2003 article, in Neurology, on
ephedra and hemorrhagic strokes, seems to say that there is a
threefold risk for daily use exceeding 32 milligrams. The vast ma-
jority of supplements suggests dosages that exceed 32 milligrams
on a daily basis.
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For instance, Metabolife 356 claims 12 milligrams of ephedra per
caplet, and recommends 1 to 2 caplets, 2 to 3 times a day. Taking
the upper end, this would result in 72 milligrams per day.

In light of this article’s findings would you recommend that sup-
plement companies lower the suggested dosing information below
32 milligrams immediately on their labels?

Mr. McCLELLAN. The issue of what dosing, if any, presents or
does not present an unreasonable risk is exactly the kind of issue
that we are considering in our ongoing regulatory process, and we
will have a lot more to say about that soon.

Today, what I can say about that study is that it is an example
of the kind of evidence that we have available now that we have
included in our public record as a basis for the actions that the
FDA intends to take to protect the public health with respect to
ephedra use.

That study was an add-on to a very well designed case control
study looking at the risks of another compound, phenylpropanola-
mine, which was found to be associated, especially at higher doses,
with a risk of hemorrhagic stroke.

And that compound has now been removed from products avail-
able over the counter in the United States. So that is a piece of in-
formation that we are using in our regulatory process, and we will
be considering that, along with all the other evidence that has
come along, as a basis for further action on potential restrictions
on——

Mr. GREENWOOD. Let me ask this final question then on my time
with regard to further evidence. What additional evidence would
the FDA require to ban dietary supplements containing ephedra
alkaloids?

Mr. McCLELLAN. Well, we have tried very hard in recent months
to get all the evidence there is. Before when the FDA tried to pro-
ceed down this regulatory path, we got a lot of criticism for relying
only on adverse event reports, and they were only a fraction of the
adverse event reports that were out there.

Since that time we have obtained each and every adverse event
report that has been known to be available somewhere, in a com-
pany or elsewhere. We have obtained the best available study data
for our use in evaluating what the safety risks are. We have looked
at the Rand report and all of the studies that have been published
in recent months, like the Neurology study that you mentioned, as
well as other studies.

For example, the Annals of Internal Medicine. We have all of the
evidence that exists, and it is about the best possible data that we
could use for proceeding to make a decision about the appropriate
marketing, if any, of this product. And definitely a ban on ephedra
use is something that is in the range of options that we are consid-
ering.

Mr. GREENWOOD. And when do you think you will be finished
making that decision?

Mr. McCLELLAN. As soon as possible. We have an enormous
number of comments to go through. We want to make sure that we
are going to take action that will stand up in court. This is a legal
standard, the unreasonable risk as labeled standard, and is one
that has not been tested before, and we want to get it right.
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So we are going to do it as quickly as we can, but we are going
to get it right.

Mr. GREENWOOD. The chair thanks the gentleman and the chair
thanks my colleagues for the indulgence, and the Chair recognizes
the gentlelady from Colorado.

Ms. DEGETTE. Thank you, Mr. Chairman. Following up on the
chairman’s question, you said that you have all of the evidence. Are
you familiar with the testimony this committee heard yesterday
about the fact—a lot of people have been criticizing the adverse
event reports because they are saying that they are not scientif-
ically—you know, we can’t prove that the person had the heart at-
tack because of the ephedra, et cetera. Did you hear that? Did you
hear that kind of criticism that you are hearing?

Mr. McCLELLAN. That kind of criticism is not fresh with yester-
day’s testimony. We have had an advisory committee review this,
and the Rand review noted that it was very difficult to prove a
causal relationship based on adverse event data alone.

Ms. DEGETTE. Right. But then the other thing we heard is the
few studies that have been conducted scientifically on ephedra have
limited their sample size to healthy adults without any of the
counter-indications that they may have.

Mr. McCLELLAN. And relatively small sample sizes, too. So that
you may not be able to pick up, or you may not have the statistical
power to pick up serious adverse events that occur in fewer than,
say, 1 in 10, or 1 in 20 people.

Ms. DEGETTE. Right. And the experts also said that we may not
be able to conduct—we may not be able to get a board to certify
a study that would have these patients with heart problems or
other kinds of problems because it would be unethical to conduct
those kinds of studies, correct?

Mr. McCLELLAN. That’s correct.

Ms. DEGETTE. And so it seems to me that you all are in kind of
a box, because I have a few studies with very small sample sizes,
but even if you did larger studies, you could not conduct them on
the types of people that ephedra is a severe health risk to.

Isn’t that part of the problem because we have this DSHEA proc-
ess, which is a process wholly separate from, say, a drug approval
process?

Mr. McCLELLAN. You are right. The drug approval process re-
quires much more extensive clinical testing up front under well
monitored conditions to identify whether there are important ad-
verse effects.

And some of the weight control drugs that we have approved re-
cently, for example, studies have involved several thousand pa-
tients under carefully monitored conditions for long periods of time.

That is not going to happen here. That’s why we have tried our
best to get access to all possible data with a bearing on the risk
and benefits of ephedra, and that is what we are going to have to
use as a basis for our regulatory actions.

Ms. DEGETTE. Is it your agency’s view that it would be helpful
to have additional legislative authority to be able to more easily
ban these dietary supplements that really do pose a severe health
risk to people?
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Mr. McCLELLAN. Well, Secretary Thompson pointed out again
yesterday that there are burdens placed on the agency by the fact
that we bear the burden of proof, and we can’t compel the produc-
tion of many of the types of data that we would like to have in
order to demonstrate effectiveness.

Ms. DEGETTE. Is the agency prepared right now to work with
this committee to begin to write some legislation to tighten up
those standards so that you can more easily and quickly respond
when you find a severe health risk like the risk that is clearly
posed by ephedra?

Mr. McCLELLAN. Congressman, I truly appreciate your offer to
help us do our job.

Ms. DEGETTE. No, I am asking you to help us.

Mr. McCLELLAN. Where we are focused right now is on testing
whether the DSHEA law can work in this case. The unreasonable
risk standard has not been tested in court before.

Ms. DEGETTE. I'm sorry, I don’t have very much time.

Mr. McCLELLAN. I understand.

Ms. DEGETTE. Would you all be willing to work with us to help
us rewrite the law to clarify, in addition to the work that you are
doing right now?

Mr. McCLELLAN. Well, we are always happy to provide technical
support on issues within FDA jurisdiction. At this time, if you are
asking whether on behalf of the administration that I am advo-
cating a change in the DSHEA law, I am not doing that right now.

What I am saying is that we are trying very hard to see if the
law can be made to work in this area.

Ms. DEGETTE. Well, yesterday, Secretary Thompson said that,
quote, and I am quoting from a wire service story, that Congress
should rewrite a law that will back dietary supplement regulations
and require manufacturers to acknowledge potential health effects.

