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PARENTS BE AWARE: HEALTH CONCERNS
ABOUT DIETARY SUPPLEMENTS FOR OVER-
WEIGHT CHILDREN

WEDNESDAY, JUNE 16, 2004

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

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

Members present: Representatives Greenwood, Stearns, Bass,
Walden, Ferguson, Barton (ex officio), DeGette, Schakowsky, and
Waxman.

Staff present: Kelli Andrews, majority counsel; Mark Paoletta,
majority counsel; William Harvard, legislative clerk; Bud Albright,
majority staff director; Andy Black, majority policy coordinator;
David Nelson, minority senior investigator; and Jessica McNiece,
minority research assistant.

Mr. GREENWOOD. The hearing will come to order.

The Chair recognizes himself for the purposes of making an
opening statement.

Reports concerning the increase of obesity in America’s children
have been broadcast throughout the media in recent weeks and
months. The June 7 issue of Time magazine has a cover story on
obesity problems facing Americans both young and old. Today the
committee will examine the exploitation of parents desperate to
find a solution to their children’s weight problems. These parents
are sometimes persuaded to turn to dietary supplements marketed
with the promise of weight loss for their kids. What we have
learned from our investigation is that these promises are at best
empty or at worst, dangerous.

Today we focus on several products that have been marketed and
manufactured for the express purpose of providing a weigh loss
benefit for children as young as 6 years of age. These products with
names that invite certain weight loss in children, Skinny Pill for
Kids, PediaLean and PediaLoss have been represented to America’s
parents to be safe and effective for weight loss in children. None,
I repeat none of these products has been tested in any scientifically
credible manner in children. None of these products has any legiti-
mate basis upon which to claim that they would be effective in
helping children lose weight.

o))



2

Several of these products also contained ingredients which would
be harmful to children. For example, we've learned that an herb
called uva ursi was contraindicated for children under 12 years of
age, yet this ingredient found its way into a dietary supplement
called the Skinny Pill for Kids and was promoted to millions of par-
ents on national television by Edita Kaye. The fact that this prod-
uct was being marketed at all for children when it contained an in-
gredient children should not take is outrageous.

I have watched the tapes of Ms. Kaye and her laboratory formu-
lator defending this product, a product that thankfully a child has
never ingested.

And let me be clear to Ms. Kaye, PAL Labs and anyone else
there who is deciding whether to put an ingredient contraindicated
for children in a product for kids: It is no answer to the American
public that only small amounts of these ingredients were incor-
porated in the pills.

The company that testify at our hearing today provided false
hope and promises and parents and children in the marketing of
their respective products. Given the delicate nature of children’s
health, this type of misleading advertising is even more egregious.

One of the dietary supplements for children that the committee
investigated, Pedialean, is still available for purchase today. The
fact that two of these products, the Skinny Pill for Kids and
PediaLoss I am told are not being sold anymore in no way changes
the larger issues at stake here today.

These companies, Edita Kaye and her Fountain of Youth Group
DBS Labs and Basic Research, promoted and offered for sale prod-
ucts for young children to take by doing little if any of their own
legitimate research on the health effects of their products on chil-
dren. Nor did any company even attempt to determine that the
products worked before promoting it for purpose. They did this sim-
ply to make money at the expense of desperate parents, parents
hoping against all hope for a safe and effective magic solution for
their children’s weight problems.

The fact that some of these companies ultimately made little or
no money on these products does not alleviate the concern that the
rapid rise from obesity will be exploited by dietary supplement
manufacturers for monetary benefit.

It is also important to point out that while Edita Kaye’s Skinny
Pill for Kids was pulled before it ever hit the shelves, sparing chil-
dren around the country the ill effects of ingesting this product and
that her national promotional efforts for her product were a year
and a half ago, she refused to voluntarily cooperate with the com-
mittee’s investigation every step of the way.

I expect that Ms. Kaye will stand by her statements made on na-
tional television that she is happy that the promotional launch of
her ill-fated Skinny Pill for Kids opened up the debate on this issue
of finding a solution to the increasing number of overweight chil-
dren in the U.S. If Ms. Kaye believes she opened this debate, it is
only fitting that she be present at this public forum to continue the
debate. I am disappointed that she was not willing to voluntarily
aid the committee in our investigation into this matter.

Several agencies have extensive work relating to obesity in chil-
dren. I look forward to hearing about the work the Centers for Dis-
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ease Control has done in this arena and the information it believes
is useful to aid parents and their children in combating weight re-
lated problems.

The Federal Trade Commission has done extensive to combat
misleading advertising in the dietary supplement industry, and in
particular in supplements marketed to children. We know that they
recently settled an action with Ms. Kaye regarding her promotional
efforts with respect to the Skinny Pill for Kids and other of her
products. We look forward to hearing more about this settlement
and look forward to hearing about other work the Commission has
done in this area.

In addition, we are joined by some medical experts who will be
able to shed light on some of the problems associated with taking
these dietary supplements designed for use by children and the
problems that can arise when young children are led to believe that
there is a magic pill.

I am hopeful that at the end of this hearing the public, particu-
larly parents, are more informed about what little science and re-
search goes into these products before they are marketed for chil-
dren. I hope that parents after hearing testimony today will turn
skeptical eyes toward claim of weight loss from a pill.

The uniqueness of this subcommittee’s oversight function is its
ability to promote change by providing the public with information.
The more information that parents have about these dietary sup-
plements promoted for their children, the more informed will be
their decisions regarding their children.

The Chair now recognizes the gentlelady from Colorado, Ms.
DeGette for her opening statement.

Ms. DEGETTE. Thank you, Mr. Chairman.

Today’s hearing addresses a topic of great concern, the potential
dangers of dietary supplements for pediatric populations and the
extent to which these products are being marketed to some unin-
formed parents and adolescents and children. This hearing is of
particular interest to me because it highlights the substantial dif-
ferences between how we treat claims about dietary supplement
versus pharamaceuticals, and also how we treat products for chil-
dren versus adults. There is a substantial difference in both of
these cases.

Dietary supplements such as the three products that we are ex-
amining today, the Skinny Pill for Kids, PedialLean and PediaLoss
are not subject to the same stringent regulations as food additives
or drugs. This, of course, is because of the Dietary Supplement
Health Education Act, DSHEA, which has greatly limited the
power of the FDA to stop sales of dangerous substances, only until
after substantial public harm has occurred. Nor does that agency
have the same power they exercise over drugs to assure that label-
ing and advertising are not false or misleading.

Some say that the law has allowed “buyer beware” to replace and
“safe and effective when used as directed.” I am concerned that
consumers do not have enough understandable information under
this law and that the law loosens the oversight that could prevent
marketing of dangerous or ineffective substances to children and
adults. These dietary supplements for overweight children are a
tragic example of how loose the oversight is, but they are not the
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only example. We had another hearing earlier this spring on
ephedra and other dietary supplements that are providing a real
risk to consumers.

The Federal Trade Commission, today represented by Mr.
Beales, is here to provide information about the credibility of ad-
vertising claims about weight loss effects and the safety of those
products. The FTC will discuss its recent filing of a complaint
against one of the witnesses today Basic Research. I'm very inter-
ested to learn from the FTC about the extent of false and deceptive
advertising in the dietary supplement industry and whether the
FTC’s current enforcement powers are sufficient.

This hearing also highlights the substantial difference between
testing requirements in pediatric versus adult populations. I, like
many of my colleagues on the subcommittee, have worked hard on
the pediatric rule which requires testing for drugs that are given
to pediatric populations and on post market surveillance of medical
devices used by children. The FDA has worked with Congress and
the pharmaceutical industry to improve testing for these drugs and
devices, so we have made significant progress for a majority of
products. But yet for dietary supplements like this Pedialean
which the box and bottle look to me like remarkably like an FDA
approved drug, I think that’s probably the intention, we have a dis-
turbing situation in which the product, at least with the Skinny
Pill for Kids which thank goodness is not being sold, it included a
substance that was determined to be dangerous to children.

The Skinny Pill for Kids was widely advertised, but as the chair-
man said, it was never distributed.

The situation remains that we do not have adequate information
on the effects of supplements in children. This committee’s work on
the pediatric role was based on a determination that children are
not just mini adults and that medical products for children must
be tested for efficacy and toxicity.

The committee does not take the protection of children lightly,
nor does it formulate policy based on dubious science. Two of the
witnesses today will speak to the science behind these dietary sup-
plements, and I am pleased that they are with us today because
I think, frankly, there is too much junk science receiving credence.
The Federal Government plays a substantial role in protecting con-
sumers from these invalidated claims, and this science I believe
warrants an examination. The hearing is an opportunity to learn
about the science, and I thank the chairman for holding it.

I just want to add one more thing. I understand the purposes be-
hind DSHEA, and I support many of those goals. But given the last
hearing and now this hearing, Mr. Chairman, I really think we
need to look at DSHEA to see whether or not there are ways we
can make distribution of these dietary supplements more safe for
the health of our constitutes.

And I yield back the balance of my time.

Oh, Mr. Chairman, before I yield, I'd ask unanimous consent to
put Mr. Dingell and Mr. Waxman’s opening statements, and any
other members opening statements in the record.

Mr. GREENWOOD. Without objection, that will be the order.

The gentlelady from Chicago, Ms. Schakowsky.
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Ms. SCHAKOWSKY. Let me begin by thanking Chairman Green-
wood for holding this hearing on such an important topic.

The issue of childhood obesity has become one of great concern
for all of us as it has become clear that we are now faced with an
epidemic in this country that threatens the future health of mil-
lions of American children and adults.

It is also clear that, as a result of the increased media attention
on this issue, parents have become more aware of this problem and
the significant risks that it poses to their children. For that reason,
we have a responsibility to make sure that parents in their efforts
to provide remedies to this very complex and chronic problem do
not give their children dietary supplements that, despite their mar-
keting and labels, have been proven to be neither effective nor safe.

In addition to what appears to be a significant lack of resources
and funding made available to the Federal Trade Commission and
the Food and Drug Administration to screen these products, it
should be recognized that the ability of these agencies to protect
families from the unethical manufacturing and marketing of die-
tary supplements has been weakened considerably by the limited
authority provided to them by the 1994 Dietary Supplement Health
and Education Act, DSHEA.

It is evident that under the current system outlined by DSHEA,
manufacturers of dietary supplements can get around current
guidelines, allowing them to not only move their product into the
market but also make health claims that mislead desperate par-
ents who are searching for solutions to help their children.

I feel, then, that it is important to ask what steps the Bush Ad-
ministration and Congress have taken and should take to strength-
en the current law and subsequentially address the roadblocks that
exist which prevent the FTC and FDA from doing more to protect
consumers from these untested products.

There is a significant amount of research available from the CDC
and the World Health Organization that outlines steps that par-
ents, children, physicians and communities can take in their efforts
to address the increasing prevalence of childhood obesity. It is
these proven effective interventions such as improved nutrition
education, increased access to healthy foods and increased opportu-
nities for children to engage in physical activities that we should
be actively promoting to families and within schools.

In addition to promoting what we know to be effective in the
fight against obesity, I believe that it is our responsibility to make
sure that families are protected from the manufacturing and mar-
keting of products that are not only unproven in regards to their
efficacy in inducing weight loss, but also unproven to be safe for
both children and adults.

I look forward to hearing from today’s panelists about how we
can best inform and protect consumers from business practices that
are not credible and jeopardize consumer safety.

Thank you, Mr. Chairman.

[Additional statements submitted for the record follows:]
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PREPARED STATEMENT OF TOM ALLEN, A REPRESENTATIVE IN CONGRESS FROM THE
STATE OF MAINE

I am pleased that Chairman Greenwood and Ranking Member Deutsch called this
hearing today to look at the marketing and distribution of dietary supplements tar-
geted at children.

We all recognize that obesity in the U.S. is reaching epidemic proportions. In
Maine, nearly 27 percent of high school students are overweight and nearly 59 per-
cent of Maine adults are overweight or obese. Nationally, approximately two-thirds
of American adults are overweight and 15 percent of 6- to 19-year-olds are over-
weight—a number that has tripled over the past two decades. Obesity represents
a tremendous burden on our health care system—costing Americans more than $117
billion per year. Obesity is associated with an increased risk for heart disease, the
leading cause of death in the U.S.; as well as cancer, diabetes, and muscle problems.

Overweight children and their parents, often desperate for an easy solution to
weight loss, are lured by the bold, exaggerated marketing claims of dietary supple-
ment manufacturers and their so called “clinical studies.” The average American
does not know that there are virtually no standards regulating how these supple-
ments are made, ingredients are often not fully disclosed—disguised behind “sci-
entific-sounding” trademarks, and there is no requirement—or national database—
for adverse event reporting. And yet parents are being encouraged to give these pills
to children as young as six. It is certainly a case of “buyer-beware.” But do parents,
and their children know this? In the case of dietary supplements marketed as “diet
aids,” it is often impossible to figure out exactly what you are getting, what the side
effects could be, and whether there is any evidence that the supplement will have
the desired effect.

A 2002 Harris poll determined that most people believe that if a supplement is
on the market it must have been approved by “some government agency”; that man-
ufactures are prohibited from making claims for their products unless they have the
data to back up those claims; and that companies are required to include warnings
about potential risks and side effects. In the case of dietary supplements, all of
these assumptions are false. In 2002, the FTC found that at least half of all weight-
loss ads contained false or misleading statements. These companies thrive by play-
ing on people’s desperate search for a quick-fix to lose weight.

Thank you to our panelists for joining us today. I particularly look forward to
hearing from our expert witnesses about their views of the safety and efficacy of
these products, and the appropriateness of promoting these supplements to children
as young as 6.

PREPARED STATEMENT OF HON. JOHN D. DINGELL, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF MICHIGAN

Mr. Chairman, thank you for continuing the investigation into the unfortunate
consequences of the Dietary Supplement Health Education Act. Last summer this
investigation exposed the statutory limitations and regulatory failures in dealing
with ephedra, the herbal form of a stimulant drug that caused death and a number
of serious health problems. As a direct result of pressure from this Committee, the
Food and Drug Administration (FDA) finally decided that enough damage had been
done to the public health and banned that so-called dietary supplement.

I am also pleased with another positive achievement of this investigation. Our in-
quiries to the Drug Enforcement Administration (DEA) and FDA regarding the sale
of dangerous steroid precursors as dietary supplements ultimately helped produce
Administration support for H.R. 3866, the “Anabolic Steroid Control Act of 2004.”
The bill passed the House with almost unanimous support and is currently pending
Senate action.

Today, we look at another category of products that may potentially cause not
only physical harm to the public but also make a serious dent in the wallets of
American consumers desperate to find an “easy way” to treat their overweight chil-
dren. Again we will see how unscrupulous operators ignore public health con-
sequences as they bend, break, and otherwise abuse a weak law to sell products that
could seriously injure the uninformed user. Further, their advertising claims attract
the most vulnerable: parents and children who hope to lose pounds easily without
undergoing important lifestyle changes, such as diet and exercise.

Given current judicial interpretations, weak statutory language, clever uncovering
of legal loopholes, and shoddy enforcement, the current law cannot adequately pro-
tect the public from these modern-day patent medicine peddlers. I therefore joined
Rep. Susan Davis and Rep. Henry Waxman, in introducing H.R. 3377, the “Dietary
Supplement Access and Awareness Act of 2004.” Passage of this bill would be the
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first step toward undoing the harm to the public health and the personal pocket-
books of millions of Americans who, because of the fraudulent claims which domi-
nate this industry, have endangered their health and squandered billions of dollars
on products that have not the slightest scientific evidence to support manufacturers’
claims.

Mr. Chairman, thank you again for this Subcommittee’s focus on the public health
threats posed by certain dietary supplements. I look forward to the testimony pre-
sented today.

Mr. GREENWOOD. The Chair thanks the gentlelady and will now
introduce our first panel.

We're pleased to have with us and we welcome Mr. Howard
Beales, who is the Director of the Bureau of Consumer Protection
of the Federal Trade Commission.

Good morning, sir.

Mr. BEALES. Good morning. And thank you very much for the op-
portunity to

Mr. GREENWOOD. Well, I am not ready. I am just saying good
morning and I have not asked you to speak yet.

Mr. BEALES. I am sorry.

Mr. GREENWOOD. But I will. Thank you.

We have Dr. Howell Wechsler, who is the Acting Director, Divi-
sion of Adolescent and School Health for the Centers for Disease
Control and Prevention.

Good morning, sir. Good to have you here.

We also have Dr. Alison Hoppin. Am I saying that right? Who
is the Associate Director for Pediatric Services at MGH Weight
Center in Massachusetts General Hospital.

And we expect shortly to have with us Dr. Keith Ayoob, who is
the Associate Professor of Pediatrics at the Albert Einstein College
of Medicine.

The Chair recognizes the presence of the gentleman from Florida,
Mr. Stearns. Do you have an opening statement you would like to
make? The Chair would recognize the gentleman from Florida.

Mr. STEARNS. Thank you, Mr. Chairman. Obviously, I am very,
very excited that you are holding this hearing.

I Chair the Subcommittee on Commerce, Trade, and Consumer
Protection and we also deal in major league sports. And I am glad
that you are investigating dietary supplement issues for the year
or so.

And I am very interested in how Howard Beales from the Fed-
eral Trade Commission will testify today on its actions before us.
Basic Research, for one, has provided us that the active ingredient
in their products has been hyped up, some sort of hyper fiber which
I think they sell for about $40 a bottle on the Internet and I guess
the real question is does it work. Is there validity and research and
support to support their advertising claims and what is the Federal
Trade Commission to make sure that it has been demonstrated?
Can the parents feel comfortable buying this product? And are they
better off, perhaps, just with a salad and perhaps with fiber from
fruit?

As a member of the Florida delegation I'm struck by the preva-
lence of connections to Florida by some of our witnesses and some
of the manufacturing distribution. So, I would be curious to see
how that works out.
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So, Mr. Chairman, I appreciate your hard work here and I look
forward to the hearing.

Mr. GREENWOOD. The Chair thanks the gentleman from Florida.

And before we swear in the first panel, I would like to, for the
benefit of the members of the committee, have you view a brief
video that I think illustrates this issue if our technical people are
ready to do that.

[Video shown, interview of Edita Kaye and Dr. Ayoob done by
Katie Couric.]

Ms. CouricC. Obesity in children has reached epidemic proportions. According to
the Centers for Disease Control, more than 6 million kids in the United States are
severely overweight, that is 15 percent of our children and adolescents. But is a diet
pill for children the answer? Edita Kaye is the creator of skinny.com and the new
Skinny Pill for Kids. And Dr. Keith Ayoob is an Associate Professor of Pediatrics
at Albert Einstein College of Medicine.

Good morning to both of you.

Dr. AYOOB. Good morning.

Ms. CouRrIC. Let me start with you, if I could, Edita Kaye.

Ms. KAYE. Good morning to you.

Ms. Couric. Good morning. Nice to see you.

Ms. KAYE. Thank you.

You have been marketing a Skinny Pill for adults on a website and now you have
a Skinny Pill for Kids. Why?

Ms. KAYE. Yes.

Ms. Couric. Obviously for the reasons I just outlined?

Ms. KaYE. Well, I will tell you why. Because in the past 36 months that I have
been selling the Skinny Pill, which is a dietary nutritional supplement for women
and men, I have had requests; we have almost 500,000 people who have used our
product and it is safe and successful. And there is a wonderful food plan that goes
with it. And moms have been writing to me, emailing me, calling me saying “Edita,
what can I do for my kids.” And children have called me. And it breaks your heart,
Katie, the letters and emails that I get. Kids get thrown into garbage cans. They
have no self-esteem. They are afraid to go to school. They cannot play with their
friends. They cannot eat in the restaurants that their friends eat in.

So I thought, okay, I will come up with something that I am going to call the
Skinny Pill for Kids, and to me I am ringing a great big bell out there across Amer-
ica.

Ms. Couric. What is in this pill?

Ms. KAYE. In this pill we have B vitamins, which are wonderful and they help
with energy, right? We have dietary fibers which are wonderful because what they
do is they give you a feeling of fullness so you do not eat as much.

Ms. Couric. Right.

Ms. KAYE. Or as often.

Ms. Couric. In other words, it is all natural ingredients, right?

Ms. KAYE. Absolutely. These are—no one has questioned the contents of the Skin-
ny Pill.

Ms. Couric. There is no ephedra——

Dr. AYooB. Excuse me. Excuse me.

Ms. KAYE. No, no, no, no.

Ms. Couric. Wait for a second, Doctor. You’re going to get to—I am going to get
to you in a second because I am sure you have some serious issues with the whole
notion of marketing a Skinny Pill for children, and what are they?

Dr. AYOOB. Yes, I do, big time issues. First of all, I work with this issue every
single day and kids are the most important people in the world to me.

I have a real issue when somebody is marketing a bogus product that has no sci-
entific evidence behind it and when it includes herbs that are essentially diuretics
and that have never been tested on kids. I would never recommend this product for
anybody.

Ms. COURIC. And, in fact, it contains, niacin folate, vitamin B12——

Dr. AYOOB. And can——

Ms. Couric. Wait a second. Pectins, clumodin, uva ursi, whatever that is, Berchu
leaves and juniper berry. And you say it is based on scientific research done in Aus-
tralia and the U.K.?

Ms. KAYE. Yes. It comes together with a food plan. We know that pectins, such
as the fibers that are in this product, are ways of helping satisfy children’s fullness.
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The B vitamins are—you know, there is nothing in this product that you cannot get
in other vitamins.

But what I am saying here is you have got it—you know, I will tell you what the
experts are saying to our kids. They are saying, “Look, you are fat, here is what
you have to do. Turn off the TV and stop eating fast foods.” How real is there? It
1s not going to happening——

Ms. Couric. Doctor?

Dr. AyooB. Excuse me.

Ms. KAYE. What I am saying is

Dr. AvooB. Excuse me. I have a real issue with that. I am sorry. But ingredients
in this product have never been tested on kids. Edita, you do not have any evidence
and until you do have evidence, you should not be making bogus claims. This pills
is not going to help anybody lose weight. A balanced eating plan and a lifestyle
change that parents can gradually work on is what is going to help kids lose weight.

Ms. Couric. Has this been tested on children?

Ms. KAYE. I produce this in a lab. It has formulators——

Ms. Couric. Has it been tested on children?

Ms. KAYE. This particular product, some of the ingredients have and I do not
know about the others.

Ms. Couric. But this particular substance——

Ms. KAYE. I do not know

Ms. Couric. Excuse me, Dr. Ayoob. Does that not make you—give you real cause
for concern?

Ms. KAYE. No. Because what happens, Katie, is what I am saying is you need to
take some supplements and you need to eat skinny foods. And no one is saying that
I am not doing that. In fact, I welcome that Dr. Ayoobs of the world come and help
me, help me do something about this problem. Let us get doctors working on this
with me, dieticians, nutritionists, parents, grown ups——

Dr. AYooB. Katie, the only way—Katie, the only way this——

Ms. Couric. Go ahead, Dr. Ayoob.

Dr. AYooB. The only way you are going to lose from this product is from your
pocketbook, not from your body.

Ms. KAYE. No, that——

Dr. AYyooB. And I take kids much more seriously than this. And, Edita, if you
want me to help you, I will.

Ms. KAYE. Oh, thank you. Thank you.

Dr. AYooB. I will help you take it off the market.

Ms. Couric. Okay. He wants you to take it off the market——

Dr. AvooB. I will help you take it off the market.

Ms. COURIC. [continuing] though, that is way of——

Dr. AYooB. Absolutely. I am not even sure this is legal—these are legal herbs to
put and to give to kids.

Ms. Couric. Let me ask you both——

Dr. AYooB. FTC had a press conference last week about making——

Ms. Couric. Go ahead. I'm sorry.

Dr. AYOOB. [continuing] bogus claims for health products. And I think this has
never been tested on kids. I would not give these herbs. They're diuretic herbs. You
do not give those to 6 year old children.

Ms. Couric. Let me just ask you about the psychological impact of this. To tell
children that frankly there is a magic bullet, yes you say there is——

Ms. KAYE. That is not what I am saying.

Ms. COURIC. [continuing] and an eating plan.

Ms. KAYE. That is not what I am saying.

Ms. CouUriC. But in the adult website you do say “magic will happen.” And
frankly——

Ms. KAYE. Well, magic happens when you take——

Ms. COURIC. [continuing] is this not misleading and psychologically difficult for
kids?

Ms. KAYE. Because, Katie, I will tell you what happens, okay. Here is what hap-
pens. I say to kids, look, let us use this time that you have blessed me with. Let
us say to kids, look, this morning when you are having that glass of orange juice,
have an orange. An orange has fiber in it. I am saying tonight at bedtime——

Dr. Ayoos. Katie?

Ms. KAYE. [continuing] have some peanut butter. That is wonderful.

Dr. Avyoos. Katie

Ms. KAYE. That is when the magic happens.

Ms. Couric. Dr. Ayoob——

Dr. AYooB. Excuse me.




10

Ms. KAYE. And there are foods——

AMSB COURIC. [continuing] we are almost out of time. You get the last word, Dr.
00D.

yDr. Ayv00B. Thank you very much, Katie.

Katie, this is a bogus product. There are ingredients that I would never give to
kids. I am not even sure it is legal to have this in and give this to kids. And a sen-
sible eating plan with a lifestyle, a healthy eating style is the way to get kids to
lose weight.

Ms. Couric. All right.

Dr. AYooB. Pills are not the answer.

Ms. Couric. That will be the last word.

Thank you both very much. We will be back after this.

Ms. KAYE. Thank you, Katie.

Mr. GREENWOOD. Bogus products or miracle pill, that is what
this hearing is about. And we are now about ready to hear testi-
mony for our first panel.

First let me inform our witnesses that pursuant to the rules of
this committee you are entitled to be represented by counsel. Do
any of the witnesses wish to be represented by counsel today?
Okay.

It is the practice of this subcommittee to take our testimony
under oath. Do any of you object to giving your testimony under
oath. Okay.

In that case, I am going to ask if you will stand and raise your
right hands, please.

[Witnesses sworn.]

Mr. GREENWOOD. Okay. Thank you. You are under oath.

And, Mr. Beales, you are now recognized for your opening state-
ment.

TESTIMONY OF J. HOWARD BEALES III, DIRECTOR, BUREAU
OF CONSUMER PROTECTION, FEDERAL TRADE COMMIS-
SION; HOWELL WECHSLER, ACTING DIRECTOR, DIVISION OF
ADOLESCENT AND SCHOOL HEALTH, THE CENTERS FOR
DISEASE CONTROL AND PREVENTION; ALISON HOPPIN, AS-
SOCIATE DIRECTOR FOR PEDIATRIC SERVICES, MGH
WEIGHT CENTER, MASSACHUSETTS GENERAL HOSPITAL

Mr. BEALES. Thank you, Mr. Chairman. And good morning to
you and the members of the subcommittee.

I am the Director of the FTC’s Bureau of Consumer Protection.
And I would like to thank the subcommittee for taking a leadership
role to ensure the truthfulness and accuracy of marketing for die-
tary supplements to children.

There is little doubt that the dietary supplement industry is a
large and growing segment of the consumer health care market.
According to a recent CDC study, more than a third of American
adults use some form of complementary and alternative medicine.
Although similar statistics are not available for children, children’s
supplements comprise a niche market with estimated sales of over
a half a billion dollars as of July 2002.

Over the past decade we have filed 15 law enforcement actions
challenging false or unsubstantiated claims about the efficacy or
safety of children’s dietary supplements, including five this year.
Among the kinds of problems we’ve seen are zinc lozenges sold to
reduce the severity of cold symptoms in children when, in fact, the
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one study that focused on children failed to find any benefit in re-
ducing their cold symptoms.

We have also challenged unproven claims that dietary supple-
ments can improve or even cure AD/HD, a condition that NIH esti-
glates affects 3 to 5 percent of school-aged children in the United

tates.

We have taken action against marketers of body building supple-
ments containing steroid hormones popular among teenage athletes
and required them to place strong warnings in their future adver-
tising and labeling about the potential risks of using steroid hor-
mones.

FDA recently notified specific companies that the sale of these
products is prohibited by the Food, Drug and Cosmetic Act.

Finally, given the concern about the increasing rate of childhood
obesity, we are vigorously investigating and bringing cases against
marketers of dietary supplements for weight loss in children who
promise dramatic, easy, rapid or weight loss without any basis for
their claims.

For example, earlier this year the FTC challenged advertising
that allegedly claimed that “Skinny Pill for Kids” safely burned fat,
blocked new fat deposits, normalized insulin and blood sugar levels
and reduced the risk of obesity-related diseases. Prompt Commis-
sion action stopped this marketing campaign before the children’s
product actually entered the marketplace.

Yesterday, the Commission issued two new complaints against
marketers whose products include weight-loss products marketed
specifically for children. The Commission’s complaints alleged that
Basic Research, which sold a product called, “Pedial.ean,” and DBS
Labs and Dynamic Health which sold a product called “PediaLoss”
made deceptive weight loss claims in their advertisements.

The Commission will continue to actively challenge deceptive
marketing of dietary supplements, both to children and adults.

Thank you for focusing attention on this important consumer
health issue and for giving the FTC an opportunity to discuss its
role. We look forward to working with the subcommittee on initia-
tives concerning our dietary supplement program, and I look for-
ward to 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 Subcommittee, I am J. Howard Beales, Direc-
tor of the Bureau of Consumer Protection, Federal Trade Commission (“FTC” or
“Commission”). The Commission is pleased to have this opportunity to provide infor-
mation concerning our efforts to ensure the truthfulness and accuracy of the mar-
keting of dietary supplements for children.!

The mission of the Federal Trade Commission is to prevent unfair competition
and to protect consumers from unfair or deceptive practices in the marketplace. As
part of this mission, the Commission has a longstanding and active program to com-
bat fraudulent and deceptive advertising claims about the health benefits and safety
of dietary supplements, especially those products marketed to or for children.2

I The 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.

2The Commission’s authority in this area derives from Section 5 of the Federal Trade Com-
mission Act, which prohibits “unfair or deceptive acts and practices in or affecting commerce,”

Continued
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The dietary supplement industry represents a substantial and growing segment
of the consumer healthcare market with industry sales for 2002 estimated to be
$18.8 billion.3 A recent survey of complementary and alternative medicine use in the
United States shows that more than one-third of U.S. adults age 18 and over are
turning to alternative medicine, including herbal products, enzymes and other die-
tary supplements.# The market for children’s supplements has also been growing.
Industry analysts estimate annual sales of children’s supplements reached $510 mil-
lion as of July 2002 and represented one of the top niche markets in the supplement
industry.5

The supplement category encompasses a broad range of products, from vitamins
and minerals to herbals and hormones. Products promoted specifically for children
extend beyond traditional multivitamins to include preventives and cures for a vari-
ety of childhood ailments ranging from colds to more serious conditions like atten-
tion deficit/hyperactivity disorder (AD/HD). Most recently, the Commission has seen
the appearance of a few children’s products promoted for weight loss.

Certainly, some supplements offer the potential for real health benefits to con-
sumers. The scientific research on the associations between supplements and health
is accumulating rapidly. A 2001 NIH conference on Dietary Supplement Use in Chil-
dren, however, found that little is known about the evidence base to support appro-
priate indications for use in children or about the safety of children’s supplements.¢

Commission law requires that claims about the safety and efficacy of any health-
related product, including dietary supplements, be substantiated by competent and
reliable scientific evidence before the claims are made. The Commission seeks to en-
sure that consumers get accurate information so that they can make informed deci-
sions about how to manage their own healthcare. Bad information can pose a threat
to the health and well-being of consumers. In recent years the Commission has
brought several actions against deceptive promotions of supplements to children as
part of its broader supplement law enforcement program. The agency also has made
an effort to educate parents about the appropriate and safe use of children’s supple-
ments. The Commission’s testimony today will highlight some of those enforcement
and education efforts.

The FTC’s Dietary Supplement Advertising Program

The agency has committed a significant portion of its consumer protection re-
sources to combating false, misleading, or unsubstantiated claims in advertising for
healthcare products, including dietary supplements. Over the past decade the Com-
mission has filed or settled more than 100 law enforcement actions challenging al-
legedly false or unsubstantiated claims about the efficacy or safety of a wide variety
of supplements. The Commission has focused its enforcement priorities on national
advertising claims for products with unproven benefits; products promoted via the
Internet and elsewhere to treat or cure serious diseases; and products that may
present significant safety concerns to consumers.