So I would assume that since Secretary Thompson is saying this
to the press, you might have some experts over there who could
help us rewrite this law.

Mr. McCLELLAN. And we do provide or we will provide technical
assistance on any legislative matter that the committee wants to
pursue and thinks is important to pursue.

Ms. DEGETTE. My question is do you believe that the FDA cur-
rently has the legal authority to control or even to ban ephedra?

Mr. McCLELLAN. That is why we are conducting this process
right now. We are using the best evidence possible and we have
put forth earlier this year a possible interpretation of what the un-
reasonable risk standard means, and we are saying that it doesn’t
mean that you have to prove conclusively with 95 percent or higher
statistical certainty that there is a causal relationship.

Ms. DEGETTE. So you do believe that the FDA has the legal au-
thority right now under current law to control or even ban it?

Mr. McCLELLAN. We are trying to do the best job possible under
current law to do the right thing for the public.

Ms. DEGETTE. I'm sorry, but that is an easy question. Do you
think you have the legal authority to ban it?

Mr. McCLELLAN. I don’t mean to be difficult, Congresswoman. It
is an easy question. It is a hard topic. No one has ever tested this
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law in court, and tested what the unreasonable risk standard
means.

Clearly, we are not going to be able to demonstrate conclusively
because of all of the reasons that you mentioned whether or not
there is a casual relationship between ephedra and certain risks.

Ms. DEGETTE. So your answer:

Mr. McCLELLAN. You have to use the best possible evidence,
along with what we think is the right interpretation of the statute,
to reach a conclusion for the public health, and that is what we are
trying to do now.

Ms. DEGETTE. So your answer is that you don’t know if you have
the authority to ban it?

Mr. McCLELLAN. I would say that we are doing the best job pos-
sible to take appropriate action for the public health under the law.
I can’t tell you whether or not we are going to ban it.

Ms. DEGETTE. I have got to say that if you don’t know what your
authority is, what is the use of looking at all of the evidence to see
what you can do?

Mr. McCLELLAN. The law has never been tested in court. We are
going to do the best job possible.

Ms. DEGETTE. So you are going to do nothing?

Mr. McCLELLAN. No, absolutely. I mean, if you look at what we
have done over the last 6 months

Mr. GREENWOOD. Would the gentlelady yield?

Ms. DEGETTE. I would be delighted.

Mr. GREENWOOD. If I may, I think what I hear the Commissioner
saying is that this is a multi-step process. Process No. 1, or the
first step of the process is to collect enough material, enough data,
which they are deeply engaged in, to determine whether the stand-
ard, the risk standard in the current statute, is met.

And if they conclude that the risk standard is met, then they
would take action, and that action would be certainly challenged in
court. I also assume that if the FDA comes back and concludes that
the statute is sufficiently unclear, that they can’t be certain based
on the evidence available to them that the risk threshold is met
and would stand up in court, that that would be a very appropriate
tilme to come to us and suggest that they need additional legislative
clarity.

But they already of course know what authority they have. They
are in the process of seeing whether the fact pattern in this case
is sufficient to utilize that authority.

Ms. DEGETTE. Well, reclaiming my time, Mr. Chairman——

Mr. GREENWOOD. Such as it is.

Ms. DEGETTE. Reclaiming my time, as a former litigator, I un-
derstand the uncertainty of trying to litigate in court, especially
when you have new standards that are set under a new law that
had been untested.

But what happens is that Congress gave the agency the author-
ity to determine whether they thought a drug presented an unrea-
sonable risk, and if the agency felt that given all the evidence that
there was an unreasonable risk, I believe it was Congress’ intent
that the agency should have the ability to either control, or even
ban, a dietary supplement.

Mr. GREENWOOD. That’s right.
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Ms. DEGETTE. And at that time it would be left up to the court’s
interpretation.

Mr. GREENWOOD. That’s right.

Ms. DEGETTE. But if the agency doesn’t even know if it has that
authority right now, I don’t have any idea how they can think that
they could ever get enough evidence to make that decision, and
that is my frustration.

Mr. McCLELLAN. I think I am agreeing with your statement. I'm
sorry if I am not communicating clearly.

Ms. DEGETTE. Thank you.

Mr. McCLELLAN. We certainly intend to take the action that is
appropriate for the public health based on our assessment of the
Eisks and benefits of this product when we have got all the evi-

ence.

Ms. DEGETTE. And that could include banning the product.

Mr. McCLELLAN. And that could include banning the product.

Ms. DEGETTE. Thank you.

Mr. GREENWOOD. The gentleman from Michigan, Mr. Stupak, is
recognized for inquiry.

Mr. STUPAK. Thank you, Mr. Chairman. Is there any benefit to
ephedra?

Mr. McCLELLAN. Congressman Stupak, it has been shown to re-
sult in some at least short to medium term weight loss, and that
Boozer-Daly study that was mentioned, which is the longest best
done study out there, and that only included about 60 or so pa-
tients in each arm, and only followed the patients for 6 months,
there was about a 6 pound difference in weight loss between the
group that got ephedra and the group that got the placebo treat-
ment. On the other hand——

Mr. STUPAK. So it should be marketed then for the benefit if it
is a weight loss benefit then, right?

Mr. McCLELLAN. If the benefits of weight loss outweigh any
other risks associated with the product, that would be an appro-
priate way to market the product, or the appropriate way to label
it. What we are concerned about is that there may be some risk
that go along with that benefit for weight loss.

Mr. STUPAK. You mentioned the Boozer data, Dr. Boozer’s data,
and I would like to explore that a little bit, because I was surprised
in your testimony when you indicated that you have had successful
efforts to gain information.

And you go on to say such as adverse events, clinical study data,
and other scientific reviews that could be helpful in evaluating
ephedrin alkaloids. And I am surprised to hear you say that, be-
cause in an answer to one of the questions from Ms. DeGette, you
said that Secretary Thompson, that you could not compel docu-
ments or studies, and data. That was in response to Ms. DeGette.

But earlier this year, and last year, some of us on the committee
tried to give the FDA subpoena power so that you can compel stud-
ies and get your data, and you rejected that. So if you had sub-
poena power would it help you with getting Dr. Boozer’s studies?

Mr. McCLELLAN. Well, certainly more power to compel the pro-
duction of adverse event reports or studies would have made it pos-
sible for us to get that.

Mr. STUPAK. So subpoena power would be helpful then?
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Mr. McCLELLAN. It would have reduced the time and effort re-
quired to get the data.

Mr. STUPAK. Because when you get to Metabolife here, and their
adverse events reports, you have had great difficulty in getting that
from them, correct?

Mr. McCLELLAN. That’s correct.

Mr. STUPAK. And have you ever received unredacted adverse
event reports from Metabolife or from anyone else?

Mr. McCLELLAN. We just received unredacted adverse event re-
ports from Metabolife this week, I believe. Yes, Monday.

Mr. STUPAK. Monday?

Mr. McCLELLAN. Monday.

Mr. STUPAK. Okay. So Metabolife was Monday that you got that
information unredacted?

Mr. McCLELLAN. That’s right. We asked for that information
quite some time ago.

Mr. STUPAK. And didn’t the FDA’s chief counsel oppose the Jus-
tice Department’s efforts to obtain the adverse event data?

Mr. McCLELLAN. Well, that was before my time at the FDA.

Mr. STUPAK. Right.

Mr. McCLELLAN. But my understanding is that what our legal
counsels advised us to do was to pursue a criminal action that
ended up giving us access to the redacted adverse event reports,
and that worked. That got us the adverse event reports.

Mr. STUPAK. You just got it Monday.

Mr. McCLELLAN. No, the unredacted—let me be clear. The
unredacted adverse event reports came in Monday. The redacted
adverse events reports we received last year after initiating a
criminal action against Metabolife.

Mr. STUPAK. Right. But then in order to get the redacted ones
after you initiate criminal action, you negotiated with the Ephedra
Education Council did you not to get those reports?

Mr. McCLELLAN. Well, we certainly asked Metabolife and people
associated with them for access to the unredacted information. I
would like to say that we were able to get a lot of use out of the
redacted information.

What ended up—what was supposed to be redacted from those
files was just personal information, and not information on the
medical treatments, or dosing, or anything like that.

Mr. STUPAK. A lot of us are pretty suspicious when you deal with
a group that is providing—the Ephedra Education Council, they
whitewashed the reports and they give them to you, and how do
you know you are getting

Mr. McCLELLAN. Well, that’s why we are glad to have access to
the unredacted data now, and we will be going through it as
promptly as possible to make sure that we are not missing any-
thing from the redacted versions.

Mr. StUPAK. The records and some of the documents that we
have seen also shows that the FDA had to agree to outside review-
ers who are deemed acceptable to the industry before you could
even get the redacted data.

Should the FDA have to accept industry conditions about prod-
ucts it regulates before you receive the information?
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Mr. McCLELLAN. The FDA should not accept any conditions that
would in any way impair our ability to do an unbiased, thorough,
and expert review of any and all data provided to us. And I am
confident that in this case we were able to get the impartial expert
reviews that we needed of the data.

Mr. STUPAK. You indicated in an answer to another question, and
I believe it was from Ms. DeGette again, that as you are going
through this, you want to make sure that you put warnings, black
box warnings, that you had talked about?

Mr. McCLELLAN. We propose that for any product that remained
on the market. We also made clear that we were considering re-
strictions, and maybe even a ban, on ephedra products as well. All
of that is on the table in our current regulatory process.

Mr. STUPAK. Well, let’s say you do the black box warning. Once
you do the black box warning, will you require the manufacturers
to hold their products from the market then until they put the
black box warning on?

Mr. McCLELLAN. Yes. Usually when we impose any warning like
that, there is a little bit of time for compliance so that products
that are on the shelves don’t necessarily have to be pulled off.

But it could be a matter of a few months, or a month, or some-
thing like that. That would be something that we would consider
if and when we made such a requirement.

Mr. STUPAK. So 90 days would be reasonable then?

Mr. McCLELLAN. Potentially. I could not give you an exact time-
frame. It would depend on such issues as the costs of changing the
label and the production practices, and how urgently we felt the ac-
tion needed to be taken.

Mr. STUPAK. Has the FDA approved the labeling on these tablets
now or the containers that they come in?

Mr. McCLELLAN. Generally, we don’t. However, if the product
doesn’t have a label that complies with the guidance that we think
is necessary, we can declare the product misbranded, and then we
can seize it, and we have done that before for dietary supplements,
and we will do it again if they don’t comply with what we think
is the right thing to do.

Mr. STUPAK. So with these dietary supplements, we are going to
have to change the DSHEA law in order to give you that power?

Mr. McCLELLAN. In order to get the labeling changed, I don’t
think you need to change the law.

Mr. GREENWOOD. The time for the gentleman has expired.

Mr. STUPAK. Thank you, Mr. Chairman.

Mr. GREENWOOD. The chair recognizes Chairman Stearns to in-
quire.

Mr. STEARNS. I thank the chairman. I have here a product, Yogi-
Tea. It is a healing formula, and it has got ephedra in it, and if
I am not incorrect, I think it is 3.33 milligrams of ephedra per tea
bag.

And on the container, the box, it has got a huge description of
the problems. For example, not to be used by individuals under an
age of 18. Do not use if pregnant or nursing. Consult a physician
or licensed qualified health care professional prior to use if you
have a family history of heart disease, thyroid condition, high blood
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pressure, diabetes, depression, or other psychiatric conditions, glau-
coma.

It goes into almost everything. So it is right there. Now if a per-
son is calling for the banning of something like ephedra, would
this—let me ask both of you. Would that be included in the ban?

Mr. McCLELLAN. Let me start by saying that that tea that you
are describing, and I am not familiar with that specific product, but
it sounds like it is closer to a traditional kind of herbal product
than the concentrated ephedra that is present in many dietary sup-
plements that may have doses of 25 or 30 milligrams per pill or
more.

Something that we are definitely considering in our regulatory
review now is the dosing, and what kind of concentrations——

Mr. STEARNS. So not all ephedra is alike?

Mr. McCLELLAN. Not all ephedra is alike, in terms of concentra-
tion, and in terms of the total dosing amount per day. Tea bags cer-
tainly seem to be in a different class than a pill with concentrated
ephedra in it.

Mr. STEARNS. So the constituents sometimes write to me and
they say that we are worried that if the FDA steps in, then what
is next. Are they going to go to all different things, whether it is
cough drops, or whether it is herbs that they are using for improv-
ing their ability to protect against colds, and so forth.

And let me ask Mr. Beales now of the Federal Trade Commis-
sion. This has a lot of information on it. So would your position be
that whenever ephedra is used that there should be a report of the
adverse effects on the container?

Mr. BEALES. Well, I think if there is a warning on the container
as you described, then there is clearly no unqualified safety claim.
They have indicated what the risks are. I think if they tried to
make an unqualified safety claim in the advertising, that also has
to be substantiated.

It is not enough to just have the warning on the label. What we
would look at in any event is do they have enough evidence to sub-
stantiate whatever claims they are making about the performance
of the product and what it will do for the consumer.

Mr. STEARNS. This has a lot of promises here on it. It promotes
balance and easy breathing. It aids in countering many of the neg-
ative effects of stress, pollution, poor breathing habits, on the res-
piratory system. It has been used for 5,000 years to promote bron-
chial functions. It is beneficial to respiratory health. Used to sup-
port the body with less stress.

Now, I am assuming that all these things that they say that you
would accept?

Mr. McCLELLAN. I think you will also see on that label a state-
ment that the FDA has not evaluated those claims. One of the
other features of the dietary supplement law was that for broad
claims like those about how a product might affect the structure or
function of the body, they must carry a disclaimer saying that the
FDA has not evaluated the claims, but they are allowed under the
law.