As in all its advertising programs, the Commission works to make sure its en-
forcement actions have a strong impact, for example, by holding accountable not just
the supplement manufacturer but other parties that play a role in deceptive mar-
keting, such as ad agencies, infomercial producers, distributors, and catalog compa-
nies.” The Commission has sought to obtain meaningful relief for consumers, going
beyond the basic cease and desist orders in many cases, to require substantial mon-

and Section 12, which prohibits the false advertisement of “food, drugs, devices, services or cos-
metics.” 15 U.S.C. §§45, 52.

3Source: Nutrition Business Journal, Supplement Business Report 2003.

4Barnes, P. et al., CDC Advance Data Report #343. Complementary and Alternative Medicine
Use Among Adults: United States, 2002 (May 27, 2004). Reprint available at http:/
www.nccam.nih.gov. The study found that 36% reported using some form of complementary and
alternative medicine, and that 19% specifically used natural products such as herbs, other
botanicals and enzymes, most without consulting a healthcare practitioner.

5Source: Nutrition Business Journal (July 2002).

6The conference was sponsored by the National Institute of Child Health and Human Devel-
opment and the Office of Dietary Supplements of NIH. See Dietary Supplement Use in Children:
Who, What, Why, and Where Do We Go From Here (Feb. 2001). Executive Summary available
at: <http:/www.nichid.nih.gov/about/od/prip/pastevents/executive summary.htm.>

78See, e.g., Vital Basics, Inc. et al., Dkt. No. C-4107 (2004) (consent); Creative Health Institute,
Inc. and Kyl L. Smith, Dkt. No. C-4108 (2004) (consent) (Respondents included the marketer,
the individual who developed the product and others); see also The Quigley Corp., Dkt. No. C-
3926 (2000) (consent); QVC, Inc., Dkt. No. C-3955 (2000) (consent) (Respondents included the
products’ manufacturer and marketer as well as the home shopping channel on which the prod-
ucts were advertised). The Commission’s cases generally are available at www.ftc.gov.
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etary relief for consumer redress or disgorgement of profits.8 Finally, when the mar-
keting of a supplement raises safety concerns, the Commission has required that
strong warning statements be placed in labeling and advertising and, in certain
cases, has imposed limits on how and to whom the product can be marketed.®

The Commission coordinates all of its enforcement efforts closely with the Food
and Drug Administration (FDA). As you know, the two agencies have overlapping
authority over the marketing of dietary supplements and operate under a long-
standing liaison agreement whereby the FTC has primary responsibility for claims
made in advertising and the FDA for claims made in labeling.!® Since December
2002, the FTC and FDA have intensified the level of this cooperation with stepped-
up enforcement against deceptive supplement marketing. The staff of the two agen-
cies have formed a joint enforcement task force that has led to improved information
sharing and more effective joint actions that make the best use of the unique en-
forcement tools available to each agency. Both agencies have benefitted. For the
FTC’s part, the joint effort has helped us to bring more than 40 actions targeting
fraudulently marketed supplements and other health products in the 18 months
since the inception of the task force.!!

Actions Involving Children’s Supplements

The agency’s efforts to police the supplement marketplace include especially close
scrutiny of products marketed for use in children or otherwise targeted to appeal
to young consumers. In the last ten years, thirteen of the Commission’s actions
against deceptive supplement advertising have addressed children’s products, in-
cluding three actions to date in 2004.12 These actions have involved products mak-
ing allegedly unfounded promises to prevent colds, products allegedly deceptively
touted as safe and natural alternatives for the treatment of attention deficit/hyper-
activity disorder (AD/HD), and, most recently, products promoted to help children
lose weight. Some of the challenged products have contained stimulants or hor-
mones that raise safety concerns or herbs with known toxicity.

1. Substantiation of Claims for Children’s Dietary Supplements

The Commission has made it clear to the supplement industry that it will care-
fully evaluate the research for supplements marketed to children or to any other
specific population, to make sure that the evidence supports safety and efficacy for
the population to whom the product is marketed.!3 In some instances, research that
has been conducted on children has failed to find the same effect as research con-
ducted for the same product using an adult population.!4

For example, the Commission’s 1999 action against Quigley Corporation fo-
cused, in part, on claims made about the benefits of the company’s “Cold-Eeze” zinc
lozenges and “Kids- Eeze” zinc bubble gum for reducing the severity of cold symp-
toms and even preventing colds in children. In fact, although there was some lim-
ited evidence at the time on the effect of zinc on cold symptoms in adults, there was

8 See, e.g., Vital Basics, Inc. et al., Dkt. No. C-4107 (2004) (consent) ($1 million in consumer
redress); FTC v. Seasilver USA, Inc., et al., Civil Action No. CV-5-0676-RHL-LRL (D. Nev. Mar.
4, 2004) (final stipulated order) ($4.5 million in redress). The Seasilver defendants also agreed
in a separate settlement with FDA to destroy $5.3 million in misbranded products.

9 See, e.g., Global World Media Corp., Dkt. No. C-3772 (1997) (consent) (warning on ephedra
risks and ban on marketing of certain products in media with majority youth audience); Chris-
topher Enterprises, Inc., et al., Civil Action No. 2:01 CV-0505 ST (D. Utah 2001) (final stipulated
orderz1 (ban on marketing of comfrey products for internal use and application on external
wounds).

10 See Working Agreement Between FTC and FDA, 3 Trade Reg. Rep. (CCH) {9,859.01 (1971).

11 See Federal Trade Commission Attacks $1 Billion in Deceptive Health Marketing Since De-
cember, FTC Press Release (July 10, 2003), available at <http://www.ftc.gov/opa/2003/07/
diethealth.htm>.

12A complete list of FTC cases involving children’s supplements, including citations, is at-
tached as Attachment A. The Commission files a complaint in a case when it has “reason to
believe” that the practices cited in the complaint violate the FTC Act. A consent order that is
reached in settlement of such allegations does not constitute an admission by the respondent
that a law violation has occurred.

13 See, e.g., Dietary Supplements: An Advertising Guide For Industry, Part B.5., available at
<http://www.ftc.gov/bcp/conline/pubs/buspubs/dietsupp.htm>.

14Last December the NIH’s National Center for Complementary and Alternative Medicine
(NCCAM) announced the results of research it had funded on echinacea, an herb popularly used
to treat colds and other upper respiratory infections. The placebo-controlled study involved 534
children ages 2 to 11 and found no benefit in children, either for shortening the duration or
lessening the symptoms of colds. Further, the study found that echinacea use was associated
with an increased risk of rash. James A. Taylor et al., EFFICACY AND SAFETY OF ECHINACEA IN
TREATING UPPER RESPIRATORY TRACT INFECTIONS IN CHILDREN, 290 J. OF THE AM. MED. ASS'N
2824 (Dec. 3, 2003).



14

no evidence on cold prevention, and the one zinc study using a children’s population
failed to find any benefit in reducing cold symptoms in children.!s

2. Purported AD [HD Treatments

It has been estimated that AD/HD affects 3 to 5 percent of school-aged children
in the United States.!¢ A variety of supplement products and ingredients on the
market are promoted with claims ranging from increasing concentration, improving
behavior, or enhancing school performance, to promises of complete cures for AD/
HD. Due to the prevalence of these promotions and the serious nature of the health
condition at issue, the Commission has focused much of its enforcement efforts on
this category of children’s supplements. To date, the Commission has settled six ac-
tions against companies marketing a variety of supplements for the treatment of
AD/HD or its symptoms, focusing on the most widely promoted products and those
making claims that allegedly far exceed any scientific evidence of a benefit.!?

The first two actions involved a multi-level marketer, New Vision Inter-
national, Inc., and Max F. James, a high level distributor for New Vision, both
charged with making unsubstantiated claims for a combination of dietary supple-
ments called “God’s Recipe” that included an herbal drink containing grape seed ex-
tract, a mineral capsule, and a multi-enzyme tablet containing alfalfa and barley
sprouts. The package was promoted through compelling testimonials as a cure for
AD/HD and a natural alternative to Ritalin. Subsequent actions included a consent
order with J&R Research settling charges that the company made unsubstantiated
claims that its pycnogenol supplement was effective in treating not only AD/HD, but
also cancer, heart disease, arthritis, diabetes, and multiple sclerosis; a consent order
with Efamol Nutraceuticals, Inc. settling charges of unsubstantiated claims that
two essential fatty acid supplements, “Efalex” and “Efalex Focus,” could treat or
cure AD/HD; and a consent order with Natural Organics, Inc. challenging the de-
ceptive marketing of a multi-ingredient supplement called “Pedi-Active A.D.D.”

Most recently, the Commission settled charges against Vital Basics, Inc. relating
to the marketing of “Focus Factor,” a multi-ingredient supplement purported to im-
prove focus, memory, concentration, and academic performance in children, teen-
agers, adults, and senior citizens alike. The campaign for Focus Factor involved
widely disseminated television and radio infomercials and Internet marketing. The
Commission’s consent order included a $1 million consumer redress payment.'8 The
Commission also obtained a consent order against Kyl Smith, the developer of
Focus Factor, and his company Creative Health Institute, along with an addi-
tional $60,000 payment for consumer redress.

3. Bodybuilding Supplements Appealing to Young Athletes

Dietary supplements marketed to increase athletic performance and strength may
be particularly attractive to young athletes and bodybuilders. For that reason, in
1999 the Federal Trade Commission challenged ads promoting a category of body-
building supplements that raised safety concerns and were popular among teenage
athletes. The Commission brought action against two marketers of supplements con-
taining androstenedione and other steroid hormones, MET-Rx USA, Inc. and AST
Nutritional Concepts. Both companies were charged with making unsupported
safety claims for their products, and were required to place strong warnings in fu-
ture advertising and labeling warning against the potential risks of using steroid
hormones, including potential unwanted changes in male and female sexual charac-
teristics and increased danger for persons at risk of prostate or breast cancer.!® The
orders in both of these cases also required an additional warning for certain prod-

15The Commission also challenged other claims as unsubstantiated and beyond the existing
science, including claims, not specific to children, that the products would relieve allergies and
reduce the risk of contracting pneumonia.

16 Attention Deficit-Hyperactivity Disorder Information Page, NIH National Institute of Neuro-
logical Disorders (Mar. 21, 2003), available at <http://www.ninds.nih.gov/health and medical/
disorders/adhd.htm>.

17 Although not directly marketed for AD/HD, an earlier Commission case, Zygon Inter-
national, Inc., challenged, as unsubstantiated, claims that the company’s “SuperBrain Nutrient
Program” would enhance intelligence and memory. Marketing for the product included claims
that pregnant women taking the product would enhance the intelligence of their children.

18 The Vital Basics case also challenged safety and efficacy claims for “V-Factor,” a supplement
marketed as a male sexual performance enhancer.

19 Specifically the consent orders required that the following statement be displayed promi-
nently in advertising and labeling: “WARNING: This product contains steroid hormones and
may cause breast enlargement, testicle shrinkage, and infertility in males, and increased facial
and body hair, voice deepening, and clitoral enlargement in females. Higher doses increase these
risks. If you are at risk for prostate or breast cancer you should not use this product.”
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ucts that contained the powerful cardiovascular and central nervous system stimu-
lant, ephedra, which has since been banned by the Food and Drug Administration.

In bringing these actions, the Commission coordinated closely with the Food and
Drug Administration, as well as the Department of Justice’s Drug Enforcement
Agency and the White House Office of National Drug Control Policy, to better un-
derstand the risks these products posed and how young athletes used them. The
agency also worked with the National Federation of State High School Associations
to help raise awareness among student athletes about the dangers of using any per-
formance-enhancing substances. In addition, earlier this year, the FDA sent 23 com-
panies warning letters indicating that the agency considers the marketing of prod-
ucts containing androstenedione to be prohibited. Specifically, the FDA warning let-
ters indicated that such products are adulterated under the Federal Food, Drug, and
Cosmetic Act because androstenedione is a new dietary ingredient for which there
is not adequate evidence of safety.

4. Other Cases Raising Safety Concerns

When necessary, the Commission will impose additional remedies, beyond warn-
ing requirements, to ensure that potentially dangerous supplements do not harm
young consumers. In the Commission’s 1997 action against Global World Media
Corp., for example, the agency challenged the marketing of a supplement named
“Herbal Ecstacy,” a product containing a high dosage of ephedra, that was promoted
as an “absolutely safe” natural alternative to street drugs to get “high.” The product
was advertised with psychedelic print and television ads in media with large youth
audiences, including even MTV and Nickelodeon in some markets. The Commis-
sion’s order required strong warning statements in advertising and labeling.2° And,
to further protect young consumers to whom the marketing had been targeted, the
order also prohibited any future advertising of Herbal Ecstacy and similar ephedra
products in media with a predominantly young audience.2! Since that time, FDA has
banned ephedra products because of serious safety risks.

In another matter, the Commission addressed the marketing of several products
containing comfrey, an herb associated with severe liver toxicity. Christopher En-
terprises, Inc. used the Internet and other media to market various cure-all rem-
edies containing comfrey. Some of these comfrey products were promoted for use in
young children as a cough and cold remedy and even for use in babies and pregnant
women for treatment of a variety of infections. The Commission alleged that the
company’s safety claims were false. Because of the severe risks associated with this
herb, the Commission’s 2001 consent order banned the company from marketing
any comfrey product either for internal use or for application to open wounds. The
consent order further required that products sold for external use were required to
be labeled and advertised with warning statements making it clear that comfrey can
cause serious liver damage and even death.22

Most recently, the Commission charged Direct Marketing Concepts, Inc. with
making several false and unsubstantiated claims about the safety and efficacy of
two dietary supplements marketed through widely-aired infomercials. In addition to
challenging claims that the products could prevent or cure cancer and other diseases
and cause substantial weight loss, the Commission also challenged a claim relating
to the safety of one product for children and pregnant women. Specifically, the Com-
mission complaint charged the marketers with making unfounded claims that “Su-
preme Greens,” a combination of numerous plant and herbal ingredients, was safe
for everyone, including pregnant women, children, and persons on medication.

5. Weight Loss Supplements

Given the concern about the increasing rate of childhood obesity, marketing of die-
tary supplements for weight loss in children is another subject of ongoing FTC in-
vestigations and law enforcement. With weight loss advertising in general, the Com-

20The specific warning for the 1997 order was: “WARNING: This product contains ephedrine
which can have dangerous effects on the central nervous system and heart and could result in
serious injury. Risk of injury increases with dose.”

21The consent order prohibited dissemination of 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.

22The warning reads: “Warning: External Use Only. Consuming this product can cause seri-
ous liver damage. This product contains comfrey. Comfrey contains pyrrolizidine alkaloids,
which may cause serious illness or death. This product should not be taken orally, used as a
suppository, or applied to broken skin. For further information contact the Food and Drug Ad-
ministration: http:/vm/cfsan.fda.gov.” The final stipulated order also included a $1.4 million
judgment that was suspended pro



16

mission is concerned that consumers not be misled by ads promising dramatic, easy,
rapid weight loss without diet or exercise.

In one recent case, involving a product called “Skinny Pill for Kids,” the FTC chal-
lenged advertising by The Fountain of Youth Group, LLC and its principal
Edita Kaye. The company claimed on its web site and in other media that Skinny
Pill for Kids was the “First thermic and herbal formula ever developed for weight
loss for children 6 to 12.” According to the ads, Skinny Pill for Kids would burn fat,
block new fat deposits, normalize insulin and blood sugar levels, reduce the risk of
obesity-related diseases including heart disease, high blood pressure and diabetes,
and was proven safe by scientific research. The complaint alleged that these claims
were unfounded or outright false. Prompt Commission action stopped this mar-
keting campaign before the children’s product actually entered the marketplace.
Currently, the Commission also is pursuing two other non-public law enforcement
matters that include weight loss products marketed specifically for children.

The Commission’s efforts to stop the deceptive marketing of weight loss products
to children is part of a larger ongoing effort to stop weight loss scams. Going back
more than a decade, the agency has maintained an aggressive law enforcement pro-
gram against weight loss scams, bringing more than 100 cases against false and
misleading weight loss claims. In November 2002, the Commission held a public
workshop to explore approaches, in addition to traditional law enforcement, to curb
ongoing weight loss fraud.??> Based, in part, on the workshop, the Commission
launched a new initiative to enlist the media in screening out facially false weight
loss ads before they are run. As part of this effort, the Commission has published,
and widely disseminated to television, newspapers and magazine publishers, its Red
Flag: Bogus Weight Loss Claims 2+ brochure, which provides media outlets with easy
guidelines for spotting and stopping false claims. Thus far, the response from media
has been encouraging.

Consumer Education Efforts

As the Red Flags brochure exemplifies, the Commission’s consumer protection ac-
tivities are not limited to law enforcement. The agency complements traditional
cases with a variety of creative and effective education and outreach for both con-
sumers and industry. In May 2000 the FTC published a feature article on pro-
motions for children’s dietary supplements.25 That article described the FTC’s en-
forcement efforts against various deceptive promotions of children’s supplements
and detailed some of the concerns surrounding the safety and efficacy of these prod-
ucts. It also provided practical pointers for parents about safe and responsible use
of supplements, urging parents to consult with a pediatrician before starting their
child on any supplement. The article was reprinted in large and small markets, and
was featured in numerous local and regional radio broadcasts, reaching parents
throughout the country. The Commission will continue to look for opportunities for
consumer education, in partnership with other health and law enforcement authori-
ties. This approach can help parents better protect their children against ineffective
and sometimes dangerous health products.

Conclusion

The Commission will continue to have an active program to challenge deceptive
marketing of dietary supplements in general and children’s supplements specifically.
The agency will continue to monitor promotions of children’s products, staying alert
for new categories of supplements, such as children’s weight loss products, and tak-
ing action as warranted against unfounded safety and efficacy claims. The Commis-
sion thanks this Subcommittee for focusing attention on this important consumer
health issue and for giving the Federal Trade Commission an opportunity to discuss
its role. The Commission looks forward to working with the Subcommittee on initia-
tives concerning our dietary supplement program.

23The November 2002 workshop brought together government officials, scientists, public
health groups, marketers of weight loss products, advertising professionals, and representatives
of various media outlets. A report describing the results was issued in December 2003. “Decep-
tion in Weight-Loss Advertising Workshop: Seizing Opportunities and Building Partnerships to
Stop Weight-Loss Fraud,” FTC Staff Report (Dec. 2003). http:/www.ftc.gov/reports/index.htm.

24 Available at <http://www.ftc.gov/bep/conline/pubs/buspubs/redflag.pdf>.

25FTC Consumer Feature, Promotions for Kids’ Dietary Supplements Leave Sour Taste, (May
2000), available at <http://www.ftc.gov/bep/conline/features/kidsupp.htm>.
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APPENDIX A

FTC ADVERTISING CASES—CHILDREN’S SUPPLEMENTS

Direct Marketing Concepts, Inc., d/b/a Today’s Health and Direct Fulfillment, et al.,
No. 04-CV-11136-GAO (D. Mass.) (Complaint filed June 1, 2004)(Alleged false
and unsubstantiated claims that “Supreme Greens,” a multiple ingredient plant
and herbal supplement, could cure of prevent cancer, heart disease, diabetes,
and arthritis, could cause substantial weight loss, and was safe for everyone,
including pregnant women, children, and persons on medication. Also, alleged
false and unsubstantiated claims that “Coral Calcium Daily” could prevent,
treat, or cure cancer and other serious diseases.)

Vital Basics, Inc., Robert B. Graham, and Michael B. Shane, C-4107 (Apr. 26, 2004)
(Consent Order) (Alleged unsubstantiated efficacy claims for the dietary supple-
ment “Focus Factor” and safety claims for the dietary supplement “V-Factor
Natural Pack,” which contains yohimbine and L-arginine. Focus Factor was
marketed to improve memory, mood, and concentration in children and adults.
V-Factor was marketed to improve male sexual performance. Failure to disclose
materials connections with endorsers of the products. $1 million in consumer re-
dress is required by the order.)

Creative Health Institute, Inc., and Kyl L. Smith, C-4108 (Apr. 26, 2004) (Consent
Order) (Alleged unsubstantiated efficacy claims for the dietary supplement
“Focus Factor.” Dr. Smith developed Focus Factor and advertised and sold it
through CHI at least from 1997 to 2000. $60,000 in consumer redress is re-
quired by the order.)

The Fountain of Youth Group, LLC, and Edita Kaye, No. 3:04-CV-47-J-99HTS (M.D.
Fla.) (Feb. 10, 2004) (Stipulated Final Order for Permanent Injunc-
tion)(Complaint alleged false and unsubstantiated weight-loss and health claims
for their dietary supplement products—Skinny Pill AM, Skinny Sleep PM, Skin-
ny Carbs, and Skinny Pill for Kids. The Order contains a judgment of $6 mil-
lion, which was suspended due to defendants’ inability to pay.)

Natural Organics, Inc., et al. D. 9294 (Sept 6, 2001) (Consent Order) (Alleged un-
substantiated claims that company’s dletary supplement, “Pedi-Active A.D.D.;’
treats or mitigates Attention Deficit Hyperactivity Disorder and improves atten-
tion span and scholastic performance of children who have difficulty focusing on
their schoolwork.)

Christopher Enterprises, Inc., et al., No. 2:01 CV-0505 ST, (D. Utah) (Stipulated
Final Order for Permanent Injunction and Settlement of Claims for Monetary
Relief (Dec. 3, 2001) (Alleged false safety claims and unsubstantiated efficacy
claims for products containing the herbal ingredient comfrey. Order includes
judgment for $1.4 million, which is suspended provided respondents pay
$100,000 for consumer redress. The order prohibits the defendants from mar-
keting any comfrey product for ingestion, for use as a suppository, or for exter-
nal use on open wounds, unless they have evidence that the product is free of
pyrrolizidine alkaloids and that it is safe. The defendants are also required to
place a warning disclosure in any ad, promotional material or product label for
any comfrey products intended for topical use. The specific claims challenged in
the complaint are also prohibited by the order.)

Efamol Nutraceuticals, Inc., C-3958 (June 22, 2000) (Consent Order) (Alleged un-
substantiated efficacy claims for the products Efalex and Efalex Focus, mar-
keted and sold by the company for the mitigation or cure of the effects of Atten-
tion Deficit Disorder(ADD) or Attention Deficit Hyperactivity Disorder(ADHD)

J & R Research, Inc., C-3961 (July 19, 2000) (Consent Order) (Alleged unsubstan-
tiated efficacy claims for the product Pycnogenol, marketed and sold by the com-
pany for the mitigation or cure of the effects of Attention Deficit Disorder(ADD)
or Attention Deficit Hyperactivity Disorder(ADHD).)

New Vision International, Inc., et al., 127 F.T.C. 278 (1999) (Consent Order) (Al-
leged unsubstantiated claims that dietary supplements called “God’s Recipe”
would cure ADD/ADHD.)

Max F. James, 127 F.T.C. 324 (1999) (Consent Order) (Alleged unsubstantiated
claims for “God’s Recipe” by James, a high level distributor of the product; see
New Vision International, Inc.)

AST Nutritional Concepts and Research, Inc., et al., No. 99-WY-2197 (D. Colo) (May
4, 2000) (Permanent Injunction)(Alleged unsubstantiated safety claims made for
purported body-building supplements that contain androstenedione, “androgen,”
and other steroid hormones, and in some cases, stimulants.)

Met-RX USA, Inc., et al., No. SACV99-1407 DOC(ANX) (C.D. Cal.) (Nov. 24, 1999)
(Stipulated Final Order For Permanent Injunction and Other Equitable Relief)



18

(Alleged unsubstantiated safety claims made for purported body-building sup-
plements that contain androstenedione, “androgen,” and other steriod hor-
mones, and in some cases, stimulants.)

Global World Media Corp., 124 F.T.C. 426 (1997) (Consent Order) (Alleged explicit
safety and no side effects claims for Ecstacy supplement advertised to produce
a natural “high,” in media with large youth audiences, and without disclosing
health and safety risks.)

The Quigley Corp., C-3926 (Feb. 10, 2000) (Consent Order) (Alleged unsubstantiated
claims by Quigley that Cold-Eezer and Cold-Eeze brand zinc lozenges that it
manufactures can prevent colds and alleviate allergy symptoms and that Kids-
Eeze Bubble-Gum can reduce the severity of cold symptoms in children.)

QVC, Inc., C-3955 (June 14, 2000) (Consent Order) (Alleged unsubstantiated claims
on its “home shopping” network that Cold-Eezer or Cold-Eeze brand zinc loz-
enges can prevent colds and alleviate allergy symptoms.)

Zygon International, Inc., 122 F.T.C. 195 (1996) (Consent Order and up to $195,000
in consumer redress for all products) (Alleged unsubstantiated claims that
SuperBrain Nutrient Program improves memory and enhances the intelligence
of children and also benefits pregnant women; that Fat Burner pills cause
]x;igigdht los)s; and that Day and Night Eyes pills improve day vision and night

indness.

Mr. GREENWOOD. Thank you, Dr. Beales. And we thank you for
the good work of the Commission.
Dr. Wechsler, you are recognized for your opening statement.

TESTIMONY OF HOWELL WECHSLER

Mr. WECHSLER. Mr. Chairman, members of the committee, thank
you for the opportunity. I am the Acting Director of the Division
of Adolescent and School Health at the Centers for Disease Control
and Prevention, which is part of the U.S. Department of Health
and Human Services. Today, I will summarize for you the latest
scientific information we have on the overweight epidemic among
children and adolescents, and highlight HHS’ comprehensive strat-
egy for combating this epidemic.

The latest data, in fact, were released just yesterday by CDC,
and they show that between 1999 and 2002, 16 percent of children
and adolescents were overweight, and another 15 percent were at
risk for overweight. Since 1980 the prevalence of overweight has
more than doubled among children, among adolescents it has tri-
pled. The increases in overweight cut across all regions, ages and
racial and ethnic groups. However, more African-American and
Mexican-American youth are overweight compared to white youth.

An estimated 400,000 adult deaths and a cost of $117 billion in
each year in the United States are associated with obesity. Most
of this disease occurs in adults, but children who are overweight
often develop risk factors for diseases such as Type 2 diabetes, high
blood pressure and elevated cholesterol. Sixty percent of overweight
children have at least one additional risk factor for cardiovascular
disease, 25 percent have two or more.

Type 2 diabetes, which is strongly associated with obesity, was
virtually unknown in children and adolescents 10 years ago. Today
it accounts for almost 50 percent of new cases of diabetes among
youth in some communities.

Overweight adolescents have a 70 percent chance of becoming
overweight or obese adults and childhood overweight that persists
into adulthood is typically more severe than overweight or obesity
that developed during adulthood.

Overweight and obesity represent a major long-term public
health crisis that if not reversed, the gains in life expectancy and
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quality of life seen in recent decades will erode and more health-
related costs will burden the Nation.

Many factors have contributed to the unfavorable trends in phys-
ical activity and nutrition that have fueled the obesity epidemic.
Consequently, there will be no silver bullet, no single change strat-
egy to end the epidemic. Multiple strategies addressing multiple
factors will be needed. The critical challenge is to help young peo-
ple and their families adopt healthy eating and physical activity
behaviors.

Addressing overweight and obesity is a top priority for HHS, and
I'll briefly describe seven key components of the Department’s com-
prehensive strategy for reducing overweight and obesity.

First, is providing strong national leadership through President
Bush’s HealthierUS Initiative and Secretary Thompson’s Steps to
a HealthierUS initiative which promotes community programs to
support responsible health choices.

Second is delivering clear effective health messages to ensure
that consumers have the information they need to improve their
health. Some ways we do that include the Dietary Guidelines for
Americans, the nutrition facts label, 5 A Day for Better Health Pro-
gram to promote food and vegetable consumption and the Presi-
dent’s Council on Physical Fitness and Sports.

HHS is communicating health messages directly to children
through “VERB,” CDC’s media campaign to increase physical activ-
ity among 9 to 13 year olds. We do this through advertising and
marketing promotions using television, radio, print and websites.
After just 1 year, campaign impact has been demonstrated by re-
ports of increased free-time physical activity among girls, 9-10 year
olds, and children from low- to moderate-income households. It is
showing effectiveness.

The third component is monitoring the problem and programs to
address the problem. We have nationally representative data on
overweight and diet and physical activity among young people
through the National Health and Nutrition Examination Survey. In
addition, we have surveillance systems in place that allows us to
collect not only national, but State and city data on height and
weight among high school students on physical activity and nutri-
tion, as well as what programs are in place in schools to address
those issues.

The fourth component is identifying and addressing research
gaps. The National Institutes of Health is funding the studies that
evaluate interventions designed to prevent childhood overweight
and promote physical activity and healthy eating.

The fifth component, we synthesize research findings to identify
effef{tive policies and programs to figure out for the public what
works.

The sixth component is developing and disseminating research-
based tools to help schools and community based organizations im-
plement effective policies and programs.

And the seventh and final component is helping community and
State agencies and organizations implement effective programs.

Secretary Thompson’s Steps to a HealthierUS initiative is ena-
bling community based agencies to implement effective programs to
address obesity as well as diabetes and asthma.
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With 2004 funding, CDC is supporting obesity prevention pro-
grams in 28 States. What are the State health departments doing?
They’re helping children and adolescents by encouraging res-
taurants to make fruit and vegetables more available, to improve
lighting, sidewalks and crosswalks in neighborhoods, to clean up
vacant lots for use as play areas, to train health care professionals
to promote behavior changes.

In addition, CDC provides funding to 23 States to implement
school based physical activity and nutrition programs where the
State education agencies are strengthening policies, improving cur-
ricula, implementing professional development activities and in-
volving families and community.

In conclusion, CDC, NIH and all the HHS agencies are leading
the Nation in conducting the research necessary to learn more
about strategies to prevent overweight among children and adoles-
cents. We know, however, there are no quick fixes when it comes
to losing weight. It is only through proper diet and physical activity
that we can maintain and improve our health. We know that no
one strategy alone will be sufficient and our chances for success
will be greater if we use multiple strategies to address multiple fac-
tors, and if we involve multiple sectors of society at the community,
State and national levels.

HHS is leading the national effort to combat overweight in chil-
dren through a comprehensive multifaceted, multilevel approach.
We are committed to doing all that we can to help our young people
enjoy good health now and for a lifetime.

I thank you for your interest.

[The prepared statement of Howell Wechsler follows:]

PREPARED STATEMENT OF HOWELL WECHSLER, ACTING DIRECTOR, DIVISION OF ADO-
LESCENT AND SCHOOL HEALTH, CENTERS FOR DISEASE CONTROL AND PREVENTION,
U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES

INTRODUCTION

Mr. Chairman, Members of the Committee, thank you for the opportunity to par-
ticipate in today’s hearing. I am Dr. Howell Wechsler, Acting Director of the Divi-
sion of Adolescent and School Health at the Centers for Disease Control and Preven-
tion (CDC), which is part of the U.S. Department of Health and Human Services.
Today, I will present an overview of the overweight epidemic among children and
adolescents; describe the scientific information available on effective interventions
to prevent overweight among young people; and identify a number of Department
of Health and Human Services (HHS) initiatives and programs designed to combat
this epidemic.

The National Institutes of Health defines obesity and overweight using a Body
Mass Index (BMI), which is a calculation of a person’s weight in kilograms divided
by the square of their height in meters. Health professionals often use a gender and
age specific BMI “growth chart” to help them assess whether a child or adolescent
is overweight. Children are considered overweight if they are at or above the 95th
percentile of the sex-specific BMI for age growth charts. Doctors and other health
care professionals are the best people to determine whether an overweight child or
adolescent’s weight and growth patterns place the individual at risk for health prob-
lems. At the current time, there is no definition of obesity for children and adoles-
cents, because BMI is not a reliable measure of fatness for children, especially
across varying ages and degrees of maturity, in contrast to adults who have already
reached their peak height. There is also concern related to the potential stigma as-
sociated with using the term “obesity” for children.

OVERVIEW OF OVERWEIGHT AMONG CHILDREN AND ADOLESCENTS IN U.S.