Mr. STEARNS. It says here in a box that these statements have
not been evaluated by the Food and Drug Administration. The
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product is not intended to diagnose, treat, cure, or prevent any dis-
ease.

Mr. McCLELLAN. There you go.

Mr. STEARNS. That is pretty small and hard to see, but it is
there.

Mr. McCLELLAN. That’s right, and that is a reflection of the pro-
visions of the 1994 law. I would like to add here that in close col-
laboration with the FTC, we are thinking hard about whether there
are more effective ways that we can address the legitimacy of
claims about a product’s impact on structure and function.

We have been aggressively enforcing the law against specific dis-
ease claims. So, for example, you don’t see that product saying that
it cures the common cold. But we are also exploring ways of ad-
dressing structure function claims as well, and that the enforce-
ment actions that we took earlier this year against ephedra prod-
ucts that said they had an impact on sports performance and en-
hancement that has not been proven are an indication of that. So
I think you can expect to see more from us on this.

Mr. STEARNS. Mr. Chairman, just 1 more minute to ask a ques-
tion.

Mr. GREENWOOD. Without objection the additional minute will be
granted to the gentleman from Florida.

Mr. STEARNS. How many enforcement actions has the FDA taken
in matters involving ephedra supplements since you became Com-
missioner, and what were the number of FDA enforcement actions
taken in the year 2001 and 2002?

Mr. McCLELLAN. Mr. Chairman, I became Commissioner in mid-
November of last year, and since that time we have issued 34
warning letters against ephedra-containing products. Most of those
were for claims about enhancing sports performance, and as I men-
tioned in my opening statement, virtually all of those are gone from
the market now.

As a result a number of the letters were also about ephedra-con-
taining products that were being marketed as street drug alter-
natives, claiming that they basically helped to get high. That is not
a dietary supplement rule, and so we are making some real
progress in preventing those kinds of claims as well.

We have also engaged in consent decree and have supervised the
voluntary destruction of a product that—of an ephedra-containing
product worth over $4 million. In looking back at the history in
2002, altogether we issued a total of 8 warning letters and 2 inter-
net letters. So, 10 letters.

And in 2001, we had no warning letters issued to impact prod-
ucts on the market, and just one product seizure. So, this is some-
thing where we really are trying to step up, and I didn’t get a
chance to thank you at the beginning of this hearing.

But Mr. Chairman, I really appreciate you bringing attention to
this issue, particularly as it relates to sports performance. There
has been some real misuse of that product there, and it is impor-
tant to bring that to the public’s attention.

Mr. STEARNS. Thank you, Mr. Chair.

Mr. GREENWOOD. The gentleman’s time has expired. The gen-
tleman from California, Mr. Waxman, is recognized for 5 minutes.
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Mr. WAXMAN. Thank you, Mr. Chairman. Dr. McClellan and Mr.
Beales, please to see you.

Mr. BEALES. A pleasure to see you.

Mr. WAXMAN. You are struggling on this ephedra issue as to
what evidence you need to act, and what the standard of the law
is that would permit you to act. Now, we have heard testimony
that there is no demonstrable health benefit from dietary supple-
ments containing ephedra, combined with caffeine, and the reviews
of the adverse event reports published in peer review journals have
found ephedra probably caused heart attacks, strokes, and death.

The known pharmacological effects of ephedra alkaloids are con-
sistent with those adverse events, making these biologically plau-
sible, and the adverse events are consistent with the risk of stroke
found with PPA, a close chemical cousin of ephedra, which has led
many professional and public health organizations, including the
AMA, and the American Heart Association, the American Society
for Clinical, Pharmacological, and Therapeutics to call for a ban.

And most of the expert witnesses who testified here yesterday
believed that ephedra poses risks so high that it should be removed
from the market. Now, if that is what we are hearing, and if that
is the conclusion that you also reach, isn’t that enough to take a
dietary supplement with this profile off the market?

And is 1t your argument that the standard in DSHEA is not
going to permit that if you reach that conclusion?

Mr. McCLELLAN. What I tried to be clear about is that since we
have a regulatory process open now that has incorporated all of
that evidence that you mentioned, evidence that was not available
to us in some cases until recently, and evidence that was not avail-
able the last time the FDA had a public comment period as a basis
for regulatory and enforcement action on ephedra, all of that infor-
mation is going into our regulatory process now.

And so because that is open, I can’t tell you exactly what we are
going to do, but I can tell you that we are going to take account
of all of that evidence and we are going to take the appropriate ac-
tion for the public health given the full extent of our interpretation
of the DSHEA law.

Mr. WaxMAN. Well, we certainly want you to make the decision,
because it is a scientific matter protecting the public health, but we
don’t want you to be stuck with a standard that you think is too
difficult to meet when you have a product that meets a profile as
we have been hearing from other witnesses. And that, it seems to
me and most members of this committee, should permit the FDA
to take timely action against what we think from many people is
a dangerous supplement. Some people are suggesting that you may
say that there ought to be a 2 or 3 year study of this product and
look at larger numbers of people.

That could mean that the product will stay on the market much
longer. So I guess what we need from you is not the question of
the evidence, because you will evaluate that. But a clear interpre-
tation of the standard, and whether it is sufficient for you to act,
or whether we need to make a different standard.

Mr. McCLELLAN. Well, we tried to put out our interpretation of
the standard earlier this year as part of a white paper that I
issued, which said that we do not interpret the unreasonable risk
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standard to mean that we have to prove with 95 percent certainty
or more that there is a causal relationship between significant ad-
verse events or risks, and the use of a product, in order to take ac-
tion.

Rather, we think that the unreasonable risk standard means
that we need to evaluate the evidence, uncertain as it is on benefits
and risks, and if that evidence, even if uncertain, shows that the
benefits are less than the risk, than that would be a basis for us
taking action under the statute.

We put that interpretation out there earlier this year, and we got
a lot of comments on that, too, as part of this process. So that is
going into our regulatory decisionmaking right now. You are right
that this takes longer than it would if this was a drug product, a
PPA product, a phenylpropanolamine, that you mentioned was
studied.

And it was a very good study that showed some significant evi-
dence of an increased risk, and because it is regulated as a drug,
we asked the manufacturer whether he wanted to do further anal-
ysis.

In fact, the manufacturer funded that study. We were able to
compel that study because of our drug authorities.

Mr. WAXMAN. Well, it sounds like what you are saying to me
then is that in effect that you have less of an ability to act when
it comes to a dietary supplement, and that it may be harmful

Mr. McCLELLAN. I think it is obvious that it takes more time
than it did in the case with phenylpropanolamine and being under
a drug statute in this case.

Mr. WAXMAN. Many of the dietary supplement industry are try-
ing to distance themselves from ephedra, and some have even
called for the ban, and others have said that they just would not
oppose a ban.

But they are in effect saying that ephedra is a special case. If
ephedra is removed from the market can consumers be confident
that all remaining supplements on the market are safe?

Mr. McCLELLAN. No, the requirement again is that we have to
prove that a supplement is unsafe for it to be removed from the
market as long as the manufacturer asserts that their supplement
is safe, and that there is not clear evidence to the contrary, then
it can remain on the market.

That’s why I think it is important for us to try to see how effec-
tively we can actually implement this statute. As I said, this unrea-
sonable risk standard has not been tested. We are going to do it
and we may end up doing it in this case, and in the meantime
there is no reason for consumers to believe that all the ephedra die-
tary supplements on the market are safe for use.

And as I mentioned in my opening statement, just because it is
natural doesn’t mean it is safe. These products are not subject to
the same kind of drug regulation that gives people confidence that
the drugs that they use are safe and effective.

Mr. WAXMAN. I understand that some companies have already
removed ephedra from their products, and they substituted other
ingredients. What do you know about the safety of the other ingre-
dients?
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Mr. McCLELLAN. We have seen the same reports. We know less.
Some of these ingredients, such as forms of orange peel, do contain
ingredients that have the same kind of adrenalin like effects on the
body.

There is not as much of a profile of safety evidence on them.
There is not as much of a track record of adverse events, and even
fewer studies than have been done with ephedra. So there is a con-
siderable amount of uncertainty there.

Mr. WAXMAN. Some people have suggested that you deal with the
ephedra products in a different way when it comes to children, and
their use by minors. You can’t legally as I understand it say that
it can’t be sold to minors, but you could require a special warning
label. Is there any evidence that label statements saying that a
supplement should not be sold to minors actually prevents the use
of the product by minors?

Mr. McCLELLAN. I don’t know the details of that evidence off-
hand. I do know that our labeling changes in general have an im-
pact on the way the products are used, and that we would do all
that we could using our educational programs and other outreach
efforts to make sure that the public knows, and that people takes
steps to avoid sales to minors.

But it is not an absolute requirement that is binding in law, if
that is what you mean.

Mr. GREENWOOD. The gentleman’s time has expired. The chair
recognizes the chair of the full committee, Mr. Tauzin.

Chairman TAUZIN. Thank you, Mr. Chairman. Dr. McClellan, let
me again go back and maybe set the stage for a few questions.
One, maybe you can help me with this. What has been the number
of adverse event reports that the FDA has received for ephedra?

Mr. McCLELLAN. We have got somewhere in the neighborhood of
17,000 plus adverse event reports, consumer complaints. It is a
very diverse set of products that includes about 2,500 that we got
reported to us through various means, and about 15,000 plus that
came in from Metabolife. And not all of them are real adverse
events. Some of them are just consumer complaints.

Chairman TAUZIN. Some are just complaints, but there are an
awful lot of adverse events.

Mr. McCLELLAN. Right, there are a lot of adverse events in that.

Chairman TAUZIN. And how does that compare to other com-
plaints or reports issued or received for other herbal diets or die-
tary supplements?

Mr. McCLELLAN. Unquestionably, ephedra counts for dispropor-
tionate share, either half or more, in the range of half or more, of
the adverse event reports that we have gotten on dietary supple-
ments.

Chairman TAUZIN. And we are told, too, that adverse events are
generally under-reported to the FDA. What evidence do you have
that the FDA receives reports from only a fraction of the ephedra-
related adverse events.

Mr. McCLELLAN. A couple of years ago, I believe that the FDA
asked the Office of the Inspector General to review how thorough
our adverse event reports were.

Chairman TAUZIN. What was their estimate?
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Mr. McCLELLAN. Their conclusion was under 1 percent of the ac-
tual adverse events get reported to us through these voluntary re-
ports.

Chairman TAUZIN. So to put it in perspective again, you have
about 17,000—and not all of which are serious adverse effects, but
nevertheless pretty substantial. The GAO tells you that is 1 per-
cent of the likely problems that consumers would complain about,
or experience adverse effects for.

And I also understand that it is about 15 to 1 over other dietary
herbal supplements. Is that about right?

Mr. McCLELLAN. I am not sure that it is that high. We have a
lot of other adverse event reports, and in terms of significant ad-
verse events, in the neighborhood of half or more.

Chairman TAUZIN. But it is a GAO number.

Mr. McCLELLAN. But unquestionably a huge share of adverse
event reports on dietary supplements are related to ephedra.

Chairman TAUZIN. And I want to take us back to Metabolife
itself. I mean, here is a company, and Mr. Mike Ellis’ corporation,
where you said you received about 15,000 now reports, some ad-
verse events, and are consumer complaints.

And my understanding for many years in conversations or in
communications with the FDA deny that there were any adverse
events.

Mr. McCLELLAN. They did. They specifically denied that there
were any adverse event reports in the process of our public docket
on our earlier regulation.

Chairman TAUZIN. And my understanding is that the only time
they finally came forward with a redacted account of these adverse
events was right after the U.S. Attorney’s Office out west opened
up a criminal investigation; is that correct?

Mr. McCLELLAN. Right, with our involvement.

Chairman TAUZIN. And then it was not until Monday of this
week that we finally get an unredacted account of these com-
plaints; is that correct?

Mr. McCLELLAN. That is absolutely correct.

Chairman TAUZIN. But the evidence seems to be mounting, and
you yourself indicated that there were only eight enforcement ac-
tions taken before you took office 8 months ago, and there have
been 34 since, for which I want to comment you and your office.

Mr. McCLELLAN. Thank you.

Chairman TAUZIN. But the evidence is mounting then that this
is a problem that has sort of been not only swept under the rug,
but conveniently hidden under the rug for a long time. Is that
about right?

Mr. McCLELLAN. Well, we have certainly tried to bring it out. I
think that we have access to all the information that is out there
now, but it took a long time to get it. There was alot of stuff
around.

Chairman TAUZIN. In fact, the FDA’s request to Metabolife to
give you an unredacted account of these some 15,000 complaints
was resisted by the company, using all sort of legal complaints
about what may be happening in the criminal investigation. Is that
correct?

Mr. McCLELLAN. That’s correct.
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Chairman TAUZIN. And only Monday do we get the unredacted
records, which then tell us the sex of the complainant, and other
information that might be helpful in terms of understanding what
is going on out there, right?

Mr. McCLELLAN. That’s correct. We only got that information on
Monday.

Chairman TAUZIN. And one further clarification. Do you have
any doubt that your office has authority, given the right evi-
dentiary findings, to take action in this case?

Mr. McCLELLAN. We are going to take action that we think is ap-
propriate based on the statutory standard of an unreasonable risk.
So we are going to go forward with that.

Chairman TAUZIN. And what we are engaged in right now at
your department is an evidentiary examination, right?

Mr. McCLELLAN. Yes.

Chairman TAUZIN. You have to establish that there is an unsafe
condition out there.