In the United States, obesity and overweight has risen at an epidemic rate during
the past 20 years. The prevalence of overweight has more than doubled among chil-
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dren and has tripled among adolescents since 1980. Approximately 15.3 percent of
children aged 6 to 11 years and 15.5 percent of adolescents aged 12 to 19 years were
overweight in 1999-2000. There are no signs that the rapid increase in overweight
seen over the past two decades is abating. The latest data, which cover the period
from 1999-2002, is being released today by CDC in the Journal of the American
Medical Association.

The increases in overweight among children and adolescents cut across all regions
of the Nation, ages, and racial and ethnic groups. However, the prevalence of over-
weight has been growing at a much faster rate among certain populations. For ex-
ample, more African-American and Mexican-American youth are overweight com-
pared to white youth, and this disparity has grown dramatically over the past two
decades. An economic disparity in the prevalence of overweight is seen among white
adolescents: those from lower income families have a greater prevalence of over-
weight compared with white adolescents from higher income families.

The primary concern of overweight and obesity is one of health and not appear-
ance. An estimated 400,000 adult deaths each year in the U.S. are associated with
obesity. Total costs (medical costs and days lost from work because of illness, dis-
ability or premature death) from obesity in 2000 were estimated to be $117 billion.

We have already begun to see the impact of the obesity epidemic on the health
of young people. Although most of the death and disease associated with overweight
and obesity occurs in adults, children who are overweight often develop risk factors
for diseases such as type 2 diabetes, high blood pressure, and elevated cholesterol
levels. Sixty percent of overweight children have at least one risk factor for cardio-
vascular disease, in addition to overweight, and 25 percent have two or more. Type
2 diabetes, which is strongly associated with obesity, was virtually unknown in chil-
dren and adolescents 10 years ago; today, it accounts for almost 50 percent of new
cases of diabetes among youth in some communities. A CDC report predicted that
one in three Americans born in 2000 will develop diabetes during his or her lifetime.
Childhood overweight is also associated with discrimination, poor self-esteem, and
depression.

Furthermore, overweight adolescents have a 70 percent chance of becoming over-
weight or obese adults. This increases to 80 percent if one or more parent is over-
weight or obese. Adults who are overweight or obese are at increased risk for pre-
mature death, heart disease, type 2 diabetes, certain types of cancer, breathing
problems, arthritis, and psychological problems, such as depression. One final con-
cern is that childhood overweight that persists into adulthood is typically more se-
vere than overweight or obesity that develops during adulthood.

Overweight and obesity represent a major long-term public health crisis. If it is
not reversed, the gains in life expectancy and quality of life seen in recent decades
will erode, and more health-related costs will burden the nation.

GOVERNMENT’S ROLE IN COMBATING THE OBESITY EPIDEMIC

Eating a healthy diet and increasing physical activity reduces weight which is
shown to reduce the risk for many chronic diseases. Often small changes—such as
physical activity for 30 minutes a day or consuming 100 fewer calories a day —can
result in large health benefits. In order for individuals to take action, they must
have the right information to empower their lifestyle choices. The government can
support individual action by:

e Providing leadership;

e Establishing a framework for understanding issues related to overweight and obe-
sity;

o Coalescing and coordinating efforts to address the issues;

e Developing clear, coherent and effective health messages to ensure that con-
sumers have accurate and adequate information to make informed decisions
about improving their health;

o Identifying and addressing research gaps;

¢ Bringing diverse stakeholders together to address the epidemic (e.g., food indus-
try, consumer organizations and the medical community);

e Coordinating private/public campaigns;

e Providing training and education materials to address the epidemic; and

o Working to improve the health-promoting nature of the environments in which in-
dividuals make their decisions.

HHS has made addressing the problems of overweight and obesity top priorities
for the Department. In fact, HHS has a large number of current initiatives and pro-
grams underway to address these issues. They include programs in education, com-
munication and outreach, intervention, diet and nutrition, physical activity and fit-
ness, disease surveillance, research, clinical preventive services and therapeutics,
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and policy and web-based tools. These programs are targeted to a variety of popu-
lations including infants and breastfeeding mothers, children and adolescents,
women, minorities, the elderly, the disabled, rural, and the general population.

HHS has adopted a comprehensive, multi-component approach to address the
complex epidemic of obesity among children and adolescents. HHS strategies in-
clude:

e Providing strong, national leadership

e Developing and delivering clear, coherent, and effective health messages to ensure
that consumers have accurate and adequate information to make informed deci-
sions about improving their health;

e Monitoring the problem and programs to address the problem so that we can bet-
ter understand its causes, consequences, and how it changes over time;

e Identifying and addressing research gaps;

e Synthesizing research findings to identify effective policies and programs;

e Developing and disseminating tools to help schools and community-based organi-
zations implement effective policies and programs; and

e Helping national, state, and local agencies and organizations implement effective
programs.

DEPARTMENT OF HEALTH AND HUMAN SERVICES STEPS INITIATIVE

In June 2002, President Bush launched the HealthierUS initiative designed to
help Americans, especially children, live longer, better, and healthier lives. The
President’s HealthierUS initiative helps Americans take steps to improve personal
health and fitness and encourages all Americans to: 1) be physically active every
day; 2) eat a nutritious diet; 3) get preventive screenings; and 4) make healthy
choices concerning alcohol, tobacco, drugs and safety.

In 2003, Tommy Thompson, Secretary of the Department of Health and Human
Services, further advanced the President’s initiative by introducing Steps to a
HealthierUS (Steps). At the heart of this program lies both personal responsibility
for the choices Americans make and social responsibility to ensure that policy mak-
ers support programs that foster healthy behaviors and prevent disease. The Steps
initiative envisions a healthy, strong, U.S. population supported by a health care
system in which diseases are prevented when possible, controlled when necessary,
and treated when appropriate.

The Steps Cooperative Agreement Program is one part of Secretary Thompson’s
larger Steps initiative. This program aims to help Americans live longer, better, and
healthier lives by reducing the burden of diabetes, obesity, and asthma and address-
ing three related risk factors—physical inactivity, poor nutrition, and tobacco use.
In FY 2003, $15 million was provided to 23 communities to support innovative com-
munity-based programs that are proven effective in preventing and controlling
chronic diseases. In FY 2004, $44 million will be used to increase funding to existing
Steps communities, fund new communities, and fund one or two national organiza-
tions to enhance the capacity of Steps communities.

As part of the Steps initiative, HHS also recently released a report titled Preven-
tion: A Blueprint for Action, which outlines simple steps that individuals and inter-
ested groups can take to promote healthy lifestyles and encourage healthy behavior.
The Department’s efforts to promote health and prevent disorders such as obesity
rests, in large part, on developing effective messages that are appropriate for indi-
viduals and groups in ways that they can understand and act upon. An example
of this is the CDC’s youth media campaign demonstration, “VERB. It’s what you do.”
VERB’s goal has been to promote social norms that support physical activity and
portray fitness as fun and healthy. HHS/CDC has enlisted partner organizations in
the campaign, such as 4-H, Boys and Girls Clubs and the National Hockey League
to brand the VERB message and make it appealing to its pre-teen audience. VERB
also reaches out to parents and other adults influential to young people, encour-
aging them to support and participate in physical activity with pre-teens.

Campaign strategies include multimedia advertising and marketing promotions
using television, radio, print, and Web sites; contests and community events; and
partnerships with youth organizations, schools, national professional associations,
and entertainment media that are popular with youth. Reported preteen (or
“tween”) awareness of VERB is high at 74 percent, with 90 percent of these youth
understanding the campaign’s messages. After one year, campaign impact has been
demonstrated by reports of increased free-time physical activity among several im-
portant population subgroups, including the nation’s 10 million tween girls, 8.6 mil-
lion 9-10 year olds, and 6 million tweens from low- to moderate-income households.
For example, after one year of the campaign, the average 9-10 year old in the nation
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engaged in more sessions of free-time physical activity when compared to children
who were unaware of VERB.

Other important HHS programs that communicate nutrition and physical activity
messages to the American public are the National Cancer Institute’s 5 A Day for
Better Health Program and the President’s Council on Physical Fitness and Sports
(PCPFS). The 5 A Day program seeks to increase to 5 or more the number of daily
servings Americans eat of fruits and vegetables. In addition to its widely known slo-
gan, the 5 A Day program reaches many individuals through health care provider
networks, the internet, and print media. It also has sponsored the development and
evaluation of a number of school-based interventions to promote fruit and vegetable
consumption among children and adolescents.

The PCPFS promotes physical activity for all ages, backgrounds and abilities with
information and publications (www.fitness.gov) and physical activity/fitness motiva-
tional awards programs (www.presidentschallenge.org). The Council advises the
President and the Secretary of HHS about issues related to physical activity, fitness,
and sports, and recommends programs to promote regular physical activity for the
health of the nation.

CDC SURVEILLANCE EFFORTS

Through its ongoing National Health and Nutrition Examination Survey, CDC
produces nationally representative data on the prevalence of overweight among chil-
dren and adolescents based on measured height and weight, as well as on their die-
tary and physical activity behaviors. In addition, CDC’s biennial Youth Risk Behav-
ior Survey provides national, state, and city data on self-reported height and weight,
physical activity, and dietary behaviors among high school students.

CDC’s School Health Policies and Program Study (SHPPS) is a national survey
periodically conducted to assess school health policies and programs of state edu-
cation agencies and of nationally representative samples of school districts, schools,
and health and physical education classrooms. SHPPS provides national data on
what schools are doing in relation to physical education, after school physical activ-
ity programs, recess, nutrition education, school food service, and vending machine
policies and practices. CDC’s School Health Profiles survey, conducted every other
year, tells us about the extent to which schools are implementing physical activity
and nutrition-related policies and practices in different states and cities.

CDC’S NATIONAL NUTRITION AND PHYSICAL ACTIVITY PROGRAM TO PREVENT OBESITY

With 2004 funding, the CDC will support obesity prevention programs in a total
of 28 states. Of these, 23 states will be funded at the capacity-building level to hire
staff with expertise in public health nutrition and physical activity, build broad
based coalitions, develop state plans, identify community resources and gaps, imple-
ment small-scale interventions, and work to raise public health awareness of
changes needed to help state residents achieve and maintain a healthy weight. The
other five states are funded at the basic-implementation level to put their state
plans into action, conduct and evaluate nutrition and physical activity interventions,
train health care and public health professionals, provide grants to communities,
make environmental changes, and strengthen obesity prevention programs in com-
munity settings. In addition, CDC provides funding to 23 states for the implementa-
tion of school-based policies and programs to help young people avoid behaviors that
increase their risk for obesity specifically unhealthy eating and inadequate physical
activity.

Additionally, the CDC is developing a mechanism to quickly deploy staff (rapid
deployment teams) into communities, worksites and schools to facilitate evaluation
of promising strategies aimed at improving nutrition, increasing physical activity,
and preventing obesity. Each team would collect baseline data, and provide evalua-
tion consultation and technical assistance, identify methodologic gaps, and provide
recommendations to improve the quality of program evaluation.

OTHER HHS EFFORTS

Working groups within the Department’s agencies have recently evaluated current
HHS programs and activities, made recommendations to better coordinate these ef-
forts, and identified areas of opportunity for new initiatives. Two recent major ini-
tiatives tied to obesity are the Food and Drug Administration’s (FDA) Obesity Work-
ing Group, which will advise the Agency on innovative ways to deal with the in-
crease in obesity and identify ways to help consumers lead healthier lives through
better nutrition, and the National Institute of Health’s (NIH) development of an
Obesity Research Task Force, to develop a strategic plan for obesity research.
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This past year the FDA made a major change in the nutrition label on foods to
include a separate listing of trans fatty acids. This was the first significant change
in the Nutrition Facts panel since it was established in 1993.

The FDA has also undertaken a broad effort to crack down on misleading infor-
mation and/or unsafe dietary supplements, and has proposed new regulations to es-
tablish good manufacturing practice requirements for dietary supplements. FDA has
focused its enforcement efforts over the past year to ensure consumers are not being
harmed as a result of claims that overstate the effectiveness of dietary supplement
products. The Agency took steps to remove dietary supplements containing ephed-
rine alkaloids from the market. These products were extensively promoted for aiding
weight control and boosting sports performance and energy. The totality of the
available data showed little evidence of benefit from dietary supplements containing
ephedrine alkaloids except for modest, short-term weight loss insufficient to improve
health, while confirming that ephedrine alkaloids raise blood pressure and other-
wise stress the circulatory system. These effects are linked to significant adverse
health outcomes, including heart attack and stroke. In March of this year, the Agen-
cy announced various efforts to crack down on products containing androstenedione,
or “andro.” This class of products poses substantial safety risks to all Americans,
particularly our nation’s youth and athletes.

One of the key messages of this effort is that there are no safe quick fixes when
it comes to losing weight and improving athletic performance, and it is only through
proper diet, nutrition and exercise that we can improve our physical performance
and, more importantly, maintain and improve our health.

Also, in the school setting, the Health Resources and Services Administration’s
Healthy Schools, Healthy Communities program promotes and establishes com-
prehensive school-based health centers to improve the health of at-risk school aged
children. Services provided by the centers include nutrition education and coun-
seling, support groups for overweight children, dietary surveillance, and nutrition
screening.

NATIONAL DIETARY GUIDELINES

HHS is collaborating with the U.S. Department of Agriculture to review the Die-
tary Guidelines that were published in 2000 and to draft new 2005 Dietary Guide-
lines for Americans. In light of the growing number of overweight and obese Ameri-
cans, a major focus of the new guidelines will be providing guidance to the public
on maintaining a healthy weight and creating lifestyles that balance the number of
calories eaten with the number of calories expended. These guidelines must: (1) con-
tain nutritional and dietary information and guidelines for the general public, (2)
be based on the preponderance of scientific and medical knowledge current at the
time of publication, and (3) be promoted by each Federal Agency involved in a Fed-
eral food, nutrition, or health program.

STRATEGIES FOR COMBATING OVERWEIGHT IN CHILDREN

Overweight and obesity result from an imbalance between caloric intake and ca-
loric expenditure. Many factors have contributed to the unfavorable trends in phys-
ical activity and nutrition that have fueled the obesity epidemic. Consequently,
there will be no silver bullet, no single change strategy to solve these problems.
Multiple strategies addressing multiple factors will be needed to successfully combat
the obesity epidemic.

Reviews of research conducted to date indicate that there are at least three behav-
ioral strategies for reducing rates of overweight and obesity that appear to be justi-
fied by the current state of knowledge. These are: (1) increased physical activity for
the population, (2) reduced sedentary behaviors, such as television viewing and
video gaming, for children and adolescents, and (3) the promotion of breast feeding
and efforts to increase its duration.

Increased physical activity for overweight patients reduces many of the co-
morbidities associated with obesity such as hypertension, hyperlipidemia, and glu-
cose intolerance; maintains weight after weight loss; and prevents weight gain. The
dose of physical activity necessary to prevent weight gain among normal or over-
weight children, adolescents, or adults has not been established, although one hour
of daily, moderate intensity physical activity appears required for weight mainte-
nance 1n adults after weight loss.

A factor in the prevalence of overweight among our youth may be the amount of
time children and adolescents are sedentary, watching television or playing video
games, for example. One school-based study demonstrated a two percent decrease
in overweight as a result of a curriculum that included reduced television time. A
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second school-based study demonstrated reduced rates of weight gain in children
who reduced television time.

Breastfeeding is the most appropriate form of feeding for most infants and clearly
reduces the incidence of acute diseases of infancy and early childhood. In addition,
recent studies indicate that breastfeeding reduces the risk of childhood overweight
by 15-20 percent.

While we have good ideas about the types of behaviors we need to promote, the
critical challenge before us is to identify how we can effectively help young people
and their families to adopt these behaviors. gl89Tools to help schools and commu-
nity-based organizations

HHS has developed, and is continuing to develop, a variety of tools that schools
can use to implement policies and practices recommended by the CDC guidelines.
These include:

e CDC’s School Health Index for Physical Activity and Healthy Eating, a widely
used self-assessment and planning tool that enables schools to identify the
strengths and weaknesses of their health promotion policies and programs, de-
velop an action plan for improving student health, and involve teachers, par-
ents, students, and the community in improving school policies and programs.

e Fit Healthy and Ready to Learn, a school health policy guide, developed with CDC
support by the National Association of State Boards of Education, that provides
education policymakers and administrators with sample physical activity and
nutrition policies and information to support the policies.

e CDC’s Building a Healthier Future Through School Health Programs describes
promising practices that states should consider when planning school-based
policies and programs to help young people avoid behaviors that increase their
risk for obesity and chronic disease, especially tobacco use, unhealthy eating,
and inadequate physical activity.

e Power of Choice, an after-school program jointly developed by FDA and the US
Department of Agriculture (USDA) that guides pre-teens toward a healthier
lifestyle by motivating and empowering them to make better food and physical
activity choices in real-life settings.

o Fruit and Vegetables Galore, developed by USDA in collaboration with HHS, pro-
vides tips to school foodservice professionals on planning, purchasing, pre-
paring, presenting, and promoting fruits and vegetables. It also includes sugges-
tions for working with teachers by providing them with teaching tools and by
supporting their educational efforts, making daily meal offerings competitive
with other commercial options available to students, and getting students ex-
cited about healthful eating.

e Kids Walk to School, a user-friendly manual developed by CDC that provides in-
formation and resources for community partners to increase opportunities for
daily physical activity by encouraging children to walk to and from school in
groups accompanied by adults and by encouraging collaboration among partners
to create an environment supportive of walking and bicycling to school safely.

In addition, HHS agencies are developing important new tools, to be released in
the coming months that will help schools promote healthy eating and physical activ-
ity.

e Making It Happen—School Nutrition Success Stories (MIH), a joint product of
CDC and USDA, tells the stories of 32 schools and school districts that have
implemented innovative strategies to improve the nutritional quality of foods
and beverages offered and sold on school campuses. The most consistent theme
emerging from these case studies is that students will buy and consume health-
ful foods and beverages—and schools can make money from healthful options.

e The Health Education Curriculum Analysis Tool is a user-friendly checklist de-
signed by CDC to help schools select or develop curricula based on the extent
to which they have characteristics that research has identified as being critical
for leading to positive effects on youth health behaviors. The companion Phys-
ical Education Curriculum Analysis Tool will help school districts develop state-
of-the-art physical education curriculum based on insights gained from research
and best practice.

e Media Smart Youth: Food, Fitness, and Fun is a curriculum with supporting ma-
terials developed by the National Institute of Child Health and Human Develop-
ment for youth ages 11-13 years old. It is designed to create awareness of the
role that media play in shaping values concerning physical activity and nutri-
tion, while building skills to encourage critical thinking, healthy lifestyle
choices, and informed decision making, now and in their future.
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CONCLUSION

Successfully combating the overweight epidemic among children and adults will
require the involvement of many sectors and levels of society. Although national ini-
tiatives can play an important role, they are not sufficient by themselves. Commu-
nity-based initiatives are critical for reaching Americans where they live, work, go
to school, and play. State-level programs are critical for supporting and dissemi-
nating community-based activities. HHS is implementing a comprehensive approach
to reach the American people through these various levels.

There is a great deal more that we need to learn about intervention strategies
to prevent overweight among children and adolescents. Key research questions that
need to be addressed include:

. Wh%)ch alg)e the most important behaviors to target to influence overweight and
obesity?

. Which? mediating variables should be targeted to influence obesity-related behav-
iors?

e Which are the types of interventions that have the greatest impact on the most
critical mediating variables and behaviors?

e How do we translate efficacy study findings into real-world policies and programs?

e How do we effectively and efficiently disseminate effective policies and programs?

e Do the effects of overweight and obesity prevention policies and programs last
over time?

CDC, NIH and other HHS agencies will lead the Nation in conducting the re-
search necessary to answer these questions.

We have, however, learned a great deal about effective strategies for promoting
physical activity and healthy eating among young people. We know that no one
strategy alone will be sufficient and that our chances for success will be greater if
we use multiple strategies to address multiple factors that contribute to caloric im-
balance and if we involve multiple sectors of society at the community, state, and
national levels. HHS is leading the national effort to combat the overweight epi-
demic in children through a comprehensive, multi-faceted, multi-level approach. We
are committed to doing all that we can to help our young people enjoy good health
now and for a lifetime.

I thank you for your interest and the opportunity to share information about
strategies to combat the overweight epidemic in children, and would be happy to
answer your questions.

Mr. GREENWOOD. Thank you very much, Dr. Wechsler.
Dr. Hoppin, you are recognized for your opening statement. Good
morning.

TESTIMONY OF ALISON HOPPIN

Ms. HopPpPIN. Good morning. Chairman Greenwood, members of
the committee. Good morning.

My name is Alison Hoppin, and I am a physician specializing in
Pediatric Obesity Medicine. I am grateful for the opportunity to
speak with you today about the “dietary supplements” that are
marketed as weight loss agents for overweight children. I am con-
cerned about the lack of scientific standards displayed in the mar-
keting tactics of some members of this industry. The marketing
claims are misleading at best, sometimes patently false, and these
issues are of particular concern for the products that are marketed
for use in children.

My specialty training is in Pediatric Gastroenterology and Nutri-
tion, and for the past 8 years the focus of my research and patient
care has been on the problems associated with obesity in children
and adolescents. I direct the Pediatric services at the Weight Cen-
ter at Massachusetts General Hospital, one of the academic med-
ical centers associated with Harvard Medical School. The MGH
Weight Center is a multidisciplinary program for clinical treatment
of adults and children with obesity. It is also a center for research
into the underlying causes, consequences, and treatment of obesity.
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I am an instructor on the faculty of Harvard Medical School, where
I teach medical students, residents, and fellows in Nutrition and
Pediatric Gastroenterology. I am also the mother of two children,
10 and 12 years old. And it is with this dual perspective of a physi-
cian and parent that I speak today.

Our country is now facing an epidemic of obesity. It affects all
socioeconomic and ethnic groups in our society, and all age groups.
Indeed, rates of obesity in children have tripled over the past 30
years. This is not a benign or cosmetic problem. Obesity causes or
worsens more than 40 different medical diseases, including diabe-
tes and heart disease, depression, breast cancer, colon cancer, and
prostate cancer. It is responsible for over 400,000 premature deaths
annually in the United States, and over $100 billion dollars in
health care costs each year. Added to this enormous disease burden
is a heavy emotional burden from obesity, due to pervasive cultural
preferences for thin body types. This leads to criticism, negative
stereotypes, ridicule, and outright bias against individuals with
obesity.

There are no consistently successful low-risk treatments for obe-
sity. Many individuals with obesity lose weight in the short term
with a wide variety of diets, exercise, and behavioral approaches.
However, fewer than 5 percent of adults keep this weight off for 5
years or more, past and current diet fads notwithstanding. Against
these odds, people that are facing the emotional and physiological
burden of obesity understandably feel discouraged and desperate,
and are therefore very vulnerable to products making claims of suc-
cess.

Children and adolescents are unique in the field of obesity. They
are particularly vulnerable to the emotional consequences of obe-
sity, as the impact of teasing from peers or criticism from adults
is particularly damaging to their self-esteem. As they go through
puberty, adolescents are acutely aware of their changing bodies
and are strongly influenced by the images of their idols in the en-
tertainment world, professional sports, and in the popular press.
They tend to act impulsively and often fail to consider long-term
risks. They are therefore particularly prone to risky dieting behav-
ior, including eating disorders.

I am very concerned about the misinformation that has per-
meated the field of obesity in the past, and in particular by the
companies marketing “dietary supplements” that take advantage of
the frustration, fears, and desperation that frequently arise in indi-
viduals fighting obesity, or in those who are merely dissatisfied by
their body size. Some members of the dietary supplement industry
develop products based on a very shaky foundation of pseudo-
science. They then market these products to a vulnerable popu-
lation. They frequently claim pharmacological effects of the prod-
ucts, but then take no responsibility for assessing or commu-
nicating the possibility of pharmacological side effects or toxicities.
In their marketing, many members of the dietary supplement in-
dustry display scientific standards that are well below that of com-
panies in the pharmaceutical, food, or cosmetic industries.

Three “dietary supplements” were recently marketed as “weight
loss” treatments for children. Each used combinations of herbal
medicines that were previously marketed to adults with claims for
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weight loss. The very names of these products; the Skinny Pill for
Kids, PediaLoss, and PedialL.ean make claims of pharmacological ef-
fects, and supplementary marketing materials go further. The
claims that the Skinny Pill “works overnight with a thermic for-
mula to burn fat while you sleep” and “prevents starch from turn-
ing into sugar and then into fat” have no basis in scientific fact.
I have reviewed the scant scientific material available to support
or refute these claims. In most cases, the data consist of small
studies in adults using single-ingredient preparations. The study
designs fall short of standards required for scientific proof. Fre-
quently, two studies on the same compound give contradictory re-
sults. Extrapolation of results from one study or group of studies
is difficult due to highly variable nomenclature and lack of meas-
urement standards for active ingredients. Moreover, one cannot as-
sume that results of studies on a single-ingredient preparation will
be valid for multiple-ingredient preparations, in which different ac-
tive ingredients may might interact to change effectiveness or dan-
ger from toxicity.

In my review of the literature, I found no studies that tested the
particular combinations of dietary supplements used in the Skinny
Pill for Kids or Pedialoss, in either adults or children. Moreover,
most of the individual ingredients in these preparations have not
been adequately tested for safety in children. Children are not just
small adults, and their responses to drugs or toxins may be quite
different from those seen in adults. This raises serious concerns
about the effects that ingesting these products could have in young
children.

One of these products, Pedialean, makes its claim based on a
purported clinical study of the product in Italian children over 10
years ago, published in an Italian medical journal. It appears that
someone, presumably the company that makes PedialLean, had the
study translated into English. Selected excerpts from the study
were then published in marketing materials for Pedial.ean, under
the statement that this product is “Clinically Proven Safe and Ef-
fective.” However, I have serious concerns about the study design,
particularly the lack of a true control group, and therefore I have
serious doubts about the validity of the authors’ conclusions. There
is no placebo control, and no discussion of how the control group
was selected, so apparently there was no randomization process.
Thirty-eight percent of the subjects dropped out of the study, and
results from these drop-outs was apparently ignored. The study
states that at least 14 percent of patients given Pedial.ean “stopped
taking the fiber capsule because they complained of abdominal dis-
comfort or because they had not noticed any reduction in appetite.”
Ignoring drop-outs like these can greatly bias the results of a
study, and is not an accepted approach to analysis.

The Italian study makes no effort to assess for side effects or tox-
icity from this product, although it does mention, in passing, that
a significant number “complained of abdominal discomfort.” The ac-
tive ingredient, glucomannan, is known to swell in the body after
it is taken, and several cases of esophageal and gastrointestinal ob-
struction have been reported in the literature. I have concerns
about the possibility of esophageal obstruction in patients taking a
compound containing glucomannan, but the Italian study makes no
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mention of monitoring their subjects for this side effect or other
toxicities. The so-called “micronization” process with which the
glucomannan is treated provides no reassurance against the possi-
bility of obstruction. A compound can swell and stick together in
an obstructive mass regardless of the size of the particles. I have
seen no evidence, in the company’s own materials or elsewhere,
that micronization changes the tendency of glucomannan to clump
together to form an obstructive mass when mixed with water.

Despite these obvious flaws in study design, the marketing
claims for this product include such inappropriately definitive
statements as “Klein-Becker’s proprietary micronization process
guarantees that Pedialean is not only safe, but is the one and only
weight-control compound designed, manufactured, and clinically
proven safe and effective for use by overweight children and adoles-
cents.” On the contrary: there is no valid clinical proof here that
the product is either safe, or effective for weight loss.

Another product, the Skinny Pill for Kids, includes Uva Ursi also
known as bearberry, an ingredient that in several objective sources
is specifically not recommended for children under 12 years of age
because of concerns for liver toxicity. A second ingredient, Juniper
Berry, may cause kidney damage with “prolonged use” or if high
doses are used. These and one other ingredient are considered
weak diuretics, meaning that they increase water loss in the urine,
and this might conceivably cause a transient minor loss of water
weight, which might deceive a patient into thinking that it was
helping with weight control. However, there is no biological reason
to believe that this diuretic effect would cause any loss of fat,
which would be the only “real” type of weight loss.

Another product, PediaLoss, contains just one ingredient that
might conceivably cause weight loss, HCA, although two studies on
this ingredient give contradictory results. A second ingredient,
lecithin, has no support for use as a weight loss agent, and indeed
gveight gain has been reported as a possible side effect of this ingre-

ient.

I am not here to make statements disparaging alternative medi-
cine in general, or the fields of herbal medicine or dietary supple-
ments in particular. The field of herbal medicines struggles with
issues such as lack of standardized nomenclature and dosing stand-
ards, and suffers from a dearth of data on which to base clinical
decisions. However, I applaud the trend toward creating such
standards and improving evidence-based techniques for deter-
mining effectiveness and toxicities of medicines in this field.

My concerns are specific to the marketing practices that have
been used for some dietary supplements, including those that I
mentioned earlier. There is no scientific reason to believe that any
of these supplements have true effectiveness for short- or long-term
control of obesity. Children and adolescents are particularly influ-
enced by advertising or marketing and are less likely than adults
to take a skeptical view of unproven advertising claims. To market
these products to the public with claims of effectiveness is therefore
exploitative. The absence of carefully collected follow-up data pro-
vides little reassurance about the safety of these preparations when
used in large numbers of children and adolescents. To target chil-
dren and adolescents, a group particularly likely to engage in un-
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tested or extreme dieting practices, and a group particularly likely
to be influenced by advertising, is particularly irresponsible. This,
combined with the lack of safety standards in this field, is certainly
risky, and possibly downright dangerous.

I am pleased to see that preliminary inquiries by this committee
requesting further information on these products were met by ab-
rupt withdrawal of the product from the market in two of the three
cases. However, these events do not alter the legislative climate
that allows for unbridled and irresponsible marketing of dietary
supplements with minimal standards of accountability for potential
hazards. In each of the instances noted above, there is inadequate
information to provide a reasonable assurance that the ingredient
does not present a significant or unreasonable risk of illness or in-
jury in children. I support stronger regulation of these products,
based on at least some minimal scientific standards. Stronger regu-
lation is particularly important when products are marketed to vul-
nerable populations such as the elderly, or the children and adoles-
cents targeted by the products described here.

Thank you for your time and attention to this matter, and I am
happy to answer questions about any of these issues that I raised.

[The prepared statement of Alison Hoppin follows:]

PREPARED STATEMENT OF ALISON HOPPIN

My name is Alison Hoppin, and I am a physician specializing in the field of Pedi-
atric Obesity Medicine. I am grateful for the opportunity to speak with you today
about the “dietary supplements” that are marketed as weight loss agents for over-
weight children. I am concerned about the lack of scientific standards displayed in
the marketing tactics of some members of this industry. The marketing claims are
misleading at best, sometimes patently false, and these issues are of particular con-
cern for the products that are marketed for use in children.

My specialty training is in Pediatric Gastroenterology and Nutrition, and for the
past eight years the focus of my research and patient care has been on the problems
associated with obesity in children and adolescents. I direct the Pediatric services
at the Weight Center at Massachusetts General Hospital, one of the academic med-
ical centers associated with Harvard Medical School. The MGH Weight Center is
a multidisciplinary program for clinical treatment of adults and children with obe-
sity. It is also a center for research into the underlying causes, consequences, and
treatment of obesity. I am an instructor on the faculty of Harvard Medical School,
where I teach medical students, residents, and fellows in Nutrition and Pediatric
Gastroenterology. I am also the mother of two children—10 and 12 years old. It is
with the dual perspective of a physician and parent that I speak today.

Our country is now facing an epidemic of obesity. It affects all socio-
economic and ethnic groups in our society, and all age groups. Indeed, rates of obe-
sity in children have tripled over the past 30 years. This is not a benign or cosmetic
problem. Obesity causes or worsens more than 40 different medical diseases, includ-
ing diabetes and heart disease, depression, breast cancer, colon cancer, and prostate
cancer. It is responsible for over 400,000 premature deaths annually in the United
States, and over $100 billion dollars in health care costs each year. Added to this
enormous disease burden is a heavy emotional burden from obesity, due to perva-
sive cultural preferences for thin body types. This leads to criticism, negative stereo-
types, ridicule, and outright bias against individuals with obesity.

There are no consistently successful low-risk treatments for obesity.
Many individuals with obesity lose weight in the short term with a wide variety of
diets, exercise, and behavioral approaches. However, fewer than 5% of adults keep
this weight off for five years or more, past and current diet fads notwithstanding.
Against these odds, people that are facing the emotional and physiological burden
of obesity understandably feel discouraged and desperate, and are therefore vulner-
able to products making claims of success.

Children and adolescents are unique in the field of obesity. They are par-
ticularly vulnerable to the emotional consequences of obesity, as the impact of teas-
ing from peers or criticism from adults is particularly damaging to their self-esteem.
As they go through puberty, adolescents are acutely aware of their changing bodies
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and are strongly influenced by images of their idols in the entertainment world, pro-
fessional sports, and in the popular press. They tend to act impulsively and often
fail to consider long-term risks. They are therefore particularly prone to risky diet-
ing behavior, including eating disorders.

I am very concerned about the misinformation that has permeated the
field of obesity in the past, and in particular by the companies marketing
“dietary supplements” that take advantage of the frustration, fears, and despera-
tion that frequently arise in individuals fighting obesity, or in those who are merely
dissatisfied by their body size. Some members of the dietary supplement industry
develop products based on a very shaky foundation of pseudo-science. They then
market these products to a vulnerable population. They frequently claim pharma-
cological effects of the products, but take no responsibility for assessing or commu-
nicating the possibility of pharmacological side effects or toxicities. In their mar-
keting, many members of the dietary supplement industry display scientific stand-
ards that are well below that of companies in the pharmaceutical, food, or cosmetic
industries.

Three “dietary supplements” were recently marketed as “weight loss”
treatments for children. Each used combinations of herbal medicines that were
previously marketed to adults with claims for weight loss. The very names of these
products—the “Skinny Pill for Kids,” “Pedialoss,” and “PedialLean,”—make claims
of pharmacological effects, and supplementary marketing materials go further. The
claims that the Skinny Pill “works overnight with a thermic formula to burn fat
while you sleep” and “prevents starch from turning into sugar and then into fat”
have no basis in scientific fact. I have reviewed the scant scientific material avail-
able to support or refute these claims. In most cases, the data consist of small stud-
ies in adults using single-ingredient preparations. The study designs fall short of
standards required for scientific proof. Frequently, two studies on the same com-
pound give contradictory results. Extrapolation of results from one study or group
of studies is difficult due to highly variable nomenclature and lack of measurement
standards for active ingredients. Moreover, one cannot assume that results of stud-
ies on a single-ingredient preparation will be valid for multiple-ingredient prepara-
tions, in which different active ingredients may might interact to change effective-
ness or danger from toxicity.

In my review of the literature, I found no studies that tested the particular com-
binations of dietary supplements used in “The Skinny Pill for Kids” or “Pedialoss,”
in either adults or children. Moreover, most of the individual ingredients in these
preparations have not been adequately tested for safety in children. Children are
not just small adults, and their responses to drugs or toxins may be quite different
from those seen in adults. This raises serious concerns about the effects that ingest-
ing these products could have in young children.

One of these products, “PediaLean ®,” makes its claim based on a purported clin-
ical study of the product in Italian children over ten years ago, published in an
Italian medical journal. It appears that someone, presumably the company that
makes PediaLean, had the study translated into English. Selected excerpts from the
study were then published in marketing materials for PedialLean, under the state-
ment that this product is “Clinically Proven Safe and Effective.” However, I have
serious concerns about the study design, particularly the lack of a true control
group, and therefore I have serious doubts about the validity of the authors’ conclu-
sions. There is no placebo control, and no discussion of how the control group was
selected, so apparently there was no randomization process. Thirty-eight percent of
the subjects dropped out of the study, and results from these drop-outs was appar-
ently ignored. The study states that at least 14% of patients given PediaLean
“stopped taking the fiber capsule because they complained of abdominal discomfort
or because they had not noticed any reduction in appetite.” Ignoring drop-outs like
thesle can greatly bias the results of a study, and is not an accepted approach to
analysis.

The Italian study makes no effort to assess for side effects or toxicity from this
product, although it does mention, in passing, that a significant number “com-
plained of abdominal discomfort.” The active ingredient, glucomannan, is known to
swell in the body after it is taken, and several cases of esophageal and gastro-
intestinal obstruction reported in the literature. I have concerns about the possi-
bility of esophageal obstruction in patients taking a compound containing
glucomannan, but the Italian study makes no mention of monitoring their subjects
for this or other side effects or toxicity. The so-called “micronization” process with
which the glucomannan is treated provides no reassurance against the possibility
of obstruction. A compound can swell and stick together in an obstructive mass re-
gardless of the size of the particles. I have seen no evidence, in the company’s own
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materials or elsewhere, that micronization changes the tendency of glucomannan to
clump and form an obstructive mass when mixed with water.

Despite these obvious flaws in study design, the marketing claims for this product
include such inappropriately definitive statements as “Klein-Becker’s proprietary
micronization process guarantees that PediaLean® is not only safe, but is the one
and only weight-control compound designed, manufactured, and clinically proven
safe and effective for use by overweight children and adolescents.” On the contrary:
there is no valid clinical proof here that the product is either safe, or effective for
weight loss.

Another product, the “Skinny Pill for Kids®,” includes Uva Ursi (also known
as bearberry), an ingredient that in several objective sources is specifically not rec-
ommended for children under 12 years of age because of concerns for liver tox-
icity.1-23 A second ingredient, Juniper Berry, may cause kidney damage with “pro-
longed use” or if high doses are used. These and one other ingredient are considered
weak diuretics, meaning that they increase water loss in the urine, and this might
conceivably cause transient minor loss of water weight, which might deceive a pa-
tient into thinking that it was helping with weight control. However, there is no bio-
logical reason to believe that this diuretic effect would cause any loss of fat, which
would be the only “real” type of weight loss.

Another product, “PediaLoss ®” contains just one ingredient that might conceiv-
ably cause weight loss (HCA), although two studies on this ingredient give con-
tradictory results. A second ingredient, lecithin, has no support for use as a weight
loss agent, and indeed weight gain is reported as a possible side effect of this ingre-
dient.

I am not here to make any statements disparaging alternative medicine
in general, or the fields of herbal medicine or dietary supplements in particular.
The field of herbal medicines struggles with such issues as lack of standardized no-
menclature and dosing standards, and suffers from a dearth of data on which to
base clinical decisions. However, I applaud the trend towards creating such stand-
ards and improving evidence-based techniques for determining effectiveness and
toxicities of medicines in this field.

My concerns are specific to the marketing practices that have been used
for some dietary supplements, including those I mentioned earlier. There is no
scientific reason to believe that any of these supplements has true effectiveness for
short- or long-term control of obesity. Children and adolescents are particularly in-
fluenced by advertising or marketing and are less likely than adults to take a skep-
tical view of unproven advertising claims. To market these to the public with claims
of effectiveness is therefore exploitative. The absence of carefully collected follow-up
data provides little reassurance about the safety of these preparations when used
in large numbers of children and adolescents. To target children and adolescents,
a group particularly likely to engage in untested or extreme dieting practices, and
a group particularly likely to be influenced by advertising, is particularly irrespon-
sible. This, combined with the lack of safety standards in this field, is certainly
risky, and may be downright dangerous.

I am pleased to see that preliminary inquiries by this Committee request-
ing further information on these products were met by abrupt withdrawal
of the product from the market in two of the three cases. However, these
events do not alter the legislative climate that allows for unbridled and irrespon-
sible marketing of dietary supplements with minimal standards of accountability for
potential hazards. In each of the instances noted above, there is inadequate informa-
tion to provide a reasonable assurance that the ingredient does not present a signifi-
cant or unreasonable risk of illness or injury in children. I support stronger regula-
tion of these products, based on at least some minimal scientific standards. Stronger
regulation is particularly important when products are marketed to vulnerable pop-
ulations such as the elderly, or the children and adolescents targeted by the prod-
ucts described here.

Mr. GREENWOOD. Thank you Dr. Hoppin, and we are very happy
to have you with us. It is a big help.

The Chair recognizes himself for 5 minutes for questions, and let
me start with Mr. Beales. You have announced today that you have

I PDR for Herbal Medicines, 2000 pp 779-782;

2McGuffin M et al: American Herbal Products Association’s Botanical Safety Handbook. CRC
Press, Boca Raton FL; 1997

3 AltMedDex, accessed through MICROMEDEX(R) Healthcare Series Vol. 120, 6/7/04
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filed a complaint against the manufacturer of PediaLean, is that
correct?

Mr. BEALES. Yes, sir.

Mr. GREENWOOD. Let me understand something. Unlike a phar-
maceutical product that has a gargantuan burden of proof going be-
fore the FDA to prove that the product is in fact safe and effective.
Under the DSHEA Act products like Pedial.ean have no burden of
proof whatsoever. Help me understand where the burden of proof
comes when the Federal Trade Commission takes an action. Do you
have to prove that the product doesn’t work or do you simply chal-
lenge the manufacturer to prove the claims?

Mr. BEALES. Under the FTC Act a manufacturer has to have evi-
dence to substantiate a claim before it makes that claim. And for
products like these, the evidence has to be competent and reliable
scientific evidence. If they do not have that kind of evidence, then
it’s a deceptive practice to make the advertising claim at all. And
what we have to show, our burden is to show that the evidence
they produced is not enough to meet that standard.

Mr. GREENWOOD. Now, you have filed against individual officers
of these companies as well as the company as an entity. Can you
explain to the committee why you have taken that action?

Mr. BEALES. What we generally do in most of our cases is we will
look for any individuals that were actively involved in the practices
and in control of what the company was doing, and name those in-
dividuals as well. And that is pretty much true across the board
in our cases.

Mr. GREENWOOD. Looking at the Pedialean box, at the very first
sentence in the back panel says “There is nothing more effective
than PediaLean in helping your child lose weight.” I mean that, in
and of itself, seems to be so patently false given all of the science
tells us that it is diet control and exercise that is most effective in
having anyone lose weight.

Let me turn to Dr. Hoppin for a moment. A number of these
products boast about the fact that they have fiber in them, and
fiber is supposed to suppress appetite. How much fiber does it take,
and can you put enough fiber in a pill to actually have the affect
that eating an apple would have or fiber that is available in cereal
and so forth?

Ms. HoppiN. I do not believe that you can. There are some very
borderline evidence of studies of fiber supplements in adults that
perhaps suggest a weight loss effect, but it is very shaky and there
is no such evidence in children.

Mr. GREENWOOD. Thank you.

Dr. Beales, tell us what the like sequence of events is going to
be with the complaint that you filed now, how will this play out
with regard to Pedial.ean?

Mr. BEALES. In both PedialLean and Pedial.oss we filed adminis-
trative complaints. They will go to trial in front of an administra-
tive law judge at the Commission. And then after the administra-
tive law judge makes a decision, that would be subject to appeal
by either the staff or the respondent to the Commission itself, and
then appeal to the Circuit Courts of Appeals.
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Mr. GREENWOOD. Have you gathered information with regard to
the volume of sales of these products and do you know anything
about the revenues generated to the companies by these products?

Mr. BEALES. The information that we get in the course of an in-
vestigation pursuant to our compulsory process is confidential. And
if we have sales information, I mean we could talk about it in a
non-public briefing but we do not have a public estimate of what
their sales are.

Mr. GREENWOOD. Okay. According to your testimony the FTC
brought charges against Edita Kaye and her company, the Foun-
tain of Youth Group, LLC alleged false and deceptive advertising
claims. These charges arose out of several of her products, includ-
ing the Skinny Pill for Kids. I think you have notebooks in front
of you. Look at tab 3, page 3. There’s an ad for a Skinny Pill for
Kids taken off the website, www.skinny.com. And under No. 4 on
that page it states it “offers very real weight loss help through sup-
plements that metabiotically assist children to burn more fat
pounds and inches, block new fat deposits and help regulate insulin
levels to help mitigate fat factors.” Did the FTC find this statement
to be false and misleading advertising and if so, why?

Mr. BEALES. We challenged a series of seven different claims
about Skinny Pill for Kids in addition to an eighth claim that the
other claims were scientifically proven. And what we alleged was
that they did not have adequate substantiation to support those
claims and they were, therefore, deceptive.

Mr. GREENWOOD. Okay. Let me just quickly go to Dr. Hoppin. Do
you have that in front of you as well, ma’am? I just ask for your
professional opinion if you think that this product could offer very
real weight loss help through supplements that metabolically assist
children to burn more fat pounds and inches, block new fat depos-
its and help regulate insulin levels to help mitigate fat factors.

Ms. HoPPIN. Absolutely not——

Mr. GREENWOOD. Would you turn your microphone on, please.

Ms. HopPPIN. Absolutely not. There is no evidence of a regulatory
role of any of these ingredients. Certainly fiber can help slow gas-
tric emptying slightly, so can fat. That is part of the diet. And with
slower gastric emptying, you may have smaller swings in blood
sugar. But that is not a regulatory role for insulin.

Mr. GREENWOOD. Okay. Chair recognizes the gentlelady from
Colorado for 5 minutes.

Ms. DEGETTE. Thank you, Mr. Chairman.

I just want to ask some questions, Dr. Hoppin, about some of
these products because it seems to me that they are supposed to
work in different ways. The Skinny Pill for Kids, the main way it
was supposed to work was through a diuretic effect, is that correct?

Ms. HopPIN. I am not sure which component of the ingredients
they claim is the main affect, I am afraid. But that would be one
plausible concept.

Ms. DEGETTE. Did that pill also have fiber in it, do you know?

Ms. HopPPIN. Yes, it does.

Ms. DEGETTE. Okay. So it had both.

Now, this PediaLean, it does not have any diuretic, the active in-
gredient is this glucomannan. How do you say it?

Ms. HopPIN. Glucomannan.
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Ms. DEGETTE. Glucomannan. And it does not have diuretics in
it, though, right?

Ms. HoppiN. Correct.

Ms. DEGETTE. So the way that that one is supposed to work it
is in a capsule and then someone takes it, and then it theoretically
expands in the stomach and makes the child less hungry, right?

Ms. HoPPIN. I suppose so. I have not seen their claims of how
they say it will work. But that would be the idea behind of taking
fiber as a supplement.

Ms. DEGETTE. Now, one of the side effects of this, I think in an
attachment to your testimony you talk about some studies on
adults using this glucomannan of esophageal obstruction, right?

Ms. HOPPIN. Yes.

Ms. DEGETTE. Now, would that be a problem if a capsule was
swallowed and expanded in the stomach?

Ms. HopPIN. Until it is tested, we have no way of knowing.

Ms. DEGETTE. Okay.

Ms. HopPIN. In other words, it is the same product that has
caused the esophageal obstruction in the past in some adults. But
until proven otherwise, I do not think that you can say that the
micronization process or encapsulating it makes any difference in
that risk.

Ms. DEGETTE. All right. So we do not know because, as you say,
there is just this one Italian study on children, at least.

Ms. HopPIN. And they did not even bother to look for toxicity, as
far as I can tell.

Ms. DEGETTE. Okay. Well, I was sitting here reading over the in-
sert in the PedialLean box, and what it said is if your child has dif-
ficulty swallowing the capsules, they can sprinkle on bread or onto
a spoonful of applesauce, peanut butter or yogurt; just about in
food. It says it on the box, too. So do you think that would cause
an issue if it expanded in the esophagus of that side effect?

Ms. HoppPIN. Well, thinking hypothetically, if the capsule was at
all protective against the esophageal obstruction, then you have
just gotten rid of that protection. So, yes.

Ms. DEGETTE. Okay. And now in the Italian study that you ref-
erenced, did they test for the delivery study in that Italian study,
do you know?

Ms. HopPIN. No. No.

Ms. DEGETTE. They did not?

Ms. HopPIN. They only mentioned vaguely and in passing these
14 percent of people that stopped, the subjects that stopped taking
it because of abdominal discomfort.

Ms. DEGETTE. Now, there were 23 subjects and 30 controls in the
Italian study, right?

Ms. HoPPIN. Yes. They started out with quite a few more treat-
ment subjects, and then they just plain ignored those that dropped
out, which is not a——

Ms. DEGETTE. If you were doing a study, how would you conduct
that study?

Ms. HoPPIN. One does what is called an intention to treat ap-
proach to analyses, meaning that anybody who is enrolled into the
treatment arm needs to be considered in the final analysis.
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Ms. DEGETTE. And that would be so like if they did not get any
benefit from the substance or if they had side effects, you just do
not let them go away. You take that into account in your final re-
sults, right?

Ms. HoppPIN. Exactly. You have to analyze everybody because
they may well have dropped out because they had side effects or
because it was not effective.

Ms. DEGETTE. Okay.

Mr. Beales, I wanted to ask you a couple of questions about FTC
enforcement actions that it takes. Now, you talked briefly in your
written and oral testimony about the Skinny Pill for Kids product.
And I wanted to ask you what your basis for the FTC’s complaint
that the claims were unfounded or outright false were? What was
the basis for those claims?

Mr. BEALES. Well, what we do in a typical investigation like this
is we will ask the company to produce its substantiation, the evi-
dence that it believes substantiate the claim.

Ms. DEGETTE. Right.

1 Mr. BEALES. And then we will evaluate the adequacy of that evi-
ence.

Ms. DEGETTE. And what happened in that situation with the
Skinny Pill for Kids?

Mr. BEALES. We alleged that the evidence they had was not ade-
quate to substantiate those claims.

Ms. DEGETTE. I know. Did they produce the evidence then?

Mr. BEALES. I am not sure exactly what they produced. I mean,
what is——

Ms. DEGETTE. But the result was that obviously it was not
enough because the sale was halted, right?

Mr. BEALES. Yes, ma’am. The evidence—well, sometimes people
do not produce anything, sometimes they produce evidence that we
think is inadequate, and I am not sure which is the case for Skinny
Pill.

Ms. DEGETTE. I see. Okay. Now in that particular case were
there any other fines or punishments taken against either the com-
pany or the propriety of that pill, Ms. Kaye?

Mr. BEALES. There was a judgment of $6 million which was sus-
pended due to the defendant’s inability to pay. There is an injunc-
tion that would prohibit any future unsubstantiated safety or effi-
cacy claims for this or other related kinds of products or claims.

Ms. DEGETTE. Is there any ongoing effort to collect the $6 million
judgment or is it just gone now?

Mr. BEALES. It is—the money is gone. It was suspended because
the defendants did not have the money.

Ms. DEGETTE. Well, what I am saying is you get this judgment
against them and you suspend it because they do not have any
money to pay, but what happens if they start marketing another
product on the Internet or the proprietors are going on TV and
making more money, do you come back and try to collect that?

Mr. BEALES. No, we do not.

Ms. DEGETTE. Do you think that creates a deterrent effect
against these folks doing it in the future?

Mr. BEALES. Well, if they do it in the future, that would violate
the injunction and would be contempt of court and we would pro-
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ceed that way, and there would be financial consequences for the
future conduct
; M?s DEGETTE. How did the Commission determine a $6 million
ine?

Mr. BEALES. Typically what we do is it’s redress as opposed to
a fine. I mean, it is money that would go back to consumers if we
collected the money. And typically what we do is that amount
would be based on what we thought was total sales or total rev-
enue for the product.

Now, that case covers not just Skinny Pill for Kids but also some
adult products because the Skinny Pill for Kids was never actually
marketed.

Ms. DEGETTE. Well, that is what I was just about to say. There
is over $6 million of profit that anybody got from the same Skinny
Pill for Kids, is that right?

Mr. BEALES. No, that is right. And the $6 million is resolving—
is the judgment in the entire case which involves several adult
products as well as Skinny Pill for Kids.

Ms. DEGETTE. Yes. Okay. Thank you.

Mr. GREENWOOD. The time of the gentlelady has expired.

The gentleman from Florida is recognized for 10 minutes.

Mr. STEARNS. Thank you, Mr. Chairman.

Dr. Wechsler, and I guess Dr. Hoppin, this is a question for you.
Adults take Metamucil. And they use this in many ways, but in
many ways it acts as a bulk in which it prevents them from eating.
Does that work as a dietary supplement for adults?

Ms. HopPIN. It works very well for constipation. It does not work
for weight control.

Mr. STEARNS. It has no bearing then on weight control, in your
opinion?

Ms. HoppPIN. Except for the shaky evidence on guargun and
glucomannan and in two studies that disagree with each other in
adults where there was a minor weight loss effect.

Mr. STEARNS. What’s the difference between glucomannan and
what’s in Metamucil?

Ms. HoppPiN. Different types of vegetable fibers.

Mr. STEARNS. But there is still the husk of these fibers, so to
speak?

Ms. HopPiN. That is correct.

Mr. STEARNS. Okay. So the glucomannan is basically the product
that adults are taking everyday?

Ms. HoppPiN. It is a different fiber.

Mr. STEARNS. Different fiber, but a fiber. So, okay—is that, Dr.
Wechsler do you agree with that, that basically adults

Mr. WECHSLER. I have no comment. I defer to her. I defer to her.

Mr. STEARNS. Okay. Okay. So we have established that what is
in this glucomannan is pretty much the same product that adults
are taking everyday for regularity, but you indicated there is some
debate whether it could be used a dietary supplement. Is that a
fair statement of what you said?

Ms. HopPIN. I guess so. I would be much more skeptical about
the actual use in weight loss.

Mr. STEARNS. Okay.

Ms. HoppPIN. It works very well for mild constipation.
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Mr. STEARNS. Yes, I understand.

Mr. Beales, has anyone been hurt by the Skinny Pill or any of
these products that you are claiming false advertising, has anyone
been hurt at all? I know the Skinny Pill has not been sold to any-
body. But I guess Basic Research and these other products, has
anyone been hurt?

Mr. BEALES. Well, I think in these cases, as in many of our cases,
the injury is economic. People spend money for a product that was
not going to do anything for them.

Mr. STEARNS. Okay. Okay. Of course, I see that on QVC a lot.
I mean, I see all these products—not necessarily on QVC, excuse
me. But on different advertisements for television you can just see
the list of products that they say are going to do these things.

So do you feel that you have enough law in the Federal Trade
Commission regarding deceptive and misleading advertising or do
we in Congress need to help you out with any additional legislation
to avoid these false claims dealing with children that are over-
weight or possibly deceptive advertising in weight loss supple-
ments?

Mr. BEALES. We think we have ample authority to address these
problems and that we can and have done so quite successfully. For
us DSHEA changed nothing. The approach that the Commission
has always taken to claims about the efficacy of any product is to
examine whether or not there was a reasonable basis to support
that claim. And that remains the case.

Mr. STEARNS. So at this point you have sufficient legislation? You
do not need additional?

Mr. BEALES. We think we do. Yes, sir.

Mr. STEARNS. Is it the FTC’s position that even if a bottle, let
us say, the Skinny Pill for Kids was never sold by virtue of the ad-
vertising and marketing, that the owner had violated the law?

Mr. BEALES. If the company has made representations that are
not truthful or not substantiated, that is in and of itself a law vio-
lation. And ideally, in a great many cases, we would like to stop
that violation and enjoin that violation before it actually happened.
Before it actually causes injury to the public.

We did that in Skinny Pill. There is one other case that is fairly
recent where we did that as well. It was an anthrax home test kit
that actually if you had anthrax, it said you did not. And if you
did not, it said you did. We stopped sale of that product before any
sales had been made. And I think that is what we strive for. Obvi-
ously, most of the time the product has been sold and we are there
at least somewhat after the fact, but that is our goal.

Mr. STEARNS. In the case of Skinny Pill it looks like you got
there sufficiently in advance so that none of these pills were sold,
and that is I think a compliment to the Federal Trade Commission
that you did that.

Is there any indication that these pills would have gone ahead
if you had not gotten involved?

Mr. BEALES. Well, you know, that is always difficult to assess.
There was obviously a reaction from here, apart from us, that
would presumably have influenced in their plans. And I do not
really know. We thought there was enough risk of it going forward
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that we needed an injunction that would make sure if they did go
forward, they had the evidence they needed to support the claims.

Mr. STEARNS. And I notice as the chairman pointed out going to
the website, a Skinny Pill they had advertised it and talked about
their intent to sell it.

Do you find that when you find these false advertising claims by
different companies that they are first time offenders or are these
people that maybe shutdown their corporation their proprietorship
and go somewhere else and start it up again, or are most of these
people first time offenders?

Mr. BEALES. We see both. We bring a number of cases against
first time offenders. We also see recidivists. And we see both. I
would have to look at exactly what the mix is.

Mr. STEARNS. Okay.

Mr. Chairman, I think I will yield back the balance of my time.

Mr. GREENWOOD. The Chair thanks the gentleman.

The gentlelady from Illinois, Ms. Schakowsky.

Ms. SCHAKOWSKY. What I am really concerned about here is not
only the potential adverse effect, the fact that there may be harm
as well as the fact that they do not work, but what is seemingly
the impotence of our government to do anything serious about
them. And that is what I really wanted to talk about.

In regards to the case that was brought against Edita Kaye, you
say that the fines were dropped because there is no ability to pay,
I understand that there is still income from related activities. She
is still selling her book, as I understand it.

I am trying to understand what penalties are involved. And let
me continue. On the issue of whether anything ever happens to
anyone, were there any adverse effects? My understanding is that
the Federal Trade Commission is not required to keep any adverse
effect reports, that would be required for drugs but it is not re-
quired for supplements. And let me go on and then you can answer.

We are also going to hear testimony from Mr. Mitchell Fried-
lander, who in 1986 was found to make material false claims re-
garding a number of weight loss products. But we cannot even re-
call those products. We can say that you cannot sell them anymore,
but I understand that the enforcement even on that is not very
stringent. He is back. He is still involved in the sale of similar
products, Pedial.oss and PedialLean. So what are we doing to pro-
tect the public and particularly our children in a serious way from
access to these products? Our activities of enforcement and regula-
tion seem pretty inadequate.

Mr. BEALES. Well, I think we have been very aggressive in this
area and that we have done a very good job of keeping products
off the market and keeping sales for products that have been on
the market as low as we could.

What we do for a case that’s initial violation as opposed to a vio-
lation of an existing order, is we do not have civil penalty authority
in those cases. We do have equitable remedies available to us. And,
in particular, we can get redress for consumers. That is typically
the total sales of the product. Total sales of a product are substan-
tially greater than profitability on virtually any product, and that
is the amount of money that we will seek in judgment in court.
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In cases where companies plead the inability to pay, we require
a sworn financial statements to identify the assets and the income
that might be available to satisfy that judgment. That if there are
misstatements on those sworn financial statements, our orders
typically include an avalanche clause, we call it, that would trigger
the full judgment amount.

Ms. SCHAKOWSKY. How does a Friedlander come back today?

Mr. BEALES. In any case when we get an injunction to cover fu-
ture conduct, we get an injunction that we think is appropriate in
terms of—or we seek an injunction that we think is appropriate in
terms of its claims and product coverage in order to fence in future
violations.

Ultimately what injunction we get is up to a district court judge,
that was the source of the injunction in the Friedlander case in
1986. It was Federal District Court case where the judge entered
his own order.

Ms. ScHAKOWSKY. That applied to what? What was the jurisdic-
tion? You are saying he could go somewhere else and do it and that
would be okay?

Mr. BEALES. Well, it covered—it was a narrow order in terms of
what it covered. We would have liked a broader order, but it was
not what we got from the judge. And we did not think we had a
case that would involve violation of order here. So we proceeded on
a nl(iw case in this matter. And that is always a choice we have to
make.

We seek broad enough orders to be able to cover likely future
conduct and other places where the deceptive practice might be em-
ployed. And, you know, that is certainly our goal in every case.

Ms. SCHAKOWSKY. Let me just read a quote. According to Richard
Cleland, as quoted in May 2004 “Consumer Reports,” who is the
Assistant Director of the FTC’s Division of Advertising Products,
“There are literally hundreds, perhaps of thousands” he was refer-
ring to dietary supplement manufacturing companies out there,
“that probably deserve scrutiny.” Cleland cited lack of resources for
the reasons why the FTC cannot adequately review all products.

I hear what you are saying that there are these kind of enforce-
ment cases, but there are perhaps thousands out there that are not
even being looked at. And, when we do, here we are with a case
from 1986. Now it is 2004, same person, same product back again.
It seems to me that we need to do something to strengthen our ca-
pacity to go after these cases, no?

Mr. BEALES. Well, what we do—I mean I do not think it is a
problem of capacity to go after the cases. I mean, it is, you know,
there are ultimately resource limits on how many cases we can
bring, that is certainly right. We think we have—I mean dietary
supplements in general has been one of my top priorities. In the
time I have been at the Commission we have devote substantial re-
sources to that effort. In the last year in mostly dietary supple-
ments and health related claims, we have enjoined product sales
that are more than a billion dollars of products that were out there
where we have stopped it.

when we get an order, and particularly a Federal district order,
where we have an order like that we can proceed under a civil con-
tempt theory. And in appropriate cases, we an proceed under crimi-
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nal contempt for violations of that order. And we can and have put
people in jail for ongoing violations or repeat conduct of those kinds
of orders.

Ms. SCHAKOWSKY. Thank you.

Mr. GREENWOOD. The gentlelady yield back?

The gentleman from New Hampshire, Mr. Bass.

Mr. Bass. Thank you, Mr. Chairman.

Mr. Beales, we have all kinds of documents here, all dated, time
lined. I am curious to know how the FTC got involved in the two
cases that we are examining here today. Was it a result of a proc-
ess that you had in place whereby you could identify possible de-
ceptive advertising or unsafe—advertising unsafe products or just
deceptive advertising and begin a process of review or did this
whole thing occur in both instances as a result of the investigative
WOI%{? of either a network or a news outlet, or this subcommittee’s
staff?

Mr. BEALES. It is a little bit of both. We get our cases in a wide
variety of different ways. We get referral from other law enforce-
ment agencies. We do pay attention to the media. We get com-
plaints from consumers. We monitor advertising on our own, and
particularly in an area that we are interested in like dietary sup-
plements. And any and all of those ways produce cases.

Mr. Bass. Do you feel that the FTC has the capacity—you will
never be able to monitor everything. But do you feel that you have
the capacity to catch this kind of deceptive advertising as appears
to have occurred here before, the products are actually consumed
or is it based, as you said a minute ago, based on catch as catch
i:an. ;Nell, you did not say that, I am saying that; discovery of prob-
ems?

Mr. BEALES. Well, in most cases we are after the fact. In most
cases people do not pre-announce their products and they do not
start marketing them until they are ready to sell them. And so the
marketing and the sales start at more or less the same time.

There are some cases, and Skinny Pill is one of them, were peo-
ple will begin the marketing before the product is there. And in
those cases we would try very hard to prevent the product from
ever being sold based on those particular claims. And in Skinny
Pill for Kids we were successful. But in most cases, the marketing
has already started, the sales have already started and what we
try to do is to stop it as quickly as we can and get money back for
consumers who may have been injured

Mr. BaAss. Is there a program in the FTC where people just re-
view ads all day long or not?

Mr. BEALES. Not in that sense. I mean, we do not have special-
ists in ad review. WE do have people who review advertising on an
ongoing basis. But, I mean, we do not have a room where we lock
people up and make them watch all the advertising that is out
there.

Mr. Bass. I think that it might be a good opportunity for you to
make it clear to all the various supplement companies out there
that may think that standards for supplements are unclear, can
you state in simple and clear terms what is required of companies,
dietary supplement companies included in terms of substantiation
of any advertising or marketing claim that they made?
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Mr. BEALES. Anybody who wants to make claims about the effi-
cacy of a dietary supplement needs to have competent and reliable
scientific evidence to support that claim. There is an extensive
pamphlet that we have on dietary supplements that offers guidance
to industry that has got 36 different examples of ways that you can
go astray. And I think, frankly, the industry understands what the
competent and reliable scientific evidence standard means.

Certainly when there are studies that are critical of dietary sup-
plements, they know what questions to ask. Is it a big enough sam-
ple, is it the right dosage, is it the right formulation; those are the
same questions that the industry needs to ask about studies that
support efficacy.