Mr. McCLELLAN. That’s right, especially since the last time the
FDA tried to move forward in regulating in this area, when we
only had a limited amount of adverse event information, we were
severely criticized for not having enough to meet the statutory
standard. Now we have got every bit of important evidence we
think is out there.

Chairman TAUZIN. And given the opportunity you now have to
build this evidentiary case record, and to exercise the authority you
acknowledge you have, we will learn very soon whether or not your
authority is adequate in this area, or we need to supplement it
with additional legislation. Is that correct?

Mr. McCLELLAN. That’s correct.

Chairman TAUZIN. Give us a time line. When are we likely to
learn whether your authority is adequate, or whether we need to
step in as a Congressional legislative team to supplement your au-
thority?

Mr. McCLELLAN. Well, Mr. Chairman, I know that you would
like for me to give you a specific date, and I would like to be able
to give you one, but this is a difficult process, with a lot of evidence
that we have to go through, and a lot of public comments.

We are working extremely hard on it, and so all I can tell you
that is that there is going to be action soon, and I would expect
that if we take action to significantly restrict ephedra use, then
there would be a legal challenge of some sort.

So we would be finding out pretty soon after we take action, if
we take action, and I want to be careful to make clear that I am
not prejudging how our regulatory process is coming out.

Chairman TAUZIN. I understand, and you can’t, and you
shouldn’t.

Mr. McCLELLAN. But if we were to take action, I would expect
that there would be a court challenge very quickly that would en-
able us to fine out just how well the statute works.

Chairman TAUZIN. I want to make one final comment, Mr. Chair-
man, that on a day in which we will be voting on the House floor,
potentially to open up this Nation’s drug market to an unspecified
and unregulated volume of imports of drugs that may come in from
anywhere in the world, that the FDA cannot certify it to be safe.
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It is interesting that you should get any criticism that you are
not moving fast enough on a drug or on a product rather that Con-
gress exempted from ordinary FDA regulation and review.

I wish you well on your journey. We are anxious to hear from you
as soon as you can as to whether or not you need additional au-
thority, Doctor, because I assure you that you have heard from this
panel.

We stand ready to assist you in this effort, and to assist the FTC
in its efforts to make sure that advertisements of the nature of
which we have seen in this investigation are carefully scrutinized
to protect unsuspecting, and particularly young, people from what
appears to be occurring out there, and I thank you, Mr. Chairman,
and yield back the balance of my time.

Mr. GREENWOOD. The Chair thanks the chairman. The Chair rec-
ognizes Mr. Pallone, and while not a member of either of the sub-
committees, we are happy to extend to him the opportunity to join
us in this hearing, and recognize him for 5 minutes.

Mr. PALLONE. Thank you, Mr. Chairman, and I want to apolo-
gize, because I had to attend another subcommittee hearing this
morning, and I couldn’t be here for anything other than to just
come at the tail end here.

And I have been listening to what Mr. Tauzin said and what Ms.
DeGette said in particular. My concern—and you have heard me
before, and I feel like it is inappropriate to pick on you, Commis-
sioner, because you have not been at it as long.

Mr. McCLELLAN. Well, that’s okay. It is part of the job.

Mr. PALLONE. I know, but it is 10 years now almost since
DSHEA was passed, and you have not been here for that much of
it. But the frustration that I have is that I was a very big sup-
porter of putting DSHEA in place. I worked with Bill Richardson
on the committee at the time.

And both the people that used dietary supplements, as well as
the manufacturers, have been saying on a regular basis for the last
10 years, and every time the Secretary comes here, I always ask
him the same question, which is that in my opinion you have the
enforcement power under DSHEA.

We just want the regulations, the GMPs, to be put forward, and
every time the Secretary—and not the current Secretary nec-
essarily, but the previous ones, would say, okay, they are going to
come out in 6 weeks, or they are going to come out in 2 months.

And finally they came out under your agency here, and so I
shouldn’t really be critical of you. But it just seems to me that we
just face this constant situation, where we were asking for the
GMPs, because that was the one way really to go about imple-
menting DSHEA in a favorable way.

And then at the same time there were various people within the
industry that were putting out their own GMP type regulations
and trying to get other manufacturers to go along with it.

But of course they didn’t have the enforce power to do that the
way that the FDA does, and you even had some within the indus-
try who question the authority for the GMPS, or enforcement abil-
ity to go after and just prohibit ephedra, or whatever you want to
do.
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And it is just very frustrating to me because I think that the
longer that we take to take the enforcement action, the longer it
is before the GMPs are in effect, and because they are not in effect
yet, the more human cry.

Naturally there is on this committee, and I guess in the general
public, well, is DSHEA working. What is happening. Is it useful.
And I blame it all on the fact that the agency has taken so long
to put all this into place.

And I guess my only question is what was—well, two questions.
What was it the reasoning, if you can answer it, what was the rea-
son why the FDA took so long to come out with the GMPs?

Why didn’t they put an ephedra regulation in the absence of
GMPs. And if you can just answer that. And how long do you think
it is going to take for these other things to occur for you to take
enforcement action?

Mr. McCLELLAN. I don’t know if I can give you an answer to that
question. I mean, this is a complicated area, and it is a law with
new standards that are different than what we do in drugs and
other areas, and it is one that does present some challenges for im-
plementation.

But let me assure you that I am going to use our fullest extent
of authority under the law to implement good manufacturing prac-
tices in this industry. That’s why it is one of the first things that
I got done after coming into the office here, was to take enforce-
ment actions where appropriate.

One of the main uses for which ephedra has been marketed in
this country for sports performance enhancement is essentially
gone as result of our enforcement actions, and there is more coming
as a result of this full evidentiary record that we have developed
using the best available evidence on ephedra’s benefits and risks.

So we are going to be doing everything possible under the law
to protect the public health related to dietary supplements, and you
have got my firm commitment on that.

Mr. PALLONE. But you seem to suggest that you have a problem
with the basic standard itself that is in DSHEA, and that you are
goilng to have a problem in enforcing any action under that stand-
ard.

Mr. McCLELLAN. Well, let me just be clear. It does take more ef-
fort on our part to get adverse event information to compel studies
to interpret evidence that is out there that may be incomplete in
the dietary supplement law, compared to the drug law. But that is
the way the law is set up and we are going to do our best job pos-
sible under the statute to work with it.

Mr. PALLONE. But you are not saying in any way that you can’t
implement that. That it is a different standard, but that it can be
implemented and it can be enforced.

Mr. McCLELLAN. Well, that is what we are trying to do right
now.

Mr. PALLONE. The other question, of course, that I have is to
what extent you have reviewed some of these other standards that
were put out either specifically for ephedra or for the GMPs in gen-
eral, and relied on those in terms of what you are putting for.

Mr. McCLELLAN. We are intending to apply the GMP standards
to all dietary supplement products, including products like
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ephedra, to make sure that there are no impurities in there or any-
thing else.