Mr. Bass. Does the FTC publish any kind of guidelines that po-
tential marketers can use to make sure that their products comply
with this?

Mr. BEALES. Well, that’s what this pamphlet is.

Mr. BAss. Okay. I did not see that.

Mr. BEALES. It is “Dietary Supplements and Advertising Guide
for Industry.”

Mr. BAss. Fine. And I believe you answered this before. You are
not recommending any changes in policy or law that would make
the job of stopping misleading or deceptive advertising in weight
loss supplements necessary, is that right?

Mr. BEALES. We are not. We think we have adequate authority
to proceed as we are.

Mr. Bass. Dr. Hoppin one question for you. First of all, I would
like to compliment you on your testimony. Just from a structural
standpoint, it was extremely clear and understandable, and I was
able to read it in about 30 seconds and understand it. And that
really helps.

My overall question for you is when you get right down to it, are
there any pills—have you found that anything works to reduce
weight that is the market today?

Ms. HOPPIN. Do you mean from the dietary supplement industry?

Mr. BASS. Anywhere?

Ms. HopPIN. There are——

Mr. Bass. You can start with dietary supplements. You can go
to diets, if you want, I do not care. But I just want to know, you
know, seat-of-the-pants opinion that you have should consumers
believe anything that they see about pills that you can buy or diets
that you can go on that are really going to work over the long term,
or even the short term?

Ms. HoPPIN. There are not great solutions in this field yet. There
may be at some point in the future.

Weight loss surgery is one of the few effective approaches, and
that comes with some very substantial risks. And so that is not
without its problems.

I have seen nothing in the dietary supplement industry that is
suggestive that it would be useful. Certainly there are very impor-
tant lifestyle factors that can be changed and must be changed,
both in individuals’ lives but also as a public commitment and a
public change, which is something that Dr. Wechsler is alluding to.

There are two pharamaceuticals on the market for long term
weight control, and both of those are very weak but they are well
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supported by science that they have an effect on weight loss, just
a wee effect.

Mr. Bass. And these are pharamaceuticals that are available by
prescription?

Ms. HoppPIN. Correct.

Mr. Bass. I see.

Ms. HOPPIN. Yes.

Mr. BAss. All right.

Thank you, Mr. Chairman.

Mr. GREENWOOD. The Chair thanks the gentleman.

The gentleman from California, Mr. Waxman is recognized for 10
minutes.

Mr. WAXMAN. Thank you very much, Mr. Chairman. And I want
to commend you for holding this hearing on this important subject.

I want to move off the subject just a little bit, but it is connected,
and ask Dr. Wechsler about the dubious products we are con-
fronting today that find a market when obesity among children is
a serious ongoing problem in our country. Some have suggested
that the dramatic rise in the consumption of sugar containing soft
drinks is contributing to obesity among children. What does the re-
search say about the impact of soft drinks on calorie consumption?

Mr. WECHSLER. Well, we know that there is not single factor that
is responsible for this epidemic. There are many, many different
factors involved, and it is really impossible to identify how much
of it is due to any individual factor.

We do have several studies that indicate an association between
soft drink consumption and children becoming overweight or adults
putting on weight.

We also have a very recently published solid study that showed
a school-based program that tries to educate children to reduce
their soft drink consumption, which did lead to a reduction in the
prevalence of weight among the child.

So the evidence is still limited, but somewhat promising.

We also know that on average teenagers consume about 11 per-
cent of their calories from full caloric soft drinks. So it seems pru-
dent to take the advice of the dietary guidelines which state that
Americans should choose beverages and foods to moderate their in-
take of sugars.

Mr. WAXMAN. Are you concerned about the steep rise in soft
drink consumption by children?

Mr. WECHSLER It is one of many dietary and physical activity
factors that there are of some interest for us as possible contribu-
tors.

Mr. WaXMAN. What sort of policies have you considered to ad-
dress the issue?

Mr. WECHSLER Well, my particular area is in the area of school
health, and we think it is important for schools to offer a choice
to make sure that students have an opportunity to have access to
beverage choices in the schools that perhaps have no calories or
much fewer calories.

Mr. WAXMAN. You also advocate that we have less junk food
available and some other alternatives for children in schools?

Mr. WECHSLER Well, we would have to define what we mean by
junk food. But certainly we think it is important for children to
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have more access to appealing fruits, vegetables, whole grains, low
fat dairy products. They cannot make the healthy choices unless
the healthy choices are there.

Mr. WAXMAN. Well, how would you define junk food?

Mr. WECHSLER I do not use that term. But we do talk about as
the dietary guidelines do, about moderating our intake of saturated
fats and foods high in cholesterol and sugar.

Mr. WAxXMAN. Thank you.

Well, I thought this was very helpful. I wanted to ask these ques-
tions, get them on the record as part of this overall hearing. And
I thank you for your responses.

I yield back my time, Mr. Chairman.

Mr. GREENWOOD. The gentleman from Oregon is recognized for
10 minutes.

Mr. WALDEN. Thank you, Mr. Chairman.

Mr. Beales, in your statement you mentioned that in the FTC’s
enforcement actions efforts have been made to hold not just the
manufacturer accountable, but other parties involved in deceptive
marketing. In the complaint filed against Basic Research today, did
you hold additional persons involved in marketing accountable, and
if so who and why?

Mr. BreALES. We did. We named Basic Research, A. G.
Waterhouse, Klein-Becker, USA, Nutrisport, Sauvage Dermologic
Laboratories, BAN LLC. We named Dennis Gay, the CEO of the
limited liability corporations, Daniel Mowrey who is an expert en-
dorser and represented to be a medical doctor in some of the chal-
lenged ads, and Mitchell Friedlander, who is a marketing consult-
ant and subject to a previous FTC order.

Mr. WALDEN. You said one of those gentleman represented him-
self as a medical doctor.

Mr. BEALES. We alleged that one of the advertisements rep-
resented him as a doctor, yes sir.

Mr. WALDEN. And do you know whether or not he is a doctor?

Mr. BEALES. He is not.

Mr. WALDEN. And the ad represented him that way?

Mr. BEALES. That is what we allege, yes.

Mr. WALDEN. Your allegation? Interesting.

You referenced in your early opening statement some red flags
that the FTC has shared with media outlets regarding dietary
weight loss supplements. What are some of those red flags?

Mr. BEALES. Well, there is a list of seven claims that we think
are claims that are always false and for which there is no scientific
basis. And we have asked the media to screen out advertising that
includes those claims. And that is what this publication is, it is our
media guidance to the media on claims that they should avoid.
That includes claims that a product will cause weight loss of two
pounds or more a week for a month or more without diet and exer-
cise; claims that a product will cause substantial weight loss no
matter what or no matter how much the consumer eats; claims
that a product will cause permanent weight loss even when the
consumer stops using the product; claims that a product will block
the absorption of fat or calories to enable consumers to lose sub-
stantial weight; claims that a product will safely enable the con-
sumer to lose more than three pounds a week for more than a
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month; claims that a product will cause substantial weight loss for
all users. And finally, claims that a product will cause substantial
weight loss by wearing it on the body or rubbing it into the skin.

Mr. WALDEN. Ah.

Mr. BEALES. Earrings, jewelry, sandals. You have to walk for
them to work.

Mr. WALDEN. Well said.

How do you approach the proliferation of these claims on the
Internet? I am amazed every time I log onto the Internet the online
pharmacies that offer everything, the claims that come in as
emails. Are you able to track those? Do you need a national stand-
ard?

I mean, consumers are told that everything can be fixed now if
you just buy whatever the product is, and that it has all been clin-
ical tests, and yet you are finding that is not the case. What should
we be doing about that?

Mr. BEALES. Well, the Internet and email in particular poses its
own set of challenges. I mean, the biggest challenge for us with de-
ceptive email, and there is an enormous amount of it out there, is
finding people. The anonymity of email, unfortunately, makes it
very easy to sellers and spammers alike to hide. And that’s exactly
Whatl they do. But I mean it’s a technological problem of finding
people.

What we have done about websites in general is we have pur-
sued with some frequency, a strategy of surfing the web to identify
sites that make particular claims and then we will issue, if we see
claims that we think are deceptive in a particular area, we will
issue a warning letter to that website advising them of what we
think are the problems. And then we will come back again and fol-
low-up and try to see whether or not they have made changes.

Our most recent surf was to address products, dietary supple-
ment products that claim to be cures or treatment for SARS and
there was an earlier one that addressed anthrax cures. We got very
good cooperation in both of those cases, in both of those instances,
from websites where we brought the problems to their attention.

Mr. WALDEN. Were the owners of the websites the ones selling
the product or were they just an intermediary?

Mr. BEALES. It is probably some of each. In some cases it is an
intermediary, but you are—if you are a retailer or a catalogue sell-
er offering products to the public, we would hold that catalogue
seller liable when we think the operator of a website is in essen-
tially that same posture, as well as the manufacturer.

You know, in some cases we go after the manufacturer. In some
cases we go after the seller who is holding it out to the public. In
some cases we go after both.

Mr. WALDEN. See, Mr. Davies and I are working on some legisla-
tion that would, hopefully, help address this problem on the inter-
net by establishing some national standards. But I think the only
way you can get at this problem is getting at the money. And the
way you get at the money, is you cannot buy something on the
internet generally unless you give them a credit card number. Now
maybe you can send a check in, and that is a different deal. But
I think ultimately we got to chance the money, and that is what
this is all about. These are companies exchanged in false adver-
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tising promoting products that in some cases either do noting or
nothing good, and then they run and hide and they change their
names and they change their claims. And they do not do anything
until a congressional hearing gets called or you show up at their
doorstep. And it needs to stop.

Mr. BEALES. I agree. And actually, what we do in almost all
these cases is follow the money. What we find, and you know to
take spam as an example, typically the spam will promote a link
to some website. We will buy the product and that is sort of the
first step in our investigation. We will look at who owns that do-
main name. All too often we find it is one of the many that is reg-
istered to Mr. M. Mouse who lives in Orlando or other false reg-
istration information.

We will use subpoenas to the financial institutions who are proc-
essing the credit cards to try to find out who really owns this
website and proceed to follow the money. And sometimes that is
relatively short and sweet, and sometimes it is a long and winding
road.

Mr. WALDEN. Okay. In the complaint that was filed, the one
today, is that right, with the FTC naming Dennis Gay and Dr.
Mowrey and Mitchell Friedlander individually, looking at the prod-
ucts listed in the complaint, and you will have to forgive my pro-
nunciations here perhaps, but dermalin, APG, Cutting Gel, Tummy
Flattening Gel, Leptoprin, Anorex, a weight control compound and
PedialLean a weight control compound. Do any of these contain
ephedra, especially Anorex?

Can you turn on your mike? I do not think your mike is on.

Mr. BEALES. I’'m sorry.

Leptoprin and Anorex at one point did contain ephedra. My un-
derstanding is that the formulations that are being sold now no
longer contain ephedra. But at one point, originally—originally
those were ephedra, caffeine and aspirin combination products Mr.
WALDEN. And do you know if the companies recalled the products
that did contain ephedra?

Mr. BEALES. I do not.

Mr. WALDEN. So they could still be out on the market on shelves?

Mr. BEALES. I do not know.

Mr. WALDEN. All right. But if they have not been recalled, 1
mean I will make the supposition that they could be out on the
market today or sold

Mr. BEALES. Well, I do not know at what point the formulation
was sold. I do not know to what extent——

Mr. WALDEN. I see.

Mr. BEALES. [continuing] they are sold through retail as opposed
to direct marketing. I mean, those factors would matter on is it still
out there.

Mr. WALDEN. All right. And the products I read off, do you—are
all these on your list of allegedly false and misleading advertising?

Mr. BEALES. What we have alleged in this case is unsubstan-
tiated claims and that for each of those products we have identified
claims about what the product will do that we think are not sup-
ported by competent and reliable scientific evidence.
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Mr. WALDEN. Dr. Hoppin, in your field of expertise, let us cut to
the chase here, Tummy Flattening Gel work? Are you aware of any
tummy flattening gel that actually flattens one’s tummy?

Ms. HoPPIN. Absolutely not. It’s ludicrous.

Mr. WALDEN. All right.

My time has expired, Mr. Chairman.

Thank you for your testimony today.

Mr. GREENWOOD. The Chair thanks the gentleman and recog-
nizes himself for 10 minutes for a second round of questioning.

Dr. Hoppin, if you would look at tab 39 in that notebook there.
There is an advertisement for PediaLoss from the website. And it
says “Pedialoss is an appetite suppressant for child 6 years and
older allowing children to enjoy their favorite foods without gaining
weight. This revolutionary new formula slows the absorption of car-
bohydrates allowing more to be burned for energy and less to be
stored as fat.”

So the question I have, and that is the claim for PediaLoss,
based on your medical expertise is there any basis for that claim
based on the ingredients that are listed?

Ms. HopPIN. Not only is there no basis for the claim, it actually
is a pretty bad claim because it is also encouraging lack of dietary
changes, which I think is very damaging.

The only ingredient that in my research looked like it might have
a weight loss effect is the HCA or garcinia cambogia that’s in the
PediaLoss. And as I mentioned, there is actually another ingredient
that has a side effect of weight gain. So I think when you put mul-
tiple ingredients together, you simply cannot draw any adequate
conclusions or any support for the claim that it causes weight loss.

Mr. GREENWOOD. Okay. Dr. Wechsler, what recommendations
would you give parents who are trying to help their overweight
children? And we hope that those parents watching this hearing
will never be tempted to buy these phony pills. But what would you
recommend to them?

Mr. WECHSLER Everything that is recommended in the Dietary
Guidelines for Americans; wiser food choices and more physical ac-
tivity.

Mr. GREENWOOD. In any CDC or HHS guidelines for rec-
ommendations is the use of unregulated dietary supplements for
weight loss considered an actual answer to the problem of child
obesity?

Mr. WECHSLER Not at all that I am aware of.

Mr. GREENwWOOD. Okay. Dr. Hoppin, would you also turn to tab
40. And there has been some reference, and you have talked about
the Italian study. Do you believe the study provides a sound con-
clusion that the product in that study was safe and effective for
children?

Ms. HopPIN. Not at all.

Mr. GREENWOOD. Tell us again why not.

Ms. HopPPIN. The three very important flaws in the study design,
one being that there is no placebo control. We all know that there
are important placebo effects of just about any medication includ-
ing pain killers and certainly a weight loss medication. And so to
have no placebo control completely invalidates any results that
they got in addition to ignore the dropout, a very substantial group
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of dropouts from the original study and simply analyze those that
were left in at the end is very inappropriate and invalidates any
findings.

Mr. GREENWOOD. Okay. And what in your opinion are the dan-
gers of these products when they are marketed to children as
young as six?

Ms. HoppPIN. Each may have a different specific medical danger,
so I cannot really say that altogether. The only blanket statement
I can say is that we just do not know. There is no good evidence
that these have been shown to be safe.

Mr. GREENWOOD. And certainly in a case for a product like
PediaLoss where they say allow children to enjoy their favorite
foods without gaining weight. I mean, to tell a parent that it is
okay for your kid to sit there and eat a half dozen cream donuts
as long as he is taking Pedial.oss and he is not going to gain
weight, I mean that it seems to be, if anyone would be crazy
enough to believe that but apparently people do, I mean that is
dangerous because it is probably going to allow the problem to get
far worse for the kids.

Ms. HopPIN. I agree completely. It is actively undermining the
only thing that we know is really important, which is to improve
diet and lifestyle with the increased exercise.

Mr. GREENWOOD. All right. Okay.

Mr. Beales, a final question for me to you. I was very delighted
to hear that when you went after PedialLean, you went after as
Klein-Becker, an array of products. Is that correct, is that the re-
sponse that you gave to the gentleman from Oregon, that you went
after——

Mr. BEALES. Yes, sir. I believe there is about six products where
we challenged claims and PediaLean is one of them.

Mr. GREENWOOD. Okay. And is that typical if you see a company
marketing an array of products, that rather than simply focus on
one that you try to scoop them all up?

Mr. BEALES. Well, typically—I mean it is a resource tradeoff and
a litigation tradeoff for us. We will try to challenge enough prod-
ucts to get a broad enough order to cover, but we will not examine
or challenge every product where we might have problems because
it just makes the litigation unmanageable and way too costly. So
that is the tradeoff that we make, and we make it differently in
different cases. But typically we will challenge more than just one
if there are other products that have problems, and less than ev-
erything we might——

Mr. GREENWOOD. The Chair will yield back his time.

Does the gentlelady from Colorado have questions?

Ms. DEGETTE. Yes.

Mr. GREENWOOD. She is recognized for 10 minutes.

Ms. DEGETTE. Thank you, Mr. Chairman. I was very interested
in Mr. Stearns’ line of questions, and I wanted to kind of clear up
the record because I think a misimpression may have been left in
the record, although no one in this room thinks that there is a
misimpression.

Mr. Beales, when you were talking about the FTC’s legal author-
ity to take actions and how you did not think that that authority
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needed to be augmented or new laws needed to be passed, you were
referring simply to the extent of the FTC’s legal authority, right?

Mr. BEALES. Yes, ma’am. That is right.

Ms. DEGETTE. And that authority i1s to take actions against pur-
veyors of different products, not just herbal products or dietary
supplements, but all products when there are false claims being
made about the efficacy of those products, right?

Mr. BEALES. Yes, ma’am.

Ms. DEGETTE. the FTC does not have any authority before the
product is marketed to assess the product to see if it has any effi-
cacy, correct?

Mr. BEALES. That is correct.

Ms. DEGETTE. You are really talking about the FTC’s authority
for false claims, right?

Mr. BEALES. Yes. Well, I mean, our authority is broader than
just false claims.

Ms. DEGETTE. Right.

Mr. BEALES. But, yes. I am only talking about the FTC’s
authority——

Ms. DEGETTE. Not, say, the FDA’s authority under DSHEA or
under any other Federal statute, right?

Mr. BEALES. Right. We do not have a position on FDA’s authority
or a recommendation.

Ms. DEGETTE. Okay. And when you were responding to Mr.
Stearns’ questions, you were not talking about authority for au-
thorization of these supplements or any of that kind or that body
of law, were you?

Mr. BEALES. No. I understood Mr. Stearns to be asking me about
the FTC’s authority——

Ms. DEGETTE. Right. I think he was. I am just trying to clear up
the record now.

Dr. Hoppin, you probably know if, for example, a pharmaceutical
manufacturer wanted to have FDA approval of a drug designed to
give obese children, they would have to go through rigorous ap-
proval process, right?

Ms. HoPPIN. Very rigorous, very expensive approval process.

Ms. DEGETTE. Right. And do you have some sense of what the
general parameters of that process?

Ms. HoppPIN. No very accurate sense, but I am happy to give you
a broad idea. Often several thousand patients and several different
types of studies in order to get an initial indication. And then per-
haps some smaller studies to get follow-up indications for a drug.

Ms. DEGETTE. Okay. Now, for dietary supplements under
DSHEA, that kind of rigorous approval process does not happen
within the FDA, correct?

Ms. HoppPIN. That’s correct.

Ms. DEGETTE. Do you know, actually does anybody on the panel
know, Dr. Wechsler you might know also, if the FDA suspects that
a dietary supplement may have some components that would be
harmful to health, do they have authority before the marketing of
those dietary supplements to stop those from going to the market
or, again, is that after the fact?

Mr. WECHSLER I am not aware of the answer to that, but I can
get that information for you.
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[The following was received for the record:]

The Food and Drug Administration (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 market. Generally, manufacturers do not need to register with
FDA nor get FDA approval before producing or selling dietary supplements. Manu-
facgllrers must make sure that product label information is truthful and not mis-
eading.

FDA'’s post-marketing responsibilities include monitoring safety (e.g. voluntary di-
etary supplement adverse event reporting) and product information, such as label-
ing, claims, package inserts, and accompanying literature. The Federal Trade Com-
mission regulates dietary supplement advertising.

Two examples of recent post-marketing action taken by FDA involving dietary
supplements are ephedra and androstenedione.

First, in February 2004, the FDA issued a final rule prohibiting the sale of dietary
supplements containing ephedrine alkaloids (ephedra) because such supplements
present an unreasonable risk of illness or injury. Under the Dietary Supplement
Health and Education Act (DSHEA) of 1994, FDA may remove a dietary supplement
from the market if it presents a significant or unreasonable risk of illness or injury
when used according to its labeling or under ordinary conditions of use.

To meet the standard required by the dietary supplement law, the FDA gathered
and thoroughly reviewed evidence about ephedra’s pharmacology; peer-reviewed sci-
entific literature on ephedra’s safety and effectiveness; adverse event reports; and
a seminal report by the RAND Corporation, an independent scientific institute. The
FDA also reviewed tens of thousands of public comments on the agency’s request
in March 2003 for information about ephedra-associated health risks.

In recent years, dietary supplements containing ephedrine alkaloids have been ex-
tensively promoted for aiding weight control and boosting sports performance and
energy. The totality of the available data showed little evidence of ephedra’s effec-
tiveness except for modest, short-term weight loss without any clear health benefit,
while confirming that the substance raises blood pressure and otherwise stresses
the circulatory system. These effects are linked to significant adverse health out-
comes, including heart attack and stroke.

Ephedra, also called Ma huang, is one of the plants that are a source of ephedrine
alkaloids, including ephedrine and pseudoephedrine. When chemically synthesized,
ephedrine and pseudoephedrine are regulated under the Federal Food, Drug, and
Cosmetic Act as drugs. In contrast to the DSHEA-regulated dietary supplements
that contain ephedrine alkaloids, the safety and effectiveness of drug products con-
taining ephedrine alkaloids in drug products have to be proven by the manufac-
turer.

The issuance of the final rule continued a process that started in June, 1997,
when FDA first issued a proposal that required a statement on dietary supplements
containing ephedrine alkaloids warning that they are hazardous and should not be
used for more than seven days. FDA also proposed to restrict the amount of ephed-
rine alkaloids in dietary supplements and to prevent combining ephedra with other
ingredients that have a known stimulant effect.

FDA modified this proposed rule in 2000, and in February 2003 it announced a
series of measures that included taking enforcement actions against firms making
unsubstantiated claims regarding enhanced athletic performance for their ephedra-
containing products. FDA also issued warning letters to firms promoting these prod-
ucts as alternatives to illicit street drugs. Many firms have complied with FDA’s
warning against making such claims. FDA has also followed up with seizures and
injunctions and joint enforcement actions with the Federal Trade Commission and
the Department of Justice. More detail on these actions can be found at http:/
www.fda.gov/ola/2003/dietarysupplements1028.html. As a result, most ephedra-con-
taining dietary supplements advertised for enhanced sport performance have been
removed from the market.

Second, in March of this year, the FDA sent a letter to companies that manufac-
ture, market, and distribute products containing androstenedione, or “andro,” which
acts like a steroid once it is metabolized by the body, and therefore, can pose similar
kinds of health risks as steroids. These products are generally advertised as dietary
supplements that enhance athletic performance based on their claimed anabolic and
androgenic properties to stimulate muscle growth and increase production of testos-
terone.
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FDA has sent warning letters to 23 companies asking them to cease distributing
products sold as dietary supplements that contain androstenedione and warning
them that they could face enforcement actions if they do not take appropriate ac-
tions. FDA will determine whether further actions are necessary if firms refuse to
cease distribution of these products. Such actions could include seizing violative
product as well as pursuing injunctions or seeking criminal sanctions against per-
sons who violate the law.

Ms. DEGETTE. Okay. As I understand, like with ephedra when
the FDA learned that there were side effects from ephedra, they
had the authority to order that off the market. But, again, that was
after the fact, correct? You need to answer verbally.

Mr. WECHSLER Yes.

Ms. DEGETTE. Thank you.

And this is really what I am concerned then, and I want to say
I am not opposed to DSHEA. I think that it has many benefits. But
as I said in my opening statements, I am concerned when you have
these dietary supplements simply being marketed without scientific
backing, you are always looking after the fact.

Dr. Hoppin, you are nodding your head. Is this a concern that
you share?

Ms. HopPIN. I certainly do, because as a physician I am very un-
comfortable making a decision about treatment with no informa-
tion. And there is very little science in this field to allow me to
make good treatment decisions. So it would be very helpful to all
clinicians to have better information. And one of the ways that you
encourage that is by requiring it.

Ms. DEGETTE. Right. Thank you.

Thank you, Mr. Chairman. I will yield back.

Mr. WALDEN [presiding]. Mr. Beales, I wanted to ask about the
consent decree that the FTC entered into with Jonathan Barash.
Could you describe that consent decree, what it contains, what you
found, what it means?

Ms. DEGETTE. Yes, sir. The consent decree would require com-
petent and reliable scientific evidence to substantiate weight loss
claims or appetite suppression or fat burning, or carbohydrate ab-
sorption claims for Pedialoss or any other covered product or serv-
ice.

Another product that was involved in this case is a product
called Fabulously Feminine, and it would require competent and
reliable scientific evidence to substantiate claims that that product
or any other covered product or service will increase a woman’s li-
bido, sexual desire or sexual satisfaction. It would prohibit Mr.
Barash from making unsubstantiated efficacy claims for any die-
tary supplement, food, drug or device and any health related serv-
ice or program promoting weight loss or sexual enhancement. And
finally, it would prohibit him from misrepresenting any tests or
study.

Mr. WALDEN. So did he sign this consent decree?

Mr. BEALES. Yes, sir.

Mr. WALDEN. Okay. And he agreed to those conditions?

Mr. BEALES. Yes, sir.

Mr. WALDEN. And in effect then does that hold him responsible
for the alleged false and misleading ads for PediaLoss?



52

Mr. BEALES. Yes, it does. Yes, I mean it is—the complaint that
accompanies that order alleges his liability for those deceptive ad-
vertising.

Mr. WALDEN. Okay. So he is held responsible for those false and
misleading—he has admitted then, am I correct? I am just trying
to get this correct?

Mr. BEALES. No. He has not—I mean consent agreements are for
settlement purposes. He does not admit to liability. He does agree
to be bound by the order.

Mr. WALDEN. Okay. So he does not admit that he was respon-
sible for alleged false and misleading statements for PediaLoss, but
he agrees never to issue such statements again, is that for a
layperson’s interpretation?

Mr. BEALES. That would be right. Yes, sir.

Mr. WALDEN. Was anyone else named in that consent decree?

Mr. BEALES. Not in the consent decree. There are other
individuals——

Mr. WALDEN. Or in the complaint?

Mr. BEALES. [continuing] named in the complaint. Yes. Vinit
Chabra, Vincent Chabra also known as Vincent Chabra was also
named.

Mr. WALDEN. Who are they?

Mr. BEALES. The Chabra Group is one of the companies that we
involved in the marketing of these products. And Vinit Chabra is
one of the principal of, I presume, of the Chabra Group.

Mr. WALDEN. Do you know if he is under Federal indictment
right now, Mr. Chabra?

Mr. BEALES. Yes, he is.

Mr. WALDEN. All right. Was Dynamic Health of Florida also? Dy-
namic Health?

Mr. BEALES. Dynamic Health is who we named. And I do not
know for sure whether they are under the indictment that you are
referring to.

Okay. I am sorry. I am told that the indictment names a com-
pany named called USA Prescriptions and not Chabra. So he may
not be—and I apologize for——

Mr. WALDEN. Wait a minute.

Mr. BEALES. I am told it names Chabra individually and USA
Prescriptions. I do not know about Dynamic Health of Florida.

Mr. WALDEN. Okay. Thank you.

That is all the questions I have.

Ms. Schakowsky?

Ms. SCHAKOWSKY. I have just a couple of questions. I want to get
at this issue of the health effects a little bit more.

As I understand it, the manufacturer, the distributor or even the
Federal Trade Commission if it gets letters that say there was
some physical adverse effect, there is no requirement for anybody
to get that information to the Food and Drug Administration. The
FDA is the only agency, and of course they are not here today to
testify about any of this, that potentially would have the authority
to ban the product. I understand that with ephedra, that even that
decision is now being challenged in court as to whether they have
the authority to do that. But there is no requirement for anybody
to report adverse effects, is that true?
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Mr. BEALES. Any information that came to us about adverse ef-
fects, we would certainly bring to the FDA’s attention.

Ms. SCHAKOWSKY. But you are not required to do that, are you?

Mr. BEALES. No. I mean, there is nothing that would require the
Federal Trade Commission as an institution to do that. We do that
as a matter of course, and we do it with a great number of other
law enforcement agencies as well.

As far as I know, there is not a requirement for anyone else to
report to FDA, but that would be a question better addressed to
them than to me.

Ms. SCHAKOWSKY. Yes. The other issue which I would like to ask
doctors is that perhaps, unlike ephedra, the potential health effects
of supplements may be long term, so we are talking about liver
damage or a potential kidney damage. So the fact that there is no
pre-screening of these supplements and there is no requirement to
do the kind of testing that would determine that could be putting
our children and adults at risk from long term health effects. Is
that not true? Dr. Hoppin?

Ms. HopPIN. I would say anything is possible. There is so little
information in this field that we simply can’t say whether we would
expect more short term effects versus long term effects, except that
in some of the relatively objective data sources that I looked
through with some ingredients in particular there were concerns
with long term use for some of the ingredients.

Ms. SCHAKOWSKY. So we just do not know.

Dr. Wechsler, did you want to comment at all?

Mr. WECHSLER No, I have nothing to add.

Ms. SCHAKOWSKY. Thank you. That is all I have. Thank you.

I yield back.

Mr. GREENWOOD. Okay. The Chair thanks the gentlelady.

And the Chair thanks very much our three witnesses for your
time and your expertise. We appreciate it. You are excused.

And the Chair will now call forward the witnesses for our second
panel and ask them to come to the table.

Ms. Edita Kaye, founder of the Skinny Pill Company; Mr. Jose
de la Rocha, Director of Quality Control at PAL Labs; Mr. Jerry
Rayman, Vice President of Sales of PAL Labs; Mr. Guy Regalado,
a former Vice President of Sales and Marketing at Dynamic Health
of Florida; Mr. Jonathan Barash, former President of DBS Labs;
Mr. Dennis Gay, President of Basic Research; Dr. Daniel Mowrey,
Director of Scientific Affairs at Basic Research; Mr. Mitchell Fried-
lander, Marketing Consultant, Basic Research; Dr. Nathalie
Chevreau of Nutritional Research Center, Basic Research.

And we're going to ask Dr. Keith Ayoob, Associate Professor of
Pediatrics at Albert College of Medicine to join this panel as well.

Okay. The Chair welcomes all of our witnesses. Thank you for
being with this morning. You may have heard me say to the pre-
vious witnesses that it is the practice of this committee to take tes-
timony under oath. And so I ask if any of you object to giving your
testimony under oath. Okay.

Also, I need to advise you that pursuant to the rules of this com-
mittee and the House you are entitled to be represented by counsel
this morning for the hearing. Are any of you represented by coun-
sel?
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Ms. Kaye, if you would pull the microphone toward you, bend it
down so you can talk right into it and make sure it is on. And if
you would identify your attorney.

Ms. KAYE. Mr. Andrew Herman.

Mr. GREENWOOD. And Mr. Herman, would you signify by raising
your hand. Okay.

Any other of our witnesses represented by attorney today? Okay.
Mr. de la Rocha, would you do the same thing; make sure your
microphone is forward and on and identify your attorney?

Mr. DE LA ROCHA. Jeb Hart.

Mr. GREENWOOD. Okay. And Mr. Rayman? Okay. I'm going to
ask each of the witnesses that when I ask you to identify your at-
torney, make sure your microphone is pulled very close to your
mouth and that it is on.

Mr. Regalado?

Mr. REGALADO. Mr. Robert Smally.

Mr. GREENWOOD. Thank you. And I see him.

Mr. Barash? Okay.

Mr. Gay?

Mr. GAY. Yes. Stefan Nagan.

Mr. GREENWOOD. Okay. And Mr. Nagan identify yourself? Thank
you, sir.

Mr. Friedlander? Not.

And Dr. Chevreau?

Ms. CHEVREAU. Yes. Mr. Nagan.

Mr. GREENWOOD. Okay. Same gentleman.

Very well. In that case

Mr. BURBAGE. Chairman Greenwood. Mr. Chairman Greenwood,
Dr. Mowrey is represented by Richard Burbage. We are on video-
tape.

Mr. GREENWOOD. Oh, there is. There he is. How do you do, sir.
Thank you for joining as well.

Mr. BURBAGE. Thank you.

Mr. GREENWOOD. And you heard me, sir, indicate that we take
our testimony under oath. You object to giving your testimony
under oath?

Dr. MOWREY. No, I do not.

Mr. GREENWOOD. Even telephonically.

All right. I'm going to ask all of you rise and you, sir, if you are
able, I know you have a bad back, but raise your right hands,
please.

[Witnesses sworn.]

Mr. GREENWOOD. Okay. You are all under oath.
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TESTIMONY OF EDITA KAYE, FOUNDER, THE SKINNY PILL
COMPANY; JOSE DE LA ROCHA, DIRECTOR, QUALITY CON-
TROL, PAL LABS; JERRY RAYMAN, VICE PRESIDENT OF
SALES, PAL LABS; GUY REGALADO, FORMER VICE PRESI-
DENT OF SALES AND MARKETING, DYNAMIC HEALTH OF
FLORIDA; JONATHAN BARASH, FORMER PRESIDENT, DBS
LABS; DENNIS GAY, PRESIDENT, BASIC RESEARCH; DANIEL
MOWREY, DIRECTOR OF SCIENTIFIC AFFAIRS, BASIC RE-
SEARCH; MITCHELL FRIEDLANDER, MARKETING CONSULT-
ANT, BASIC RESEARCH; NATHALIE CHEVREAU, NUTRI-
TIONAL RESEARCH CENTER, BASIC RESEARCH; AND KEITH
AYOOB, ASSOCIATE PROFESSOR OF PEDIATRICS, ALBERT
COLLEGE OF MEDICINE

Mr. GREENWOOD. And why do we not start with Ms. Kaye. Do
you have an opening statement, ma’am?

Ms. KAYE. No, I do not.

Mr. GREENWOOD. Okay. Very well.

Mr. de la Rocha, do you have an opening statement? Okay. All
right. Now, first of all, see if your microphone is on. Okay.

TESTIMONY OF JOSE DE LA ROCHA

Mr. DE LA ROCHA. I am the Director of Quality Assurance and
Quality Control at PAL Laboratories, Inc. I have been in this posi-
tion since 1999. Some time in mid- to late October 2002, Jerry
Rayman, PAL’s Vice President of Domestic Sales & Marketing, in-
formed me that a client had asked PAL to prepare a formulation
for a proposed dietary supplement directed at obese children. It
was my understanding that the proposed product was to be for chil-
dren 12 years of age and older.

The initial formulation contained primarily fibers and no
diuretics. The second formulation was for “Adults and children
more than 12 years old.” At Mr. Rayman’s request, I modified the
formulation. All of Ms. Kaye’s requests were given to me through
Mr. Rayman. I never personally spoke with her.

On or about November 6, 2002, Mr. Rayman informed me that
Ms. Kaye had rejected all our prior drafts and had requested that
we draft a formulation for a dietary supplement intended for chil-
dren 6 years of age and older. I made the requested modifications
and forwarded them to Mr. Rayman before I left on vacation, on
or about November 27, 2002. Immediately upon my return, on De-
cember 9, 2002, Mr. Rayman asked me if there were any medical
concerns with the inclusion of Uva Ursi as an ingredient in the
Skinny Pill for Kids. I consulted the Physicians’ Desk Reference
and informed Mr. Rayman that Uva Ursi was contraindicated in
children under 12 years of age. At that point, he told me that there
was a problem with the formulation that I had proposed because
it contained Uva Ursi and his client, Ms. Kaye, had started a mar-
keting campaign with that formulation.

On that same day, Mr. Rayman and PAL’s then president, Emilio
Ruiz, instructed me to appear on the CNN TV Show, “Connie
Chung Tonight,” because Ms. Kaye was going to appear on it in
order to discuss the Skinny Pill for Kids. Later that afternoon, I
appeared on the show as instructed. At this point, PAL had never
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produced “The Skinny Pill for Kids.” Moreover, PAL then decided
it would not produce this product.

Thank you.

[The prepared statement of Jose de 1la Rocha follows:]

PREPARED STATEMENT OF JOSE DE LA ROCHA

I am the director of Quality Assurance and Quality Control at PAL Laboratories,
Inc. (“PAL”). I have been in this position since 1999. Some time in mid- to late Octo-
ber 2002, Jerry Rayman, PAL’s Vice President of Domestic Sales & Marketing, in-
formed me that a client had asked PAL to prepare a formulation for a proposed die-
tary supplement directed at obese children. It was my understanding that the pro-
posed product was to be for children 12 years of age and older.

The initial formulation contained primarily fibers and no diuretics. The second
formulation was for “Adults and children more than 12 years old” (Exhibit C). At
Mr. Rayman’s request, I modified the formulation. All of Ms. Kaye’s requests were
given to me through Mr. Rayman. I never personally spoke with her.

On or about November 6, 2002, Mr. Rayman informed me that Ms. Kaye had re-
jected all our prior drafts and had requested that we draft a formulation for a die-
tary supplement intended for children six years of age and older. I made the re-
quested modifications and forwarded them to Mr. Rayman before I left on vacation,
on or about November 27, 2002. Immediately upon my return, on December 9, 2002,
Mr. Rayman asked me if there were any medical concerns with the inclusion of Uva
Ursi as an ingredient in the Skinny Pill for Kids. I consulted the Physicians’ Desk
Reference and informed Mr. Rayman that Uva Ursi was contraindicated in children
under twelve years of age. At that point, he told me that there was a problem with
the formulation that I had proposed because it contained Uva Ursi and his client,
Ms. Kaye, had started a marketing campaign with that formulation. On that same
day, Mr. Rayman and PAL’s then president, Emilio Ruiz, instructed me to appear
on the CNN TV Show, “Connie Chung Tonight,” because Ms. Kaye was going to ap-
pear on it in order to discuss the Skinny Pill for Kids. Later that afternoon, I ap-
peared on the show as instructed. At this point, PAL had never produced “The Skin-
ny Pill for Kids”. Moreover, PAL then decided it would not produce this product.

Mr. GREENWOOD. Mr. Rayman, do you have an opening state-
ment?

Mr. RAYMAN. Yes. Good afternoon.

Mr. GREENWOOD. Good afternoon. You are recognized for your
statement, sir.

TESTIMONY OF JERRY RAYMAN

Mr. RAYMAN. I have been Vice President of Domestic Sales and
working for PAL Labs since 2001.

Some time in September 2002, Edita Kaye contacted me in order
to discuss a possible proposed formulation for a dietary supplement
directed at obese children. In mid- to late October 2002, I asked
Jose Diaz de la Rocha, PAL’s Director of Quality Assurance and
Quality Control, to prepare a formulation for the proposed dietary
supplement. Mr. de la Rocha prepared a formulation for a proposed
product that was to be for children 12 years of age and older.

I was the only agent or employee of PAL that discussed the for-
mulations for the Skinny Pill for Kids with Ms. Kaye.

On or about November 6, 2002, I informed Mr. de la Rocha that
Ms. Kaye had rejected our formulations and had requested that we
draft a formulation for a dietary supplement intended for children
6 years of age and older. She specifically requested a diuretic be
added to the formula. Edita Kaye’s email dated November 7, 2002
confirms her rejection of previous formulations and that she want-
ed a product for children 6 and up. Edita Kaye approved the prod-
uct formulated on December 6, 2002. At this point, PAL had never
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produced the Skinny Pill for Kids. Moreover, PAL then decided it
would not produce this product.

Mr. GREENWOOD. Thank you, sir.

Mr. Regalado, do you have an opening statement, sir?

Mr. REGALADO. No, I do not.

Mr. GREENWOOD. Okay. Mr. Barash, do you?

Mr. BARASH. No, I do not.

Mr. GREENWOOD. Mr. Gay?

Mr. Gay. I do.

Mr. GREENWOOD. Okay. You are recognized for your opening
statement, sir.

TESTIMONY OF DENNIS GAY

Mr. Gay. Chairman Greenwood, and members of the sub-
committee. Thank you for this opportunity to appear today.

My name is Dennis Gay, and I am the Chief Executive Officer
of Basic Research, LLC, which is headquartered in Salt Lake City,
Utah. I am accompanied by Dr. Nathalie Chevreau, our Director of
Nutritional Research, our Director of Scientific Affairs Dr. Daniel
Mowrey, Ph.D. is with us today on a remote basis due to an acute
back ailment and possible repeat spinal surgery. Please note that
Dr. Mowrey is also currently taking prescription pain medications
which will effect his reasoning or response. Also with us is Mr.
Mitchell K. Friedlander, a marketing consultant.

Basic Research was started in 1993 with just three people, in-
cluding myself. We have grown to be a company with an inter-
national presence and more than 350 hard working employees, of
whom we are very proud.

We are in the business of promoting health and well being for
the one out of six Americans who takes some type of dietary sup-
plement every single day as well as millions more who occasionally
use supplements or other health and beauty products.

We are appearing here today voluntarily eager to participate in
this process and ready to discuss both our product Pedial.ean and
its associated website, weightlossfor children.com. Together these
resources assist parents in addressing holistically the health, ap-
pearance and self-esteem of overweight children, a problem which
is laminated daily in the media but about which very little is being
accomplished.

Pedialean is a dietary supplement not intended or marketed to
diagnose, treat, cure or prevent any disease. There is nothing magi-
cally or mystical about its properties. It is quite simply a highly
micronized purified form of glucomannan, a substance derived from
a tuber known as conjack root. Glucomannan is present in many
food products that we and others around the world consume on a
regular basis. In fact, humans have consumed for hundreds of
years, if not longer.

Pedialean’s use as a weight loss aid is simply a new and highly
refined application of conjack flour, a well established commodity.
To our knowledge there has never been a serious adverse health
event involving PediaL.ean. We are fully satisfied of its safety when
used as directly.

Conjack flour is a soluble fiber which has very low caloric content
and is not absorbed by digestion. We have provided this committee
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with a published peer review clinical trial. That study shows that
children who took the active soluble fiber in Pedialean along with
normal caloric diet and modest exercise lost significantly more
weight than overweight children using diet and exercise alone.

I noted that PediaLean should be used as an adjunct to a pro-
gram of exercise and improved diet, and we present the product in
that context. Pedialean’s advertisement specifically state that it is
not a miracle pill. In fact, basic research has made it an enormous
investment in the area of juvenile overweight, much of which is in-
tended to benefit parents who may never purchase PediaLean. Spe-
cifically in addition to developing the product, our company in-
vested in the following:

We selected a panel of credible and highly qualified experts to
advise our customers on strategies promoting juvenile weight loss.
We developed an interactive website for parents to use as a tool in
combating their child’s weight problems. We equipped the website
with tables, charts, calculators and exercise programs. We provided
for information exchanged between parents and our experts as well
as a bulletin board on which parents could post questions and sup-
port one another.

Pedial.ean was not the sole focus of our effort, and in fact was
not marketed to consumers at all until the website was completed.
At considerable expense to our company it was intended to be a
complimentary product, a useful tool to be offered along with the
website. The product was designed to assist parents in effecting be-
havior changes.

Basic Research fully backs all of its products including
PediaLean based solely on the satisfaction of the customer. If for
any reason the customer is not fully satisfied, he or she is invited
to return the remaining product for a full refund. It is perhaps wor-
thy of note that Pedial.ean has enjoyed the highest customer satis-
faction among our many products. That said, by no means do we
claim to be perfect.

When we have discovered mistakes, some of them in this course
of this inquiry, we have worked to correct them at once. As a com-
pany we strive to improve our sales daily. It is not at all uncom-
mon for a young and small business experiencing tremendously
rapid growth to endure some pains for that growth.

We view today’s hearing as an opportunity to contribute in a con-
structive manner. Even recognizing that we are imperfect, we are
proud of our company, our people and our products and are happy
to join in this important dialog concerning the issue of overweight
children.

Further, Mr. Chairman, we understand that the FTC staff yes-
terday issued a complaint against us. But as late as this very mo-
ment, we still have not seen the complaint. From what little we
know, we do not believe allegations have merit and we intend to
contest the case vigorously. However, in the interest and the fair-
ness in due process, I trust and hope that you will not expect this
morning to address questions bearing directly on a set of allega-
tions we have not yet had a chance to review or analyze.

I appreciate your time, Mr. Chairman.

[The prepared statement of Dennis Gay follows:]
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PREPARED STATEMENT OF DENNIS GAY, CHIEF EXECUTIVE OFFICER, BASIC RESEARCH
LLC

Chairman Greenwood and Members of the Subcommittee: Thank you for this op-
portunity to appear today. My name is Dennis Gay, and I am the Chief Executive
Officer of Basic Research LLC, which is headquartered in Salt Lake City, Utah. I
am accompanied by Dr. Nathalie Chevreau, our Director of Nutritional Research.
Our Director of Scientific Affairs, Dr. Daniel Mowrey PhD, is with us today on a
remote basis due to an acute back ailment and possible repeat spinal surgery.
Please note that Dr. Mowrey is also currently taking prescription pain medications
which may affect his reasoning and response. Also with us is Mr. Mitchell K. Fried-
lander, marketing consultant.

I. BASIC RESEARCH IS A RESPONSIBLE, VITAL COMPANY.

Basic Research was started in 1993, with just three people, including me. We
have grown to be a company with an international presence and more than 350
hardworking employees, of whom we are very proud.

That said, by no means do we claim to be perfect. We have made mistakes. When
we’ve discovered those mistakes—some of them in the course of this very inquiry—
we have worked to correct them at once. As a company, we strive to improve our-
selves daily. It is not at all uncommon for a young and small business experiencing
tremendously rapid growth to endure some pains from that growth. We learn from
our missteps; this Subcommittee’s inquiry has in fact helped us discover ways in
which we can improve.

We are in the business of promoting health and wellbeing, particularly for the one
out of six Americans who takes some type of dietary supplement every single day,
as well as the millions more who use supplements and other health and beauty
products on a less frequent basis.

We have hundreds of thousands of satisfied repeat customers who purchase, use,
and enjoy our products. We have an excellent reputation with our customers and
retail partners. We are known for our extraordinary attention to quality in selecting
and processing our raw materials.

We have a real address, a real phone number, and a real headquarters—in short,
we are easy to find. We are appearing here today voluntarily, eager to participate
in this process and ready to discuss both our product PedialLean and its associated
website, weightlossforchildren.com.

Together, these resources assist parents in addressing holistically the health, ap-
pearance, and self-esteem of their overweight children—a problem which is la-
mented daily in the media, but about which very little has been accomplished.

II. PEDIALEAN IS SAFE.

PediaLean is a dietary supplement, not intended or marketed to diagnose, treat,
cure, or prevent any disease. There is nothing magical or mystical about its prop-
erties. It is, quite simply, a highly micronized and purified form of glucomannan—
a substance derived from a tuber known as konjac root. Glucomannan is present in
many food products that we and others around the world consume on a regular
basis. The substance itself may sound exotic, but humans have consumed it for hun-
dreds of years, if not longer.

In the patented and unique form found in PediaLean, the product is neither a lax-
ative nor a diuretic. Its use as a weight loss aid is simply a new and highly refined
application of konjac flour, a well-established commodity. To our knowledge, there
has never been a serious adverse health event involving kojac flour. We are fully
satisfied of its safety when used as directed.

III. PEDIALEAN IS EFFECTIVE

Glucomannan is a soluble fiber which has very low caloric content and is not ab-
sorbed by digestion.

Research has demonstrated that in children and adolescents, a relatively small
amount can be a very helpful adjunct to changes in diet and exercise.

The principle is simple and sound. I'm certain we will have the opportunity to
share with you more information about PediaLean’s development, safety, and effi-
cacy as this hearing proceeds.

IV. PEDIALEAN WAS INTENDED AS PART OF A GREATER WHOLE.

I noted that PediaLean should be used as an adjunct to a program of exercise and
improved diet, and we present the product in that context. You will note that in
PediaLean’s advertisements, it is specifically stated that this is NOT a “Miracle
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Pill.” In fact, Basic Research has made an enormous investment in the area of juve-
nile overweight, much of which can easily benefit parents who never purchase
PediaLean. Specifically, in addition to developing the product, our company invested
in the following:

o We selected a panel of credible and highly qualified experts to advise us and our
customers on strategies for dealing with juvenile weight loss.

e We developed an interactive website for parents to use as a tool in combating
their child’s weight problems.

e We equipped the website with tables, charts, calculators, and exercise programs
to provide parents with comprehensive assistance.

o We provided for information exchange between parents and our experts, as well
as a bulletin board on which parents could post questions and support each
other by sharing experiences.

PediaLean was not the sole focus of our effort, and in fact was not marketed to
consumers at all until our website was complete—at considerable expense to our
company. It was intended to be a complementary product—a useful tool to be offered
along with the website. The product was designed to assist parents in effecting
these changes.

V. WE BACK OUR PRODUCTS FULLY AND CREDIBLY.

Basic Research fully backs all of its products including PedialLean, based solely
on the satisfaction of the customer. If for any reason the consumer is not fully satis-
fied, he or she is invited to return the remaining product for a full refund. It is per-
haps worthy of note that PedialLean has enjoyed the highest consumer satisfaction
among our many products.

Once again, we fully understand that we have room to improve as a company. We
are grateful for the process of self-assessment this inquiry has brought about.

We view today’s hearing as an opportunity to contribute in a constructive manner.
Even recognizing our occasional mistakes, we are proud of our company, our people,
and our products, and are happy to join in this important dialogue concerning the
proper regulation of dietary supplements. Thank you, Mr. Chairman.

Mr. GREENWOOD. Thank you, Mr. Gay.

Mr. Friedlander, do you have an opening statement?

Dr. Chevreau, do you?

Ms. CHEVREAU. No, I don’t.

Mr. GREENWOOD. Okay. Dr. Ayoob, we are glad that you—oh, I'm
sorry. I'm sorry. Pardon me. Dr. Mowrey, do you have an opening
statement, sir?

Dr. MOWREY. No, I do not.

Mr. GREENWOOD. Okay. Now, Mr. Ayoob.

TESTIMONY OF KEITH AYOOB

Mr. AYOOB. Actually, it is doctor.

Good Morning and thank you for the opportunity to speak with
you on a topic of such concern to me: children’s health.

My name is Dr. Keith Ayoob and I do thank you for the oppor-
tunity to testify. I hope you will find my comments useful. First,
a summary about my credentials and background: I am an asso-
ciate professor of pediatrics at the Albert Einstein College of Medi-
cine in New York and the Director of the Nutrition Clinic at the
Rhose F. Kennedy Children’s Evaluation and Rehabilitation Center
there.

For 9 years, I served as a volunteer media spokesperson for the
American Dietetic Association, and gave over 800 interviews for
print, television, radio and the Internet on timely nutrition topics
in the media.

I have been on the Board of Editors of the Journal of the Amer-
ican Dietetic Association for approximately 4 years and was an out-
side reviewer for the Journal for 12 years prior and I am very fa-
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miliar with the evaluation of scientific research. During this time,
I have reviewed hundreds of proposed articles for publication in the
Journal about clinical trials conducted in the field of diet and
health research.

I am also on the advisory board of the Children’s Advertising Re-
view Unit of the National Advertising Review Board. In this capac-
ity, I advise the Unit about the accuracy and appropriateness of
food advertising claims for foods targeted for consumption by chil-
dren.

I first learned about the Skinny Pill for Kids back in early De-
cember 2002, when Barbara Hoffman, a reporter with The New
York Post, asked if I'd heard of a new diet pill being marketed to
children 6 to 12 years old. At first I thought she’d misinterpreted
a press release, because as a pediatric nutritionist, I could not
imagine someone coming up with a pill for young children that
promised healthy, safe and effective weight loss. But she referred
me to a website called www.skinny.com that had all the details
about these supplements. I reviewed the website and was both
angry and disgusted by the information contained on the website
about the Skinny Pill for Kids. The information was scientifically
baseless, blatantly exploitative, and potentially very harmful to
children.

When Ms. Hoffman’s story ran in the Post on December 6, 2002,
the television media picked it up and I was invited to debate the
marketer of the pills, Edita Kaye, on NBC’s “The Today Show” the
following Monday, approximately the same time the product was to
begin shipment. I said on that program, and I will reiterate it
today, the Skinny Pill for Kids, as well as these other dietary sup-
plements for children that the committee has looked at are “junk
science.”

Before I say a few words about the Skinny Pill for Kids, I would
like to note that I was extremely relieved that, due the pressure
put upon Edita Kaye, the creator and marketer of the pill, by the
medical community and the media, the Pill was pulled from the
market before any child had actually taken it. Further, I also felt
vindicated in my efforts to counteract Ms. Kaye’s public claims
about the product on national television. And now, I'd like to sum-
marize some concerns I had about the ingredients in the product,
as well as the marketing claims Ms. Kaye made.

There is no scientific basis for any of the claims made about the
Skinny Pill for Kids on Ms. Kaye’s website. There is however, sci-
entific evidence against many of the claims she made. The pills
were a concoction of a few vitamins and minerals, along with fiber
and herbs. A few examples of false claims, in my opinion:

“It contains a proprietary blend of safe natural vitamins, min-
erals, and fat-fighting nutrients” In my opinion, these pills are not
safe. They have never been proven safe. They contain diuretic
herbs that should never be given to children.

“It is formulated to help children reduce their risk of obesity-re-
lated diseases such as heart disease, high blood pressure, and dia-
betes.” None of the ingredients here will help reduce risk of these
diseases. Children with these diseases should be treated by physi-
cians, not Ms. Kaye, and desperate parents should not be given a
false sense of confidence that this pill is helping their children in
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any way because it cannot help them. What it can do is to delay
consumers from seeking real treatments and healthier lifestyles to
combat obesity.

“It offers very real weight-loss help through supplements that
metabolically assist children to burn more fat pounds and inches,
block new fat deposits and help regulate insulin levels to mitigate
fat factors.”

In my opinion, all of these claims are absolutely false and with-
out evidence to support them. No studies have been shown to indi-
cate that these claims are true for the ingredients in the Skinny
Pill for Kids.

As for the vitamins, the amounts of niacin, folate, and vitamin
B12 in the Skinny Pill for Kids, can be obtained far more economi-
cally in any standard, over-the-counter multivitamin supplement
that would also contain many other vitamins and minerals. There
is no need to take separate amounts of them. As for the herbal in-
gredients, she makes false, unproven claims about many of them,
for example: Uva ursi: “Acts as a diuretic and helps diabetes. It has
also been shown to strengthen heart muscle.” She’s only right
about it being a diuretic herb, and that’s a huge concern. The Phy-
sicians’ Desk Reference for Herbs, which is the standard reference
text well accepted by health professionals, has stated with scientific
backing that uva ursi was contraindicated for children under the
age of 12 years, the very population of these pills, as it has been
associated with liver damage.

Glucomannan: She says that “This substance actually picks up
and removes fat from the colon wall. It is good for obesity because
one of its primary functions is the removal of fat. It has been recog-
nized for normalizing blood sugar and it expands up to sixty times
its own weight and, in so doing, helps maintain a feeling of fullness
and curbs appetite.” Glucomannan is just a food thickener that has
never been proven safe or effective for weight loss.

Buchu Leaf: “Aids in controlling diabetes and digestive disorders
and fluid retention.” For weight loss, it has never been shown to
be effective. It can however, function as a diuretic and should not
be given to children.

Juniper Berry: “Helps regulate blood sugar and aids in fluid re-
tention.” This is another diuretic herb. Children who need diuretics
should be under the care of a physician, not Ms. Kaye.

One statement on her website was true regarding glucomannan:
“It is important to drink a large glass of water with this ingredient,
as it can lodge in the throat and expand thereby causing breathing
problems.” This should be an indicator to the committee that this
is an inappropriate supplement to give to children, especially those
6 years of age.

The issue is simple: the Skinny Pill for Kids should never have
been even thought about for children, let alone marketed to them.

Since fiber pills have not been shown to have much effect on
weight loss, I am also concerned about another supplement for
overweight children called PediaLean. Again, there is no scientific
basis for the claims about this product, although the marketers,
Klein-Becker, seem to want you to believe otherwise. I have re-
viewed the website for the product, www.pedialean.com, and have
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;:_oncerns about their purported “clinical evidence” for safety and ef-
icacy.

These are a few comments I have about the cited “clinical evi-
dence” that PediaLean helps children lose weight. First, the study
was not published in any journal I have ever heard of. I have been
on the Board of Editors of the Journal of the American Dietetic As-
sociation for several years. I read and review numerous manu-
scripts, good and bad, all the time. I would never have had the
chance to review this one however, because this would never have
made it to my desk. The associate editor or the editor-in-chief
would have screened this and rejected it out of hand, and I am very
grateful that they do not waste my time with this type of study.

Second, the study was a single study, done in the early 90’s on
a small number of children. many of whom dropped out. The copy
I received was translated from Italian and the full name of the
journal was not revealed, only an abbreviation. This is highly un-
usual for a translated study that being used to make specific
claims, as it limits the ability of the reader to verify the publica-
tion.

Third, there are not even any units assigned to the numbers as-
sociated with the claimed weight loss. I have no idea if they are
indicating pounds or kilos when they refer to weight loss.

And finally, the study has never been replicated. It has no con-
trols. Without controls, I have no idea if the results were due to
the pills, or correction it has no valid controls or placebo controls.
Without controls, I have no idea if the results were due to the pills
or to the fact that children had to take two pills with a large glass
of water before meals. Every researcher knows that you need valid
controls to make your study meaningful. This is research 101.
When you do not include control groups, it suggests that you may
not want the reader to know the results. This study suggests that
the researchers didn’t want the results to be accurate. They just
wanted them Tuesday, so to speak.

For a company to rely on a study conducted in Italy over 10
years ago, of such poor quality and questionable conclusions, to
support their marketing statements that a product is safe and ef-
fective for a 6 year old, is disturbing.

The makers of Pedialoss also developed a pill with ingredients
that promise but cannot deliver weight loss. The ingredients in
Pedialoss, inulin and lecithin, have never been scientifically shown
to aid in weight loss. Once again, this is a sham product that can-
not deliver what it promises because its claims are baseless and yet
another example of junk science.

These supplements are also expensive. The Skinny Pill for Kids
was to cost £40 per month. PediaLean cost almost $80 a month. I
would rather see parents put their hard earned money toward buy-
ing healthy food and taking their children for healthy physical ac-
tivities.

Childhood overweight is a serious issue. It needs a serious solu-
tion. True lasting results to the obesity problems of children and
adults are not going to be found in an over-the-counter supplement.
If they are, then a body of sound, scientific evidence should come
before the claims. It is completely inappropriate to allow people to
market “supplements” with no evidence that they work, and then
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wait until there is a complaint or even harm, before they are inves-
tigated.

The loopholes in the laws that permit these types of supplements
to be marketed should be closed. They should be closed and nailed
shut. My only regret in the judgment imposed on Ms. Kaye is that
the multi-million dollar fines attached to their judgment were for-
given for her lack of ability to pay. That makes for a rather weak
judgment. Only if she, and others of her ilk, were hit in their pock-
etbooks, where they’d feel it most, and were held responsible for
paying back the fine, even over the course of many years, might
they think twice about marketing junk supplements to vulnerable
children and their families.

Thank you for you time and I am prepared to answer any ques-
tions you may have on these or other matters.

[The prepared statement of Keith Ayoob follows:]

PREPARED STATEMENT OF KEITH-THOMAS AYOOB

Good Morning and thank you for the opportunity to speak with you on a topic
of such concern to me: children’s health.

My name is Dr. Keith Ayoob and I thank you for the opportunity to testify. I hope
you W(iill find my comments useful. First, a summary about my credentials and back-
ground:

e I am an associate professor of pediatrics at the Albert Einstein College of Medi-
cine in New York and the Director of the Nutrition Clinic at the Rose F. Ken-
nedy Children’s Evaluation and Rehabilitation Center there.

e For nine years, I served as a volunteer media spokesperson for the American Die-
tetic Association, and gave over 800 interviews for print, television, radio and
the Internet on timely nutrition topics in the media.

e I have been on the Board of Editors of the Journal of the American Dietetic Asso-
ciation for four years and was an outside reviewer for the Journal for 12 years
prior and I am very familiar with the evaluation of scientific research. During
this time, I have reviewed hundreds of proposed articles for publication in the
Journal about clinical trials conducted in the field of diet and health research.

e I am also on the advisory board of the Children’s Advertising Review Unit of the
National Advertising Review Board. In this capacity, I advise the Unit about
the accuracy and appropriateness of food advertising claims for foods targeted
for consumption by children.

I first learned about the “Skinny Pill for Kids” back in early December 2002, when
Barbara Hoffman, a reporter with The New York Post, asked if I'd heard of a new
diet pill being marketed to children 6-12 years old. At first I thought she’d misinter-
preted a press release—because as a pediatric nutritionist, I could not imagine
someone coming up with a pill for young children that promised healthy, safe and
effective weight loss—but she referred me to a web site called “www.skinny.com”
that had all the details about these supplements. I reviewed the website and was
both angry and disgusted by the information contained on the website about the
“Skinny Pill for Kids.” The information was scientifically baseless, blatantly exploit-
ative, and potentially very harmful to children. When Ms. Hoffman’s story ran in
the Post on December 6, 2002, the television media picked it up and I was invited
to debate the marketer of the pills, Edita Kaye, on NBC’s “The Today Show” the
following Monday, approximately the same time the product was to begin shipment.
I said on that program, and I will reiterate it today, the Skinny Pill for Kids, as
well as these other dietary supplements for children that the Committee has looked
at are “junk science.”

Before I say a few words about the Skinny Pill for Kids, I would like to note that
I was extremely relieved that, due the pressure put upon Edita Kaye (the creator
and marketer of the pill) by the medical community and the media, the Pill was
pulled from the market before any child had actually taken it. Further, I also felt
vindicated in my efforts to counteract Ms. Kaye’s public claims about the product
on national television. And now, I'd like to summarize some concerns I had about
the ingredients in the product, as well as the marketing claims Ms. Kaye made:

e There is no scientific basis for ANY of the claims made about the Skinny Pill for
Kids on Ms. Kaye’s website. There is however, scientific evidence AGAINST
many of the claims she made. The pills were a concoction of a few vitamins and
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minerals, along with fiber and herbs. A few examples of false claims, in my

opinion:

e “It contains a proprietary blend of safe natural vitamins, minerals, and fat-
fighting nutrients...”In my opinion, these pills are not safe. They have never
bﬁelr& proven safe. They contain diuretic herbs that should never be given to
children.

e “It is formulated...to help children reduce their risk of obesity-related dis-
eases such as heart disease, high blood pressure, and diabetes.” None of the
ingredients here will help reduce risk of these diseases. Children with these
diseases should be treated by physicians, not Ms. Kaye and desperate parents
should not be given a false sense of confidence that this pill is helping their
children in any way because it cannot help them. What it can do is to delay
consumers from seeking real treatments and healthier lifestyles to combat
obesity.

o “It offers very real weight-loss help through supplements that metabolically
assist children to burn more fat pounds and inches, block new fat deposits
and help regulate insulin levels to mitigate fat factors.” In my opinion, all of
these claims are absolutely false and without evidence to support them. No
studies have been shown to indicate that these claims are true for the ingre-
dients in the Skinny Pill for Kids.

As for the vitamins, the amounts of niacin, folate, and vitamin B12 in the Skinny
Pill for Kids, can be obtained far more economically in any standard, over-the-
counter multivitamin supplement that would also contain many other vitamins and
minerals. There is no need to take separate amounts of them. As for the herbal in-
gredients, she makes false, unproven claims about many of them, for example:

e Uva ursi: “Acts as a diuretic and helps diabetes. It has also been shown to
strengthen heart muscle.” She’s only right about it being a diuretic herb, and
that’s a huge concern. The Physicians’ Desk Reference for Herbs (a standard
reference text, well accepted by health professionals) stated, with scientific
backing, that uva ursi was CONTRAINDICATED for children under the age of
12 years—the very target population of these pills—as it has been associated
with liver damage.

e Glucommanan: “This substance actually picks up and removes fat from the colon
wall. It is good. .. for obesity because one of its primary functions is the removal
of fat. It has been recognized for normalizing blood sugar and it expands up to
sixty times its own weight and, in so doing, helps maintain a feeling of fullness
and curbs appetite.” Glucommanan is just a food thickener that has never been
proven safe or effective for weight loss.

e Buchu Leaf: “Aids in controlling diabetes and digestive disorders and fluid reten-
tion.” For weight loss, it has never been shown to be effective. It can however,
function as a diuretic and should not be given to children.

e Juniper Berry: “Helps regulate blood sugar and aids in fluid retention.” This is
another diuretic herb. Children who need diuretics should be under the care of
a physician, not Ms. Kaye.