In addition, we are reviewing the unreasonable risk standard
right now and the comments that we received on it, along with a
review of all of the evidence on ephedra’s risks and benefits, and
that is going to be our basis for further action on ephedra. And you
will hear from us soon on further action on ephedra.

Mr. PALLONE. Thank you, Mr. Chairman.

Mr. GREENWOOD. The Chair recognizes himself for 5 minutes,
and I am going to go back to you, Mr. McClellan. Do you agree
with expert testimony from yesterday’s hearing that it would be
unethical to study ephedra supplements in patients without med-
ical screening.

And one of the manufacturers at least suggested that it would
pay for long term or long range studies, but some of the witnesses
yesterday had ethical concerns about doing that.

Mr. McCLELLAN. Well, careful medical screening would need to
be done at the outset and then careful medical screening along the
way given what is known about the potential risks here.

One of the independent reviewers that we had look at the Booz-
er-Daly study in fact suggested that if there were to be a longer
term, better study done that it might need to be done in a clinical
research center. That’s where you monitor people more or less con-
tinuously for potential adverse events on an ongoing basis, in addi-
tion to doing the careful screening up front. So that would present
some challenges to doing such a study.

Mr. GREENWOOD. And of course that might give you some data
about how people respond when under medical supervision, but the
vast majority of people, or virtually 100 percent of the people who
take these ephedra products, are not getting them prescribed by a
doctor, and they are probably not having them suggested by a doc-
tor, and they certainly are not being screened necessarily or any-
thing else.

Mr. McCLELLAN. That’s right.

Mr. GREENWOOD. Would you also agree that it would be uneth-
ical to conduct long term studies on ephedra?

Mr. McCLELLAN. Again, it certainly would be challenging. If a
study was very well designed with that kind of ongoing monitoring
tha(‘?1 I mentioned, it is possible to set up some break points in the
study.

So if there were evidence of significant adverse events the study
could be halted. We have reviewed as part of our approval process
for some weight loss drugs in recent years the protocols for some
large, well done, clinically, closely monitored studies for products
where we were at least potentially worried about significant ad-
verse events.

So it could be potentially done and it would need to be done very
carefully. And as you said, this is the kind of evidence that is most
Eelevant to potentially approving a product for use as a prescription

rug.

Mr. GREENWOOD. You note in your statement that, quote, our
careful review of the Boozer-Daly study and underlying data have
raised additional significant concerns about the empirical effects of
ephedra. What are these significant concerns?
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Mr. McCLELLAN. The Boozer-Daly study found, along with the
weight loss that was mentioned earlier in the treatment group, a
significant increase compared to placebos, in blood pressure, and
heart rate of people on the medication.

This is concerning, because No. 1, higher blood pressure and
heart rate in and of itself is a proven risk factor, a serious risk fac-
tor, for many serious cardiovascular diseases.

And, No. 2, normally when we test when people lose weight, we
see a reduction in blood pressure, and a reduction in heart rate.
That is one of the main mechanisms why we think it is so impor-
tant for people to lose weight, and to reduce the cardiovascular
stress on their system.

So as some of the reviewers noted, those are important reasons
to be concerned about the findings in the Boozer-Daly study.

Mr. GREENWOOD. Thank you. Mr. Beales, in my opening state-
ment, I referred to an advertisement in Men’s Health. It is an ad-
vertisement for xenadrine, and what we have it—and I know that
you can’t see it from here, but I will describe it.

We have four young people who are apparently sticking their
stomachs out as far as they can, and looking as droopy and unfit
as possible in the before pictures; and then we have ostensibly the
same four people, anywhere from 10 to 14 days later, completely
as the terminology is used, ripped and buffed, and about as fit as
one could be.

And it says that losing weight just got a whole lot easier and
faster, too, thanks to revolutionary new xenadrine EFX. And it
says that Darlene lost 19 pounds in 14 days; and Matt lost 15
pounds in 10 days.

Now, one of the items that came out at the hearing yesterday
was that when this company, Cytodyne, runs these ads, they pay
these people a few thousand dollars a piece for the before and after
photographs. And I think they had them sign a statement that
said, yes, they used the product.

But there is no convincing evidence that they ever took the prod-
uct or took it once, or took it as directed. There is no way to sub-
stantiate any of this. Now, I realize that it is a pretty complicated
thing to try to substantiate these kinds of things. They are using
all kinds of advertisements.

But what is the FTC’s options here in clamping down on this
kind of thing, or is it really beyond the scope of your authority.

Mr. BEALES. Well, no. We brought a large number of cases that
are based on claims made in testimonials. We have a set of testi-
monial guides that specify that even if you are describing—when
you describe the experience of somebody who is giving a testi-
monial, it has got to be truthful. It has to actually be their experi-
ence.

And you have got to be able to substantiate the claim on its own.
The testimonial itself makes a claim that this product is good for
significant weight loss, and if you can’t substantiate that claim
with adequate scientific evidence, then that is actionable deception.

There have been problems with testimonials, and we are plan-
ning to start in the near future a review of those guides, because
too many advertisers have added—and you may find it there and
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you may not, but they have added fine print disclosures that say
that results are not typical.

Mr. GREENWOOD. And this one certainly says in the finest of fine
prints, it says used as directed and with sensible nutrition and ex-
ercise program. Results shown may not be typical. These state-
ments have not been evaluated by the Food and Drug Administra-
tion, et cetera.

Mr. BEALES. The FDA statement is required by FDA’s rules, and
“the results not typical” is the result of ours. And it is something
that we are concerned about, and looking at, because I don’t think
that kind of a disclaimer works very well.

Mr. GREENWOOD. Okay. My time has expired. The gentlelady
from Colorado. Thank you.

Ms. DEGETTE. Thank you, Mr. Chairman. If we could put the
slides up on the screen, please.

[Slides shown.]

Ms. DEGETTE. These are two slides of a website taken off the
internet just last week, and the graphic is from the Klein-Becker
USA Website, which advertises such products as Mamolin, with a
little umlaut kind of thing to give it authority, that says prevent
breast shrinkage due to weight loss, and strvectin-SD, the stretch
mark repair cream turned anti-wrinkle phenomenon.

And here is one called Transdurmal emulsifying gel, Dermalin
APG. Now, here is one, and this one is really frightening to me. Do
you need to lose over 20 pounds. Anorex.

Then there is one, Pedialean, weight control for children. There
is one that says that it is Thyroveran, provides thyroid support
during dieting; and Oxydrene, increased oxygen saturation, in-
creased endurance.

And then finally this is the culmination I guess, Testrogel, in-
creased sex drive for you and your partner. Now, here is my ques-
tion to you, Mr. Beales. It looks to me like here are some products
and all of these products seem to be making some pretty amazing
claims just in the little phrase.

I am wondering if your agency has investigated any of these par-
ticular supplements.