One statement on her website was true regarding glucommanan: “It is important
to drink a large glass of water with this ingredient, as it can lodge in the throat
and expand thereby causing breathing problems.” This should be an indicator to the
Committee that this is an inappropriate supplement to give to children, especially
those 6 years of age. The issue is simple: the Skinny Pill for Kids should never have
been even thought about for children, let alone marketed to them.

Since fiber pills have not been shown to have much effect on weight loss, I am
also concerned about another supplement for overweight children called PediaLean.
Again, there is no scientific basis for the claims about this product, although the
marketers, Klein-Becker, seem to want you to believe otherwise. I have reviewed the
website for the product, www.pedialean.com, and have concerns about their pur-
ported “clinical evidence” for safety and efficacy.

These are a few comments I have about the cited “clinical evidence” that
PediaLean helps children lose weight:

e The study was not published in any journal I have ever heard of. I have been on
the Board of Editors of the Journal of the American Dietetic Association for sev-
eral years. I read and review numerous manuscripts, good and bad, all the time.
I would never have had the chance to review this one however, because this
would never have made it to my desk. The associate editor or the editor-in-chief
would have screened this and rejected it out of hand and I am very grateful
that they do not waste my time with this type of study.

e This study was a single study, done in the early 90’s on a small number of chil-
dren. The copy I received was translated from Italian and the full name of the
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journal was not revealed, only an abbreviation. This is highly unusual for a
translated study that being used to make specific claims, as it limits the ability
of the reader to verify the publication.

e There are not even any units assigned to the numbers associated with the claimed
weight loss. I have no idea if they are indicating pounds or kilos when they
refer to weight loss.

e The study has never been replicated. It has no controls. Without controls, I have
no idea if the results were due to the pills or to the fact that children had to
take two pills with a large glass of water before meals. Every researcher knows
you need controls to make your study meaningful. This is research 101. When
you do not include control groups, it suggests that you may not want the reader
to know the results. This is a study that suggests that the researchers didn’t
want the results to be accurate. They just wanted them Tuesday, so to speak.

For a company to rely on a study conducted in Italy over ten years ago, of such
poor quality and questionable conclusions, to support their marketing statements
that a product is safe and effective for a 6 year old, is disturbing.

The makers of Pedialoss also developed a pill with ingredients that promise but
cannot deliver weight loss. The ingredients in Pedialoss, inulin and lecithin, have
never been scientifically shown to aid in weight loss. Once again, this is a sham
product that cannot deliver what it promises because its claims are baseless and yet
another example of junk science.

Products like these should never exist. Even if they cause no harm that is re-
ported, they serve only to exploit children and their caregivers by fostering the illu-
sion that these products work, perhaps preventing them from seeking real solutions.

These supplements are also expensive. The Skinny Pill for Kids were to cost
$40.00 per month. PediaLean cost almost $80.00 a month. I'd rather see parents put
their hard earned money towards buying healthy food and taking their children for
healthy physical activities. Childhood overweight is a serious issue. It needs a seri-
ous solution. True lasting results to the obesity problems of children and adults are
not going to be found in over-the-counter supplements. If they are, then a body of
sound, scientific evidence should come before the claims. It is completely inappro-
priate to allow people to market “supplements” with no evidence that they work,
and then wait until there is a complaint or even harm, before they are investigated.

The loopholes in the laws that permit these types of supplements to be marketed
should be closed. They should be closed and nailed shut. My only regret in the judg-
ment imposed on Ms. Kaye is that the multi-million dollar fines attached to the
judgment were forgiven for her lack of ability to pay. That makes for a rather weak
judgment. Only if she, and others of her ilk, were hit in their pocketbooks, where
they’d feel it most, and were held responsible for paying back the fine, even over
the course of many years, might they think twice about marketing junk supple-
ments to vulnerable children and their families.

Thank you for you time and I am prepared to answer any questions you may have
on these or other matters.

Mr. GREENWOOD. Thank you, Mr. Ayoob. We appreciate your
joining us.

The Chair recognizes himself for 10 minutes for some ques-
tioning. I am going to start with you, Ms. Kaye.

And I can well imagine that you are thinking to yourself I never
sold one of these pills, why is everyone picking on me. But here is
the issue: Somebody else market this same market in the same
way tomorrow with the same concerns, raising the same concerns.
And so what we are here to do is to understand how this process
fvorks so that we can act in the best interests of the American pub-
ic.

So let me ask you this: In December 2002 you appeared on “The
Today Show” and other nationally televised shows promoting a
product you called Skinny Pill for Kids. The question is what sci-
entific research did you do on the ingredients in the product before
you decided to market it to kids?

Ms. KAYE. I did due diligence, and I thought I acted in a prudent
manner by finding a facility, a lab, pharmaceutical company to
manufacture such a product and develop a formula that was safe
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and effective. My overall concern always was and continues to be
the problem of obesity in children, which is an ongoing problem
and appears to be getting worse.

As soon as I realized that there were concerns expressed about
the formula that was developed by this company on my behalf, I
imm((eldiately stopped the program and that is really what hap-
pened.

Mr. GREENWOOD. Well, were you driving the company to come up
with a formula? Your response would indicate that you simply, I
do not know whether your randomly chose this company or how
you chose this particular company based on its experience or its ex-
pertise or research that it had done that enabled you to have con-
fidence that it would be able to do what apparently no one has ever
been able to do, according to all of our witnesses, and that is come
up with a pill that would actually help children to lose weight.
W}ta‘g made you think this company could do that for you, PAL
Labs?

Ms. KAYE. Well, PAL Labs assured me that they were an FDA
approved facility, that they also manufactured OTC products and
that they had high standards of quality control. And, I felt that
they were sound, that what they said was in fact correct.

Mr. GREENWOOD. Well, you hold yourself out to be America’s fa-
vorite nutritionist. Wouldn’t it make sense that as a nutritionist
with this self-proclaimed crusade to help children, that you would
have done some research, you would have looked into what kind of
ingredients might work rather than turning to PAL Labs and say
you come up with something?

Ms. KAYE. Sir, I am not a chemist or a formulator.

Mr. GREENWOOD. You're a nutritionist?

Ms. KAYE. Hence, I searched for a company that could develop
a formula.

Mr. GREENWOOD. And what made you think this company could
do that?

Ms. KAYE. For the reasons I just cited.

Mr. GREENWOOD. Well, you said they are FDA approved. That
simply means that when they manufacture a product, in this case
one that does not have to be approved by FDA, the only thing that
matters is whether they’re using hygienically correct approaches
and there is no chance of a danger that is outside of the ingredi-
ents. That does not indicate that they have the tiniest bit of knowl-
edge about what ingredients would actually be beneficial to people.

Did you ask them if they had ever

Ms. KAYE. They——

Mr. GREENWOOD. Did you ask them if they had any experience
whatsoever in producing compounds that would help anyone lose
weight, particularly children?

Ms. KAYE. They had told me, and yes they did also in addition
to their OTC work, that they did develop formulas for nutritional
supplements. That, in addition to the fact that they were FDA cer-
tified, that they had a formulator——

Mr. GREENWOOD. You do not know or you are unaware of the fact
that nutritional supplements are not required to be able to dem-
onstrate effectiveness before they are marketed?

Ms. KAYE. I am sorry, I do not understand.
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Mr. GREENWOOD. Nutritional supplements pursuant to Federal
law, makers of nutritional supplements are not required to dem-
onstrate that they have any effectiveness whatsoever. Are you
aware of that?

Ms. KAYE. I am really not clear on what you are asking me.

Mr. GREENWOOD. Okay.

Ms. KAYE. I am not sure.

Mr. GREENWOOD. Okay. Do you know the difference between an
FDA process where you have to take a pharmaceutical product and
you have to go to the Food and Drug Administration and dem-
onstrate that you have clinical trials that have demonstrated the
effectiveness and the safety of this product. And that after a very
long and sophisticated process, the FDA has to make a decision
whether the stuff actually works and whether it actually hurts peo-
ple, whereas in the nutritional supplement field no such require-
ment exists. So therefore, PAL Labs could put peanut butter in a
capsule and call it a diet pill and you would come along and say,
well you are FDA approved, I guess you must be the experts. Do
you understand that?

Ms. KAYE. I think so. But I trusted their formulators that they
were a company that

Mr. GREENWOOD. All right. I would like you to turn to that note-
book right there to tab 13. Could you open that up to Tab 13, Ms.
Kaye? Now there you will find an email that you sent to Jerry
Rayman on the subject of Skinny Kids on November 7, 2002. Do
you see that?

Ms. KAYE. Yes, sir, I do.

Mr. GREENWOOD. Okay. Would you go down to No. 3 and would
you—what was your intent in sending this email?

What I would like you to do, it is tab 13 for the benefit of the
members of the committee. Would you just read for us beginning
with No. 3 where it says “This is a formula,” and read to the bot-
tom of the page? Out loud, please.

Ms. KAYE. Yes. “This is a formula which was clearly stated to be
for children. What you have here in all your disclaimers is 12 years
plus. I might just as well put a different label on my far superior
existing Skinny Pill formula and sell it to 12 year old children and
plus. I need a formula for children 6 years old and up and that is
what we have been talking about for months.”

Mr. GREENWOOD. Keep going.

Ms. KAYE. “Well I now have run out of time and I need this for-
mula with price quotes by the end of business today, so please pro-
vide the following: A Skinny capsule: 2. For children 6 years of age
and older to be taken three times a day, two is better but I can
live with three that is also a thermic formula, and I need to be able
to say on the label that this is for children 6 years old and up.
Jerry, if I cannot get this, I am going to have to go to another for-
mulator. I have an entire campaign built around the belief that you
could deliver this type of product for me. I do not want a me too
fiber formula like Pedial.ean, I want something that no one else
out there has and I need it by today. I do not mean to sound dif-
ficult, but I am very disappointed. Edita.”
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Mr. GREENWOOD. So you are clearly involved in the formulation
of this product. You were telling them what you want, is that
right? Could we not interpret that from your email?

Ms. KAYE. I was telling them that I would like them to come up
with a formula. I was not involved in that

Mr. GREENWOOD. What is a thermic formula? You told them you
want a thermic formula, what does that mean?

Ms. KAYE. Something that helps with energy, that is what I had
meant.

Mr. GREENWOOD. Okay. And was there any indication that they
had ever done that before? Did you believe that they had ever been
able to come up with a thermic formula before?

Ms. KaYE. Well, I believed that they had developed formulas for
nutritional supplements for weight loss, that they were as they had
told me FDA approved, that they had formulators and that they
were confident that they could develop such a formula for children.
That was what I thought when we had conversations.

Mr. GREENWOOD. Okay. Let me ask Mr. Rayman, when did Edita
Kaye first contact PAL Labs about formulating a diet pill for kids?

Mr. RAYMAN. I do not remember the exact date.

Mr. GREENWOOD. Pull that microphone closer to you, please.

Mr. RAYMAN. I do not remember the exact day, but probably
sometime in that September/October prior to the actual

Mr. GREENWOOD. Okay. Did she provide any instructions at that
time about the ingredients she wanted in the pills?

Mr. RaymMAN. We talked about a fiber pill. She talked about hav-
ing a diuretic to get rid of the fiber in the system. And I conveyed
that information to——

Mr. GREENWOOD. You specifically remember her asking for a diu-
retic?

Mr. RAYMAN. Yes, I do.

Mr. GREENWOOD. Did she reject your fiber formulation?

Mr. RAYMAN. She rejected the first formulation, as it was appar-
ent in that email that she sent to us.

Mr. GREENWOOD. Okay. And what was your sense of why she did
that?

Mr. RAYMAN. Based on what she said in the email is that she
thought that it wasn’t different enough from anything else that is
out there.

Mr. GREENWOOD. In any of these discussions did Ms. Kaye ever
express any concerns about the safety of the product for 6 year old
children?

Mr. RAYMAN. No, she did not.

Mr. GREENWOOD. Okay. My time has expired.

The gentlelady from Colorado.

Ms. DEGETTE. Thank you very much, Mr. Chairman.

Following up, Mr. Rayman, your title is Vice President of Domes-
tic Sales and Marketing, correct?

Mr. RAYMAN. That is correct.

Ms. DEGETTE. Do you have any kind of a degree in biology or are
you a researcher?

Mr. RAYMAN. No, I am not.

Ms. DEGETTE. You are not in charge of formulating the products?

Mr. RaAYMAN. No, I am not.
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Ms. DEGETTE. Now, to your knowledge has PAL Laboratories
ever formulated weight loss products before?

Mr. RAYMAN. We have made products that people may have mar-
keted as weight loss, but by their direction. They tell us what in-
gredients they want us to put into a pill, and we put it into a pill.

Ms. DEGETTE. Okay. But Ms. Kaye did not tell you w hat ingre-
dients to put in there, she simply said she wanted something that
was not just a fiber pill, right? And according to your written and
verbal testimony, she said she wanted something that was a diu-
retic, right?

Mr. RAYMAN. She wanted a diuretic added to her fiber product.

Ms. DEGETTE. Now were you her primary contact at PAL Labs?

Mr. RAYMAN. Yes.

Ms. DEGETTE. And what did you do when she came to you and
asked you for this product?

Mr. RAYMAN. I went to Jose de la Rocha and told him

Ms. DEGETTE. And you told Mr. de la Rocha what she wanted,
right?

Mr. RAYMAN. That is correct.

Ms. DEGETTE. Mr. de la Rocha, what did you do then when you
learned of this request of Ms. Kaye’s through Mr. Rayman?

Mr. DE LA ROCHA. Yes. The first formula was

Ms. DEGETTE. Could you hold that microphone up to your mouth.
Thank you.

Mr. DE LA ROCHA. Sorry.

The first formula was fiber formula for children 12 and over.

Ms. DEGETTE. That was what you understood that Ms. Kaye had
requested?

Mr. DE LA ROCHA. I understand that it was for—in my mind I
never thought for children 12 and—six and over.

Ms. DEGETTE. Now, have you ever developed dietary supple-
ments before?

Mr. DE LA ROCHA. Yes, ma’am.

Ms. DEGETTE. What types of dietary supplements?

Mr. DE LA ROCHA. Vitamin C, vitamin E, simple formulas.

Ms. DEGETTE. And what is your educational background?

Mr. DE LA ROCHA. I'm a chemical engineer. 'm a doctor in tech-
nical science.

Ms. DEGETTE. A doctor of?

Mr. DE LA ROCHA. Technical science, that is like a similar or
Ph.D. or a master degree here in the States.

Ms. DEGETTE. And is your background in——

Mr. DE LA RoCHA. Chemical engineer.

Ms. DEGETTE. Is in development of dietary supplements?

Mr. DE LA ROCHA. No, ma’am.

Ms. DEGETTE. No. Okay. How long have you been involved in de-
veloping dietary supplements?

Mr. DE LA ROCHA. Normally I am not a formulator. I am a qual-
ity control guy.

Ms. DEGETTE. Oh, you're a quality—okay. Do you have people at
PAL Labs who are in charge of developing the

Mr. DE LA ROCHA. Right now, yes. Right now in this moment.

Ms. DEGETTE. Right now. But back with this product did you
have people in charge of developing some
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Mr. DE LA RocHA. We got a person in charge of developing, but
that person was not in the company in that moment.

Ms. DEGETTE. Right. So the answer is no?

Mr. DE LA RoCHA. No.

Ms. DEGETTE. Thank you.

Now, so you were in charge of—who asked you to be in charge
of developing?

Mr. DE LA ROCHA. Mr. Rayman.

Ms. DEGETTE. Mr. Rayman. Okay. And so he said Ms. Kaye
wants this weight loss product for children, and he told you to de-
velop the formula, is that right?

Mr. DE LA RocHA. That is correct.

Ms. DEGETTE. How did you figure out seeing as you have no
background in it, how to develop it?

Mr. DE LA ROCHA. Yes. I went to—I did my search and I——

Ms. DEGETTE. You did a search?

Mr. DE LA ROCHA. A search, and I see

Ms. DEGETTE. On the Internet?

Mr. DE LA ROCHA. Yes. And in PDR and books. And I see a prod-
uct that was full of fibers and it was approved for children already,
it was used in that moment for children. And I propose a similar
formula for her product.

Ms. DEGETTE. Now how did you figure out the—and that was for
children 12 and over.

Mr. DE LA ROCHA. Yes.

Ms. DEGETTE. How did you know that it should be for 12 and
over, from looking on the Internet?

Mr. DE LA RoCHA. I searched the PDR, Physician Desk Ref-
erence, to avoid problems and that is why I proposed 12 and over.

Ms. DEGETTE. Yes.

Mr. DE LA RocHA. That was the first formula. Fibers for children
12 and over.

Ms. DEGETTE. Okay. But then at some point Mr. Rayman said
no, that is not what is Ms. Kaye wanted, right?

Mr. DE LA RocHA. That is correct.

Ms. DEGETTE. And then you developed the new formulation that
was eventually used?

Mr. DE LA ROCHA. The second step was a formula with diuretic
but still 12 and over.

Ms. DEGETTE. Right. But how did you figure out how to put
these compounds together?

Mr. DE LA ROCHA. They—they almost—they will guide and they
say, okay——

Ms. DEGETTE. Who guides you?

Mr. DE LA ROCHA. Through Jerry Rayman. I do not know——

Ms. DEGETTE. What?

Mr. DE LA ROCHA. Jerry Rayman. It was——

Ms. DEGETTE. So Mr. Rayman told you—okay. Mr. Rayman, is
that true, did you tell Mr. de la Rocha amounts to put in in this
formula?

Mr. RAYMAN. Amounts? No. No.

Ms. DEGETTE. Okay. Go ahead, Mr. de la Rocha.

Mr. DE LA ROCHA. Yes, what diuretics, that is it. And I did the
second step, the second formula with.




72

Ms. DEGETTE. But how did you figure out how much of the fiber
and how much of each diuretic to put into the formula?

Mr. DE LA ROCHA. Yes, that was using the Physician Desk Ref-
erence and what was in the market.

Ms. DEGETTE. I am sorry. The PDR, I mean I am not a scientist.
The PDR, that does not tell you what proportions of these various
compounds to put together, does it?

Mr. DE LA ROCHA. It has amounts safer and what is the drug
amount. They have some amount and some suggestions.

Ms. DEGETTE. Mr. Ayoob, I saw you shaking your head. What is
your view as to this proceed?

Mr. AYooB. I am so glad you asked.

Ms. DEGETTE. I thought you might be.

Mr. AYooB. Yes. If he had looked at the PDR, he would have
known that this is not to be given to people under 12 years of age.
And he may have, I do not know. He may have not intended it. I
do not know. But the PDR definitely says that can cause liver dam-
age, it should not be given.

Ms. DEGETTE. It says what can cause liver damage?

Mr. AyooB. I am sorry. Uva ursi.

Ms. DEGETTE. Okay.

Mr. AYooB. That is the particular diuretic

Ms. DEGETTE. What about the putting together of all of these
s}tllbs‘;cances into the supplement? I mean, does the PDR address
that?

Mr. AyooB. The PDR does not address it. It addresses individual
things.

Ms. DEGETTE. Right. Like it says a dose of X amount can cause
liver damage?

Mr. AvooB. Exactly. Or at least in large amounts it can cause
liver damager, etcetera.

Ms. DEGETTE. Do you have a concern when you have a lab like
this putting together several different things, a fiber and these
diuretics, that there might be interactions between those?

Mr. AYOOB. It concerns me that there might be interactions be-
tween them. It also concerns me that it might have interactions
with prescription medications that children might be taking.

Also, it concerns me anytime there is any amount of a diuretic
herb in a over-the-counter supplement directed to very young chil-
dren that says it is a diuretic and should not be given to them.
That is a very big concern for me.

Ms. DEGETTE. Okay.

Mr. AYOOB. In terms of——

Ms. DEGETTE. Now, Mr. de la Rocha, were you concerned about
:cihe in;ceraction of this supplement with children taking prescription

rugs?

Mr. DE LA ROCHA. Yes. In fact, this was a mistake in the moment
because what the original formula was for children 12 and over.

Ms. DEGETTE. Well, okay, I know. Early on I know you said that,
but the truth is the way it finally came—Ms. Kaye came back and
said she wanted it for kids six and older. And then Mr. Rayman,
you went back I assume and told Mr. de la Rocha we want it for
six and older, right?

Mr. RAYMAN. That is correct.




73

Ms. DEGETTE. And so then what happened, Mr. de la Rocha?

Mr. DE LA ROCHA. Then I made a mistake.

Ms. DEGETTE. Okay. What was that mistake?

Mr. DE LA RocHA. That I did not check the same ingredients for
children of that age.

Ms. DEGETTE. You just assumed they would be all right?

Mr. DE LA ROCHA. I just assumed if the client is asking for that
and according to Mr. Rayman the client was a nutritionist

Ms. DEGETTE. It was really based on what the client wanted and
not any kind of scientific evidence at all, right?

Mr. DE LA ROCHA. Yes. I agree with you.

Ms. DEGETTE. Okay. Did you do any studies on kids before you
gave this formula to Ms. Kaye to market?

Mr. DE LA RocHA. No. No.

Ms. DEGETTE. Mr. Ayoob, you are eager to say something else?

Mr. AYooB. Thank you. I appreciate it.

This is sometimes perhaps what happens when you have some-
body who is claiming to be a nutritionist who does not have any
qualifications. Somebody who did, might have been able to foresee
some of this problem.

I know in most States you have to be licensed or certified before
you can call yourself a nutritionist, and I am not sure that Ms.
Kaye is. And had she had some background and training, this
might have been preventable.

Ms. DEGETTE. Well——

Mr. AvooB. I do not know.

Ms. DEGETTE. It might have been. And let me ask you, Ms.
Kaye, did you ever look at the PDR to see if these substances were
safe for children under 12? Did you ever do any kind of review of
the literature to see if this product was safe?

Ms. KAYE. I ready about fiber, which was something that I
thought would be a good thing since children do not get enough
fiber and need more. But as far as the actual ingredients in the
product and the quantities and so on, my concern was that this
company, this laboratory was formulators, as I thought, would de-
velop a safe product. And that is

Ms. DEGETTE. But you——

Ms. KAYE. [continuing] what I charged them to do.

Ms. DEGETTE. I saw you on national TV holding yourself out to
be a nutritionist. Now, you are not certified in nutrition?

Ms. KAYE. I am not a registered dietician, no.

Ms. DEGETTE. Right. See, I mean, I have two kids, 10 and 14.
I am worried about their fiber, too. I would never go out and try
to develop a dietary supplement. I am not—and—well—Mr. Chair-
man, I have a lot more questions which maybe I will ask at a sec-
ond round. I will yield back.

Mr. GREENWOOD. The Chair thanks the gentlelady.

The gentleman from Florida.

Mr. STEARNS. Yes. Thank you, Mr. Chairman.

I am going to direct my questions to Mr. Barash and Regalado,
Mr. Regalado.

Mr. Barash, tell me what is your relationship with Pedial.oss in
the past?

Mr. BARASH. I have no relationship with Pedialoss.
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Mr. STEARNS. In the past did you have any relationship?

Mr. BARASH. Yes. I guess it is easier to explain. Dynamic Health
placed a purchaser order with a company called Delta Body Sys-
tems, Brian Newsome who I had met in Bocoa Raton. He could not
fill that purchase order. I started up a company called DBS Lab-
oratories, LLC.

Mr. STEARNS. Yes.

Mr. BArASH. Overtook the purchase order and was only involved
in—working with supplement manufacturing companies in deliv-
ering the product to Dynamic Health.

Mr. STEARNS. And what product was that?

Mr. BARASH. Well, Pedialoss was the product.

Mr. STEARNS. Okay. So you were involved with the marketing of
Pedial.oss?

Mr. BARASH. No.

Mr. STEARNS. You were involved with the distribution of it?

Mr. BARASH. No.

Mr. STEARNS. Were you involved with the manufacturing of it?

Mr. BARASH. I was involved in the manufacturing process of
identifying a supplement contract manufacturer to produce the
product with the bottle makers, with the packaging and the label.
As far as putting the product together and delivering it to the Dy-
namic Health warehouse.

Mr. STEARNS. Where did the formula come from?

Mr. BARASH. The formula came from Brian Newsome and David
Wood.

Mr. STEARNS. Who is David Wood? Now you are saying you got
the formula from these people, and then you took this formula or
you got——

Mr. BARASH. No. The formula, the purchase order was done be-
fore I was in the picture. About 2 months before I got into the pic-
ture. That would be a question you would have refer over to Dy-
namic Health.

Mr. STEARNS. Okay. When you got the formula, what did you do
with the formula?

Mr. BARASH. Well, I had gotten one of several formulas. It was
my job to go out and find a supplement manufacturer company to
product the formula for Dynamic Health.

Mr. STEARNS. Yes. Are you aware of the claims that Pedialoss
makes in their website?

Mr. BARASH. I have seen the website, yes.

Mr. STEARNS. Yes. It says here

Mr. BARASH. For packaging.

Mr. STEARNS. “This revolutionary new formula slows the absorp-
tion of carbohydrates allowing more to be burned for energy and
less to be stored as fat. This highly effective and natural dietary
supplement comes in berry flavor” and so forth.

Where is the justification in your mind coming from or came
from for this new all natural health product to deter child obesity?
Did

Mr. BARASH. I am sorry.

Mr. STEARNS. Did David Wood provide this to you?

Mr. BARASH. No. I cannot comment on that.
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Mr. STEARNS. But you were involved with Pedial.oss in the sense
that you took the formula and helped in the distribution of it?

Mr. BARASH. No. What I did was intercept a purchase order that
could not be fulfilled from a Brian Newsome Delta Body System
which Chabra International, Dynamic Health placed with him for
about 15 or 16 different products. They could not get him to deliver
product. So what I did is step into the picture and work with con-
tract manufacturers in the—I would say the operations of getting
the product from the manufacturer to the warehouse.

Mr. STEARNS. Well, it is funny you mentioned that you do not
seem to have any relationship with Pedialoss, but the FTC has
charged you with false and misleading advertising for two prod-
ucts.

Mr. BARASH. That is correct.

Mr. STEARNS. One Pedialoss and, you know, this weight loss
supplement for kids and some product called an alleged female sex-
ual enhancer. So you have been charged with false and misleading
advertising, yet you are saying to me today you do not seem to
have any relationship with PediaLoss, and you mentioned

Mr. BARASH. I did not say I have no relationship—I have any
relationship

Mr. STEARNS. Well, you seem to be equivocating of what you did
with PediaLoss. Do you think the FTC charges are groundless?

Mr. BARASH. As far as a concern with Jonathan Barash and

Mr. STEARNS. That you have been charged with false and mis-
leading advertising by the Federal Trade Commission for
PediaLoss, do you think that is true or not? Are these groundless
charges or do you accept these charges as fact? Just yes or no, I
mean tell me which one. Sorry.

Mr. BARASH. I am involved in a situation that would——

Mr. STEARNS. No, no. The question is do you think the charges
by the Federal Trade Commission are groundless? Yes or no. In
other words, are they false in your opinion? Is the Federal Trade
Commission wrong? Yes or no.

Mr. BARASH. No.

Mr. STEARNS. So you are saying that they are not false, so that
you accept them, that you did make false and misleading adver-
tising of the Pedial.oss product, that is what you just told me. Is
that true?

Mr. BARASH. No.

Mr. STEARNS. Well, you just said that the Federal Trade
Commission——

Mr. BARASH. If I could—if you could turn to this book to page
30—to the——

Mr. STEARNS. Well, I got tab 32 in front of me, and——

Mr. BArRASH. How about 39?

Mr. STEARNS. [continuing] it talks about the product Pedial.oss,
and it talks about the ingredients in it. And the question I have
1for ())fou is how did you come up with those ingredients for the tab-
ets?

Mr. BARASH. I am the former President of DBS Laboratories,
LLC. If you have the PediaLoss packaging, you will find that my
company name and information is not on that product at all.

Mr. STEARNS. Well, who is David Wood?
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Mr. BarAsH. David Wood is a formulator or owns a manufac-
turing company in Ohio.

Mr. STEARNS. Did you have relationship with David Wood?

Mr. BARASH. I met him once.

Mr. STEARNS. And was he used as a credentialed person for the
product?

Mr. BARASH. Him and Brian Newsome of Delta Body——

Mr. STEARNS. Okay. So David would be used——

Mr. BARASH. [continuing] are the ones who formulated the prod-
uct.

Mr. STEARNS. Yes. Okay. So David Wood formulate the product?

Mr. BARASH. Yes. That was formulated before I became—got into
the picture.

Mr. STEARNS. Yes. We cannot seem to get a hold of David Wood.
We have been unable to find him anywhere. So we had this dubi-
ous distinction that David Wood who formulated your product, we
cannot find him. We have no way to verify that the ingredients
that are in the product have been researched and yet we have a
list of products that the ingredients are being used in based upon
someone that we cannot find and has not been credentialed. Is that
accurate? Is that an accurate statement?

Mr. BArAsH. I have no idea what——

Mr. STEARNS. Okay. When you met him, did you have the im-
pression he was the authority for these ingredients?

Mr. BARASH. It was my understanding from Brian Newsome at
Delta Body Systems that the two of them had discussions in formu-
lating this product for Dynamic Health and for the purchase order
that Dynamic Health placed with Delta Body Systems.

Mr. STEARNS. Okay.

Mr. Regalado, who wrote this ad that is here touting PediaLoss
as this great all natural product for a child obesity?

Mr. REGALADO. Erin Fox, a legal firm here in Washington, D.C.

Mr. STEARNS. Did you have anything to do with it at all?

Mr. REGALADO. No. I asked them what I was allowed to say.
They basically wrote the content.

Mr. STEARNS. Now you are part of Dynamic Health, are you?

Mr. REGALADO. Right. Was.

Mr. STEARNS. Was? And when you were with Dynamic Health,
did you do the distribution of this product and marketing?

Mr. REGALADO. Did the marketing and distribution. I was the
Vice President of Sales and Marketing, that is correct.

Mr. STEARNS. What do you think of the conversation I had rel-
ative to David Wood? Did you ever met David Wood?

Mr. REGALADO. No. I was not aware of the name or the person
or his function until Jonathan and I completed the questionnaire
requested from this Commission.

Mr. STEARNS. Did you ever question the ingredients or the cre-
dentials of David Wood who made up the formula for this?

Mr. REGALADO. No, I did not because rather than worrying about
David Wood from my perspective, I wanted to know about the prod-
uct for marketing purposes. And we had a technical data abstract
and studies on the ingredients from a Dr. Guzman. And after re-
viewing that information, I felt that I had marketing materials to
work with. That information assured us that it was safe, it was ef-
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fective. And, in fact, one of the doctors that sat here did indicate
that there were ingredients in there that had possible weight loss
activities.

So based on reviewing that information, we felt that it was a via-
ble product.

Mr. STEARNS. Do you have a medical degree?

Mr. REGALADO. No.

Mr. STEARNS. Mr. Barash, do you have a medical degree?

Mr. BARASH. No.

Mr. STEARNS. Are either one of you registered a dietician?

Mr. REGALADO. No.

Mr. STEARNS. Okay. Prior to arranging for this product to be ad-
vertized and sold on the market, did you give this formulation to
any medical doctor or registered dietician to review?

Mr. REGALADO. Well, that was Dr. Guzman. He reviewed it. He
gave us the technical abstracts, which was submitted to Kelli An-
drews, a Ms. Kelli Andrews with the Commission.

Mr. STEARNS. Okay.

Mr. REGALADO. The technical data abstract and the studies were
submitted to the Commission.