Mr. BEALES. Under our statute, we can’t talk about a particular
non-public investigation. All of our investigations are non-public.
So we can’t confirm or deny that we have looked at any particular
product until we have taken action.

We have been very active in looking at weight loss claims, and
for a wide variety of diet supplement kinds of products, and we are
particularly concerned about weight loss claims that seem particu-
larly focused on children.

Ms. DEGETTE. Can you tell me though whether you have taken
an enforcement action against Klein-Becker USA for any of their
products?

Mr. BEALES. We have not taken any enforcement action, no.

Ms. DEGETTE. Is this something that you are familiar with, or
have you seen this before today?

Mr. BEALES. I have not seen the ad, no.

Ms. DEGETTE. Okay. I would ask you if you could please go back
and take a look at this company and their claims, because as you
said in your testimony, in your written testimony and then today
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in your verbal testimony, that you have been particularly con-
cerned with dietary supplements that appear to be making claims
that would be unsubstantiated, right?

Mr. BEALES. Yes, that has been very much the focus. In the
weight loss area our focus has been on claims of rapid or substan-
tial weight loss or lose weight without diet and exercise.

Ms. DEGETTE. And I think you would agree, and probably, Mr.
McClellan, you also—some of the claims just on their face seem of
concern, like do you need to lose over 20 pounds, or weight control
for children. Would you agree with that?

Mr. McCLELLAN. It is certainly the kind of thing that we would
be happy to assist the FTC in looking at.

Ms. DEGETTE. And I would assume, Mr. Beales, that this is the
kinds of things that you have been looking at without specifically
commenting on this website?

Mr. BEALES. Without specifically commenting on this website, it
is the kinds of claims and the kinds of issues that we have been
very interested in.

Mr. GREENWOOD. Would the gentlelady yield for just 10 seconds?

Ms. DEGETTE. I would be happy to.

Mr. GREENWOOD. I just wanted to inform the gentlelady and the
committee that specifically with regard to this product Pedialean,
weight control for children, this committee is conducting another
investigation, and we have done extensive work on that, and that
will be a subject of a hearing in the fall.

Ms. DEGETTE. I am aware of that. I am looking forward to that
hearing, and part of my concern, Mr. Chairman, is when you have
a product called Pedialean with a little r after it, it looks just like
some of the products that the FDA approved, FDA approved prod-
ucts that I use in my life, like Pedeolite, or other kinds of legiti-
mate medicines for kids.

And it is bad enough when adults are taking these herbal supple-
ments, but when we are giving them to our children, I think that
is worth a whole hearing unto itself. I want to go to slide two if
I may.

And slide two, and at the bottom of that slide, gentleman, where
it says, BBB On-Line Reliability Program. That refers to the Better
Business Bureau icon. Do you see that, gentlemen, and are you fa-
miliar with that from other enforcement?

Mr. BEALES. Yes.

Ms. DEGETTE. And to me that seems to give the impression that
the Better Business Bureau is supporting this company. Isn’t that
the impression that it would give to you?

Mr. BEALES. Well, I think the BBB On-Line icon is fairly widely
recognized. They have concerned themselves with the privacy prac-
tices of somebody who is offering merchandise on-line.

But I don’t think they see it, and I don’t think consumers would
likely see it as an endorsement of the products, as opposed to of
the way the website does business on-line.

Ms. DEGETTE. Well, I will tell you that I would see it just the
opposite, and in fact when you click on the BBB link, you are taken
to a screen that states, “This company is currently not active under
the BBB On-Line Reliability Seal Program.” So that probably
might change your view.
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Mr. BEALES. That is a different sort of a problem.

Ms. DEGETTE. Yes, and one that I would think your agency
might want to look into. Would I be accurate?

Mr. BEALES. It is the kind of problem that we would be very in-
terested in.

Ms. DEGETTE. We have done a lot of work in this committee on
internet issues, and I think part of the problem we are seeing is
profligate advertising in products like this on the internet, which
is an increasing problem for your agency and other regulatory
agencies.

And I would just—I think what I might ask unanimous consent
to do is to follow up with some written questions to the FTC about
what kinds of on-line enforcement activities they are taking, be-
cause I am sure that you have some, and I would like to know
about that.

Mr. BEALES. We are very active on-line jointly with FDA, and
also with international partners. We conduct surfs looking for var-
ious targets in particular areas. We are working now with Mexico,
with the FDA, with Canada, to develop an international surf that
will look for websites, claims on websites around the world, and
then sort of parcel them out as to what country and what agency
can most effectively take action to address that. We would be
happy to provide more information about that because it is an im-
portant part of what we do.

Ms. DEGETTE. Mr. Chairman, I would just ask for unanimous
consent that all members may have 30 days within which to sub-
mit statements or further questions.

Mr. GREENWOOD. Without objection, that will be the order. The
time of the lady has expired, which is unfortunate, because we
didn’t get to the grow muscle while you sleep page, nor the cutting
gel where you can get muscles simply by rubbing gel on your——

Ms. DEGETTE. Mr. Chairman, I thought you would be more inter-
ested in this one, that’s why.

Mr. GREENWOOD. Right. I am going to go and take a nap right
after the hearing and muscle up, bulk up. The gentleman from
New Jersey, Mr. Pallone.

Mr. PALLONE. Mr. Chairman, I will be very quick. I know that
I am not a member of the subcommittee. Could I ask to be included
in Ms. DeGette’s follow-up questions even though I am not a mem-
ber?

Mr. GREENWOOD. Without objection.

Mr. PALLONE. Thank you. And then I just wanted to ask very
quickly a follow-up to what I said before. My understanding when
we talk about the GMPs versus whatever risk regulation or prohi-
bition on ephedra you are going to have, there is no suggestion that
because of action that is being taken with regard to ephedra from
a regulatory point of view that that would hold up or impact what
you are doing with the GMPs, and that process won’t be slowed
down in any way?

Mr. McCLELLAN. No, those are two separate activities. The GMP
process applies across the board to dietary supplements, and our
regulatory analysis of ephedra is something that is very ephedra
specific.
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There is as you know a huge number of vitamins, minerals, other
dietary supplement products that don’t present any known safety
risks, and they often have benefits. And the main purpose of GMPs
is for especially that large universe to make sure that they are pro-
duced using standards that can give consumers confidence that
what is on the label is what is in the product and that there are
not any potentially unsafe ingredients from bad manufacturing
practices.

Mr. PALLONE. So one is not going to impinge on what you are
doing with the other?

Mr. McCLELLAN. We are very busy at the FDA, but we are pur-
suing both of these aggressively.

Mr. PALLONE. Thank you. Thank you, Mr. Chairman.

Mr. GREENWOOD. We thank our witnesses for their time and
their expertise. We look forward to their continuation of this proc-
ess, and I thank the gentlemen again, and the hearing is ad-
journed.

[Whereupon, at 1:29 p.m., the subcommittee was adjourned.]
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