Mr. STEARNS. Now this Dr. Guzman you said, did you ever check
Dr. Guzman’s credentials?

Mr. REGALADO. Not myself personally, no.

Mr. STEARNS. Did you, Mr. Barash?

Mr. BARASH. No, I did not. He was recommended from the manu-
facturer that I had selected.

Mr. STEARNS. To your knowledge did Dr. Guzman ever do a
study on this product?

Mr. BarasH. He did not do a study. He did the research ref-
erence on the ingredients.

Mr. STEARNS. And what does that mean?

Mr. BARASH. What he did was do detailed—he looked up detailed
information on each one of the ingredients and wrote a technical
abstract that was about 500 pages.

Mr. STEARNS. Were there any studies done on kids?

Mr. BARASH. For the formulation?

Mr. STEARNS. Yes.

Mr. BARASH. No.

Mr. STEARNS. Okay. So basically we really do not have, I think
it has been brought out by this testimony, Mr. Chairman, for this
particular product there is no credential to any information on
PediaLoss and everything that they claim on this website cannot
be corroborated.

And I yield back.

Mr. GREENWOOD. The Chair thanks the gentleman.

The gentleman from Oregon is recognized for 10 minutes.

Mr. WALDEN. Thank you, Mr. Chairman.

Mr. Rayman, Ms. Kaye had represented to the committee that
there was never Skinny Pill for Kids, there never was one. Could
you turn to tab 15 in the book? I will wait until you get there.

Mr. RAYMAN. That is the purchase order?

Mr. WALDEN. Yes. Does that evidence that a purchase order for
2,000 bottles of Skinny Pill for Kids was made?
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Mr. RAYMAN. No. That is an order to make. We never made the
product.

Mr. WALDEN. Okay. So Ms. Kaye never purchased these pills
even though a check was written?

Mr. RAYMAN. That is correct.

Mr. WALDEN. What was the check for?

Mr. RAYMAN. The check was a down payment that—and the rest
of the payment will be made once we delivered the pill. But we
never manufactured the pill.

Mr. WALDEN. So did you refund the down payment then?

Mr. RAYMAN. I believe so, yes.

Mr. WALDEN. Were the pills ever in the process of being made?

Mr. RAYMAN. No, they never were.

Mr. WALDEN. Even when she was on national TV, they were not
being made?

Mr. RAYMAN. That is correct.

Mr. WALDEN. Never at PAL Labs?

Mr. RAYMAN. No.

Mr. WALDEN. Okay. Did you feel—I am going back to the email
that was sent by Ms. Kaye to PAL Labs saying, you know, time is
kind of running out, I want a formula, I want it now, I want a pill
targeted toward 6 year olds and up or I am going to go somewhere
else. What kind of pressure did you feel? I mean, what was your
response to that?

Mr. RAYMAN. As a sales person, you—you are exposed to threats,
and this I felt was a threat. I wanted to make a sale, needless to
say, but it was—I treated it as a threat that she might pull the
lﬁusiness, and we had put a lot of effort in conversation wise with

er.

Mr. WALDEN. And did you not end up, did your company not end
Ep putting together a formula for the pill? You have a chemist

ere.

Mr. RAYMAN. We put together a formula, yes.

Mr. WALDEN. And did she sign off on the formula?

Mr. RAyMAN. I think that was signed off on the label, on I think
right before she went on air.

Mr. WALDEN. In that purchase order in tab 15 the date indicates
November 14, 2002 or 1 week after the email she sent. I thin that
was November 7, if I recall. With a delivery date of December 19.
What happened in the intervening time? When did you decide you
are not going to make the pills and why?

Mr. RaymMAN. Okay. The process was once we get a formula that
our customer approves and she signs off on it

Mr. WALDEN. And that has happened in this case, right?

Mr. RAYMAN. Then we go ahead and we produce documents, sup-
plemental facts box for the labeling which has to be signed off by
the customer as well.

Mr. WALDEN. And did she do that?

Mr. RAYMAN. She did not do that until December 6.

Mr. WALDEN. Okay. But that was done.

Mr. RAYMAN. That was done on December 6.

Mr. WALDEN. All right.

Mr. RayMAN. All right. And then we—we would then go ahead
and start to order raw materials to manufacture the product.
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Mr. WALDEN. What changed? What did you decide not to manu-
facture?

Mr. RAYMAN. Once we found out that there was a problem with
the uva ursi in the product, over that weekend, that is when we
decided as a company that we no longer wanted to manufacture
that product.

Mr. WALDEN. And that was your decision or was that Ms. Kaye’s
decision.

Mr. RAYMAN. Actually, it was Jose de la Rocha’s decision.

Mr. WALDEN. And when did that occur specifically, what day?

Mr. RAYMAN. That would probably—my best guess, somewhere
like that Monday or Tuesday, maybe the 8th or the 9th, or I do not
know the exact dates.

Mr. WALDEN. Was that before she went on national television?

Mr. RAYMAN. No, that was after she was on national TV.

Mr. WALDEN. Okay. So everybody’s agreed to the formula, she
goes on national television. You have got your order, which meant
a l%t ?to you. You were being threatened. It is a $9,000 initial order,
right?

Mr. RAYMAN. Correct.

Mr. WALDEN. Mr. de la Rocha, why the change of heart?

Mr. DE LA RoCHA. Could you rephrase your question?

Mr. WALDEN. Why did you decide not to go ahead with the man-
ufacture?

Mr. DE LA ROCHA. Because the product is not safe for children.

Mr. WALDEN. How did you determine that?

Mr. DE LA RocHA. We—I determined that I came back from vaca-
tions. I checked the PDR. I checked what, the doctor, he was say-
ing. He was correct. And I say this formula is not going on.

Mr. WALDEN. But who came up with the formula that you all
signed off on first?

Mr. DE LA ROCHA. Yes. I came on with the formula, but I was
guided through the whole process.

Mr. WALDEN. You were guided through the process?

Mr. DE LA ROCHA. Yes.

Mr. WALDEN. By whom?

Mr. DE LA ROCHA. Mr. Rayman. I do not have any contact with
Ms. Kaye.

Mr. WALDEN. And he is not a chemist?

Mr. DE LA ROCHA. No, but

Mr. WALDEN. You are the chemist, but you do not usually do for-
mulas?

Mr. DE LA ROCHA. Yes, I do not initially do formula——

Mr. WALDEN. Have you done any formulas since, are you cur-
rently doing any formulas like this? I mean——

Mr. DE LA ROCHA. No, not at all. I do not do formulas. Would you
ever formulate a pill for children?

Mr. DE LA ROCHA. No.

Mr. WALDEN. Had you ever done it before?

Mr. DE LA RoCHA. No.

Mr. WALDEN. You will not ever do it again?

Mr. DE LA ROCHA. For sure.

Mr. WALDEN. For sure.

Mr. Rayman, how come you are guiding him on the formula?
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Mr. RAYMAN. I was not guiding him on the formula.

Mr. WALDEN. He says you were.

Mr. RAYMAN. I was giving him the instruction, they were coming
from my customer.

Mr. WALDEN. And your customer in this case was Ms. Ray—Ms.
Kaye, I'm sorry.

Mr. RAYMAN. Edita Kaye, yes.

Mr. WALDEN. But I thought she turned to your company for the
formula, is that not what you testified, Ms. Kaye, that you went
to an FDA approved lab because they had people that had for-
mulas?

Ms. KAYE. Yes.

Mr. WALDEN. Turn on your mike, please, if you would. Yes,
thanks.

Ms. KaYE. They had formulators, that is what I believed, who
understood how to develop formulas. I am not a chemist

Mr. WALDEN. Well, were you guiding Mr. Rayman? He says you
were. What did you tell him? Did you tell him what you wanted
in the concoction?

Ms. KAYE. I told him that I wanted a safe and effective product
for children.

Mr. WALDEN. Mr. Rayman, is that what you heard?

Mr. RAYMAN. That was part of what I heard.

Mr. WALDEN. What else did you hear?

Mr. RAYMAN. The first formula, which was all fiber, she rejected
and wanted additional products added to it.

Mr. WALDEN. I'm sorry, could you say that again?

Mr. RAYMAN. The first product that we suggested that she use
was a fiber product.

Mr. WALDEN. Okay. So she gave you specific instructions. How
specific were they when you say “fiber product,” did she get into
naming a specific type of fiber product?

Mr. RAYMAN. She did not.

Mr. WALDEN. So she just said give me a fiber product in here?

Mr. RAYMAN. She said she did not want just a fiber product.

Mr. WALDEN. What did she want besides that?

Mr. RAYMAN. That’s when she—in the email she said she wanted
a thermogenic and also through conversation she also said she
wanted an added diuretic.

Mr. WALDEN. So thermogenic and diuretic.

Is that true, Ms. Kaye? Is that what you told him?

Ms. KAYE. I told him about the thermogenic, which I believed
would add energy so that children could be more active.

Mr. WALDEN. Opps, that clicked off again. Sorry.

Ms. KAYE. The rest of the ingredients including the diuretic—the
fiber came because there was not in fact another product available
for sale that contained——

Mr. WALDEN. That’s the Pedial.ean, or whatever?

Ms. KAYE. Correct.

Mr. WALDEN. Okay.

Ms. KAYE. That contained fiber.

Mr. WALDEN. All right.

Ms. KAYE. And PAL Laboratories brought that product to my at-
tention. I purchased that product. And in conversations it was de-
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termined that PAL Laboratories said it was a fiber formula and
that they could improve on it. And I said fine.

Mr. WALDEN. Is that your recollection, Mr. Rayman?

Mr. RayMAN. I know we talked about a fiber product. I do not
have a recollection of improving upon it. I know as Edita was tell-
ing me that there were certain things that she wanted added to it.

Mr. WALDEN. But that is as specific as she got?

Mr. RAYMAN. The thermogenic and the diuretic.

Mr. WALDEN. Okay. And Mr. de la Rocha, is that what you heard
then from Mr. Rayman?

Mr. DE LA ROCHA. Yes, sir.

Mr. WALDEN. So it was very generic sort of put a thermogenic
in here and a diuretic, and some fiber?

Mr. DE LA ROCHA. Yes, sir.

Mr. WALDEN. Throw it together and give it to me for 6 year olds.

Do any of you every worry about the impact of this stuff on kids?

Mr. RAYMAN. Yes, sir. Certainly.

Mr. WALDEN. Then why would you create these formulas and go
along with it to the point of the client agreeing to the formula on
any—do you believe in clinical trials that are real?

Mr. DE LA ROCHA. Yes, sir.

Mr. WALDEN. You are all shaking your heads.

Do any of you today manufacture products that have not been
through clinical trials? Let us start right over here and work that
way. Any of you in companies make things today that have not
been through peer review clinical trials?

Mr. GAY. We do have food products that do not have trials.

Mr. WALDEN. You do?

Mr. GAY. Yes.

Mr. WALDEN. Okay. All right.

Mr. Gay, or Mr. Barash?

Mr. BARASH. I am not in the industry anymore.

Mr. WALDEN. You are not? Okay.

Mr. REGALADO. We do not manufacture any product. We are a
marketing company and we rely on the information given to us
from formulation companies.

Mr. WALDEN. All right.

Mr. REGALADO. And, in fact, the ingredients in most of what we
use have had clinical trials, the ingredients.

Mr. WALDEN. But not in that combination?

Mr. REGALADO. Correct.

Mr. WALDEN. And you know that when you are doing the mar-
keting, because you do not really care about what is it in? You take
what they give you and you figure out how to spin it.

Mr. REGALADO. Well, it is not that we do not care. We trust the
people that we work with and those are GNP certified laboratories
with staff and so forth.

Mr. WALDEN. Right.

Let us go on down. Anybody else make dietary products that——

Mr. RAYMAN. Yes, we make dietary products.

er.? WALDEN. [continuing] still that do not have real clinical
trials?

Mr. RAYMAN. Yes, that is correct.

Mr. WALDEN. Okay. All right.
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Thank you, Mr. Chairman.

Mr. GREENWOOD. The Chair thanks the gentleman, and recog-
nizes himself for 10 minutes for a second round.

This is the assessment then, the conclusion that I am coming to
from what I have heard so far. And that is that any scam artists
or group of scam artists who wants to get rich quick, preying on
the emotional pain of people suffering weight loss can go to a
phony laboratory, give a screwball list of ingredients that are not
proven to do a darn thing, put it in a pill, put the pill in a bottle,
put the bottle in a box and make a mint. That is my conclusion
from what I have heard today.

Now, I would like to know if anyone on the panel disagrees with
that conclusion? Okay. Mr. Gay, why do you not tell me what is
wrong with that conclusion?

Mr. GAY. I think that is, with all due respect, Congressman, I
think that is a generalization. We build our company on a com-
pletely different basis. Dr. Mowrey, worked with him, he has been
well published.

Mr. GREENWOOD. Okay. Well, let us talk about Dr. Mowrey, you
can feel free to jump in here as you like. Because you just said—
Mr. Gay, you said my conclusion is wrong because you rely on peo-
ple like Mr. Mowrey.

Now, Mr. Mowrey is, as I understand it, has no—you have a de-
gree is psychology, is that right, sir?

Dr. MowRrey. That is correct.

Mr. GREENWOOD. All right. So you have a degree in psychology.
And T also understand that you have never studied botany, is that
correct?

Dr. MOWREY. I have studied botany over the years. Yes, I have.
I have a degree in experimental psychology, I would like to clarify
that a little bit.

Mr. GREENWOOD. Okay. You have a degree in experimental

Dr. MOWREY. So a scientific background then. Yes.

Mr. GREENWOOD. Okay. What is experimental psychology, Dr.
Mowrey?

Dr. MOWREY. Experimental psychology, if we were to differen-
tiate with, say, from clinical psychological which deals with treat-
ing problems such as one would come in for counseling, that sort
gf thing, experimental psychology deals more on a research

asis

Mr. GREENWOOD. Okay. Let me stop you there. Let me stop you.

Mr. Gay, you just said you——

Dr. MOWREY. I'm sorry.

Mr. GREENWOOD. My assessment of this industry is not a good
one because you, for instance, rely on Dr. Mowrey to put together
your formulations. And after all, he has a degree in experimental
psychology.

Mr. GAY. He is well written.

Mr. GREENWOOD. And here is a quote from Mowrey from his
book the Scientific Validation of Herbal Medicine, “The scientific
method is a powerful tool, but it has its limits. Medical science in
America is a unique combination of economic and political factors
which fuse together almost religiously to promote synthesized,
highly active chemicals.” That is a quote from your expert.
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Would you tell me how it is that you can rely on Dr. Mowrey who
does not know the first thing about how to help people lose weight
and yet you let him throw together your ingredients that you mar-
ket, and what is his expertise to do that?

You know, there are lots of really qualified physicians in this
country, there are lots of qualified dieticians in this country to
whom you could turn to get some actual valid good information, but
you turn to Dr. Mowrey who has a degree in experimental psy-
chology. Could you explain that?

Mr. GAY. Congressman, with all due respect, Dr. Mowrey is well
published in the herbal

Mr. GREENWOOD. Anybody can be well published. All you have
to do is write a book and promote it. That does not mean you know
anything.

Your reliance on him is because he is well published, not because
he is well educated, not because he is skilled, not because he knows
anything?

Mr. GAY. He is a very well recognized in the dietary supplement
industry as being knowledgeable.

Mr. GREENWOOD. But what does the fact that he is very well rec-
ognized have to do with his qualifications?

Mr. GAaY. Mr. Chairman——

Mr. GREENWOOD. Yes.

Mr. GAY. [continuing] it is not just Dr. Mowrey that we rely on.

Mr. GREENWOOD. Okay. Tell me who else you rely on?

Mr. Gay. Okay. I'll finish talking about the company.

Mr. GREENWOOD. Okay.

Mr. GaY. We started off the company and decided that we were
going to build a company. We used Dr. Mowrey to review research
that has already been done by other people, other companies and
then we—after we assess that research, then we take that research
and turn it into a dietary supplement.

Mr. GREENWOOD. Like Zantrex-3?

Mr. GAY. Yes.

Mr. GREENWOOD. Zantrex-3. Okay. Main herbs in Zantrex-3 are
guarana, yerba mate and damiana coupled with caffeine, ginseng
and green tea. Right? Okay. Who is the expert that told you that
is a good way—is that a correct description of the ingredients of
Zantrex-3?

Mr. GAY. I believe it is.

Mr. GREENWOOD. Who is the expert that told you that is a good
way for people to lose weight ingesting those?

Mr. GAY. Congressman, I thought we are here to talk about chil-
dren, overweight children and products for——

Mr. GREENWOOD. No. Actually we are here to talk about the en-
tire industry. But I would like you to just—before I leave this, can
you tell me upon which expert you relied to determine that that is
a good formula to help people lose weight?

Mr. GAY. Mr. Mowrey and Dr. Chevreau.

Mr. GREENWOOD. Okay.

And Dr. Chevreau, let me turn to you. How did you formulate
these ingredients?

Ms. CHEVREAU. Based on my credential——

Mr. GREENWOOD. Which are?
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Ms. CHEVREAU. My education. I am a Ph.D in chemistry, I have
a master’s in foods and nutrition and I am a registered dietician.

Mr. GREENWOOD. Okay.

Ms. CHEVREAU. So my qualification permits me to put products
or give me the knowledge to put products together like that.

Mr. GREENWOOD. Okay. And how did you come up with those in-
gredients?

Ms. CHEVREAU. Based on the review of scientific literature, that
is my job to look, review, study what has been published in the
peer review scientific literature and make recommendation of—on
ingredients.

Mr. GREENWOOD. And characterize that scientific literature,
which is peer reviewed clinical studies?

Ms. CHEVREAU. Yes, correct.

Mr. GREENWOOD. Okay.

Ms. CHEVREAU. Yes, peer reviewed clinical studies.

Mr. GREENWOOD. Okay. And why do you not just cite for me on
the ingredients in Zantrex and tell me about what you learned
from your peer reviewed clinical studies?

Ms. CHEVREAU. In Zantrex there is a combination of three ingre-
dients, Yerba mate, guarana and damlana, which have been stud-
ied in clinical study in Denmark.

Mr. GREENWOOD. In Denmark.

Ms. CHEVREAU. It was the combination of those three together.
And our product exactly has the raw ingredients which were used
in that clinical—

Mr. GREENWOOD. Do you know how many patients were involved
in that clinical trial?

Ms. CHEVREAU. On top of my head, I do not remember.

Mr. GREENWOOD. Okay.

Dr. Ayoob, was I overly harsh in my characterization of this in-
dustry, particularly as it applies to children?

Mr. AYOOB. I'm sorry?

Mr. GREENWOOD. Was I overly harsh in my characterization of
this industry?

Mr. AvooB. I think you were right on the money.

Mr. GREENWOOD. Tell me why you say that?

Mr. AY00B. These companies have made false claims. They have
marketed what I have called junk science, which is making prepos-
terous claims without enough evidence, and they do it to a very
vulnerable population. Perfect for getting money. Perfect. Okay. If
you want to get money out of people, you find what their weak spot
is and where they are most vulnerable, and you go right for it.

And people who are either ill or have physical problems or have
issues such as obesity or weight control or weight management
issues are prime suspects. These are a known desperate population.
They are ideally suited to giving up money to things that they
think will help them, and because it is a difficult process, they
think well I want a quick fix. And one of the tenants of junk
science is when it—if it sounds too good to be true, it probably is
or something that promises an incredible quick fix.

I certainly would never understand why a company would make
a dietary supplement based on one very, very, very flawed study
years ago that—I am talking about the one in Pedialean in par-
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ticular. I would never even have reviewed this. It would have
never

Mr. GREENWOOD. They may not even have consulted an experi-
mental psychologist to get information on the ingredients——

Mr. AYOOB. Very possibly.

Mr. GREENWOOD. [continuing] would be good for your health.

Mr. AYooB. And the—and, you know, that study was so flawed.
I can’t even—and 1 tell you, it was translated from Italian. I am
not sure that the study exists. There is no reference for it. It just
says the Journal and it says the year, it does not give a reference.
Highly unusual.

Mr. GREENWOOD. Mr. Gay, for how long have you sold
PediaLean?

Mr. GAY. Since early 2002.

%\é[{;‘ GREENWOOD. Okay. Do you know what quantities you have
sold?

Mr. Gay. Off the top of my head, I do not.

Mr. GREENWOOD. Okay. Do you know what kind of profits you
have reaped from the sale of PedialLean Mr. GAY. As I stated in
my opening statement, PedialLean was part of an overall package
which included the website, a support program and that for par-
ents. It is actually at a giant loss today of several hundred thou-
sand dollars.

Mr. GREENWOOD. It is a giant loss?

Mr. GAY. Yes, the program.

Mr. GREENWOOD. The program was a giant loss?

Mr. GAy. That is correct.

Mr. GREENWOOD. And how about the product itself?

Mr. GAY. The product——

Mr. GREENWOOD. Did you make $580,270 in total net sales?

Mr. GAY. That is—that is gross income.

Mr. GREENWOOD. Okay. And you do not know what the profit
margin on this was?

Mr. GAY. I do not.

Mr. GREENWOOD. Okay. Why did you continue to sell it for 2
years at such a loss?

Mr. GAY. Primarily because of a representation, the reason we
are losing money on the product, in my opinion Congressman, is
because of a representation on the website when this committee
sent us a letter, they defined it as a designer steroid. And so we
have not continued to advertise it there. We feel like it is a good
product.

Congressman, I have nine children, me and my wife have nine
children, 18 grandchildren. And I do not have any problem giving
this product to my children. I love them dearly. So——

Mr. GREENWOOD. Do they take your products?

Mr. GAY. We had the—excuse me?

Mr. GREENWOOD. Do any of your nine children or 18 grand-
children ingest any of your products?

Mr. GAY. Absolutely. On a daily basis.

Mr. GREENWOOD. Okay. And including Pedialean, if that is not
too personal a question?

Mr. GAY. In some cases, yes.

Mr. GREENWOOD. Okay. And with what results?
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Mr. GAY. I have not monitored that. They continue to take it, so
I assume they are seeing some benefit.

Mr. GREENWOOD. And do you believe—would you tell your chil-
dren or grandchildren who are taking this that they could continue
to enjoy their favorite foods as long as they were taking
Pedial.ean?

Mr. GAy. With restricted—yes, because I do not think they’re
going to use very much when they take PediaLean.
hMg. GREENWOOD. Okay. And what studies have demonstrated
that?

Mr. Gay. I will let Dr. Mowrey speak to that.

Mr. GREENWOOD. Okay. Dr. Mowrey, could you share with us
th})t studies have demonstrated that Pedial.ean suppresses appe-
tite?

Dr. MOWREY. The study that you are referring to undoubtedly,
Mr. Congressman, is the Italian study that has been introduced
here in conversation already. That study did not necessarily ad-
dress appetite suppression. It is simply found that a group of chil-
dren who were exposed to a normal caloric and exercise program,
and also took the recommended amount of the PedialLean equiva-
lent, the exact same material that is in PedialLean, we will call it
Dicoman-5, they lost a greater percentage of their degree of over-
weight than did the children who were just doing the exercise
and——

Mr. GREENWOOD. Okay. My time has expired. But, Dr. Mowrey,
you have heard Dr. Ayoob and others in our first panel characterize
that study as pathetic.

Dr. MOWREY. Yes. Yes, I have.

Mr. GREENWOOD. Okay. And when you take into consideration
the smallness of the sample size, the fact that there were no con-
trols, the fact that people dropped out of that study and that that
was not calculated into the results, you must know that that study
is laughable, is a laughable idea that you would base the sales of
products to marketing products to millions of children based on an
absurdly, grotesquely, inadequate, laughable—I cannot think of the
next adjective to describe that study. How can you in good con-
science do that?

Dr. MOWREY. Mr. Chairman?

Mr. GREENWOOD. Yes.

Dr. MOWREY. Part of the job that I do as a consultant for Basic
Research is to review the world’s literature on these kinds of prob-
lems, especially related to

Mr. GREENWOOD. And the world’s literature on this product con-
sists of this one stupidly, ridiculously, inadequate study; that is the
world’s literature on this product? And on the basis of that you
would market it?

Dr. MOWREY. That is—the world’s literature on children’s weight
loss or children’s obesity is not very extensive in terms of actual
products that help out in this regard. This product

Mr. GREENWOOD. Well, I am sure Dr. Ayoob will correct that
very briefly, and then I will yield.

Dr. MOWREY. This product is

Mr. GREENWOOD. Dr. Ayoob?

Dr. MOWREY. This product—I am sorry.
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Mr. GREENWOOD. Wait a minute. Let me just turn to Dr.
Ayoob——

Dr. MOwWREY. Can I please answer your question, Mr. Congress-
man?

Mr. GREENWOOD. Well, you just made a statement and you said
that the world’s literature on

Dr. MOWREY. I was answering your question. I am trying to an-
swer your question. I am trying to answer your question on
why——

Mr. GREENWOOD. Well, you did answer my question.

Dr. MOWREY. On why

Mr. GREENWOOD. I asked you on what research you based your
study, you told me it was the Italian research, which is laughable,
and that there is not much else out there in the world of literature
on childhood obesity. I am going to ask Dr. Ayoob is that a fair
statement.

Mr. AY0OOB. No, it is not.

Mr. BURBAGE. May the record show that Mr. Mowrey was not al-
lowed to answer the question. There were three questions posed.

Mr. GREENWOOD. Well, we have time constraints here. I am al-
ready 5 minutes over my time. But we will come back to Dr.
Mowrey.

The gentlelady from Colorado.

Ms. DEGETTE. Thank you, Mr. Chairman.

Mr. Gay, you said something that peaked my interest. You said
that you have a number of relatives who are on Pedial.ean, is that
right, or other supplements that your company makes?

Mr. GAY. Congresswoman, that implies to me that they’re ac-
tively on it. I see them take them.

Ms. DEGETTE. Okay. PediaLean is not intended as a permanent
dietary supplement, but rather a temporary weight loss tool, cor-
rect?

Mr. GAY. Along with diet and exercise.

Ms. DEGETTE. Along with diet and exercise.

Mr. GAY. Correct.

Ms. DEGETTE. So I guess I was interested when you said that
your relatives on are on this. Have you seen them lose any weight
from Pedial.ean?

Mr. GAY. Again, I have not monitored that.

Ms. DEGETTE. You do not know? You do not know if your own
relatives, which take PediaLean, have lost weight?

Mr. GAY. Again, I have not monitored that.

Ms. DEGETTE. Okay.

Dr. Chevreau, I want to talk to you a little bit about the clinical
basis for Pedialean, since you seem to be the only one with any
kind of scientific background here that might lend itself to develop
of dietary supplements.

As I understand it, PediaLean’s formula is based on, you say it
is based on clinical studies and so on. It is really based on the one
Italian study from 1992, correct?

Ms. CHEVREAU. Incorrect, to a ceratin extent.

Ms. DEGETTE. Okay. What other studies did you rely on in the
development of Pedial.ean?
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Ms. CHEVREAU. I relied on—okay. Pedialean, let me back up for
a second. PediaLean is up of a very specific type of glucomannan.

Ms. DEGETTE. Yes.

Ms. CHEVREAU. In that type of glucomannan called Dicoman-5,
there are four adult study, four clinical study

Ms. DEGETTE. And what are those four studies, please?

Ms. CHEVREAU. The name of them?

Ms. DEGETTE. Yes. Well, actually, Mr. Chairman, I would ask
unanimous consent to have Dr. Chevreau supplement her testi-
mony just by giving us the titles and names of those studies, and
if possible copies of those studies. Would that be all right, Doctor?

Ms. CHEVREAU. Yes.

Ms. DEGETTE. Thank you.

Ms. CHEVREAU. Absolutely.

Ms. DEGETTE. Now let me say, though, PediaLean is specifically
marketed to children, correct?

Ms. CHEVREAU. Yes. And four children study—I did not finish
sentence.

Ms. DEGETTE. There are also four children studies?

Ms. CHEVREAU. That is correct.

Ms. DEGETTE. Ah. What are those studies, please?

Ms. CHEVREAU. You mean the name of them?

Ms. DEGETTE. Yes.

Ms. CHEVREAU. The author?

Ms. DEGETTE. Yes, where they were conducted and what journal
they were published in?

Ms. CHEVREAU. The one we are referring to, the literary one——

Ms. DEGETTE. The Italian study from

Ms. CHEVREAU. I would like to make the point——

Ms. DEGETTE. Well, we will talk about that in a minute. What
are the other three studies?

Ms. CHEVREAU. The name of the author—study I know, I do not
pronounce, it is an Italian author also. Another Italian——

Ms. DEGETTE. Okay. Where was that study published?

Ms. CHEVREAU. Oggi.

Ms. DEGETTE. And do we have a copy of that study? That is a
second study?

Ms. CHEVREAU. I think so.

Ms. DEGETTE. On children?

Ms. CHEVREAU. Correct.

Ms. DEGETTE. And when was that study conducted?

Ms. CHEVREAU. 1991/92

Ms. DEGETTE. The same time as the study that we have?

Ms. CHEVREAU. About.

Ms. DEGETTE. Okay. And the third study?

Ms. CHEVREAU. By Vito, V-I-T-O.

Ms. DEGETTE. Yes.

Ms. CHEVREAU. Italian study also.

Ms. DEGETTE. And where was that published?

Ms. CHEVREAU. Minerva—I will have to go back to the study.

Ms. DEGETTE. Okay. Doctor, would you please supplement if you
have copies of those studies, that would be great.

Ms. CHEVREAU. I do. I do.
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Ms. DEGETTE. Now, do you know the sample sizes of each of
those studies?

Ms. CHEVREAU. Yes, I do.

Ms. DEGETTE. And how big are those sample sizes? So you relied
on four Italian studies done at approximately the same time about
12 years ago, correct?

Ms. CHEVREAU. That is correct.

Ms. DEGETTE. All right. And what were the sample sizes?

Ms. CHEVREAU. In order to be exactly accurate, I will have to get
my binder and look into it.

Ms. DEGETTE. Okay. Well, let us just talk about the main one
that we are talking about today, the one Libieri.

Ms. CHEVREAU. Correct.

Ms. DEGETTE. Actually, was Libieri involved in all those four
studies?

Ms. CHEVREAU. No.

Ms. DEGETTE. Okay. Now that study as 23 obese children, cor-
rect?

Ms. CHEVREAU. Complete the study, yes.

Ms. DEGETTE. Who completed the study? A number of children
dropped out of the study, right?

Ms. CHEVREAU. That is correct.

Ms. DEGETTE. Now, those children were never followed to see
why they dropped out, were they?

Ms. CHEVREAU. It is not indicated in the paper, correct.

Ms. DEGETTE. Okay. So you do not know? Now, that would be
a standard technique in a clinical study, right?

Ms. CHEVREAU. It is.

Ms. DEGETTE. To follow those and see why they dropped out? For
example, if you had 36 children who started in a study, 12 of them
dropped out because they had abdominal pain and discomfort. You
would want to know that, correct?

Ms. CHEVREAU. They indicated that a number of them who
dropped out because of abdominal——

Ms. DEGETTE. Right. Did that concern you?

Ms. CHEVREAU. No.

Ms. DEGETTE. Well, why not? It seems like about a third of the
children suffered some side effects from this root?

Ms. CHEVREAU. No, that is only five out of 30. That is not——

Ms. DEGETTE. Oh, I am sorry. Only five out of 30. Well, that is
still one-sixth, right?

Ms. CHEVREAU. That is—this is not uncommon on clinical trials.

Ms. DEGETTE. Dr. Ayoob, I would ask you is this a common oc-
currence in clinical trials?

Mr. AYOOB. I would say if this is the study that they are adver-
tising on their website as clinical proof, it leaves something to be
desired. This is the study they are putting as their “best foot for-
ward,” so to speak. I have a problem with a study that is so flawed.
Congressman Greenwood put right in the money. It was laughable.
And to say that—I think it was something like 14 percent of this
very small population dropped out because of abdominal pains, and
why the others dropped out we do not know.

Ms. DEGETTE. We do not know. It could have been
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Mr. AYoOB. It could have been the same thing. They just never
bothered to come back and report.

Ms. DEGETTE. It could have been esophageal obstruction.

Mr. AyooB. Exactly. I mean, it

Ms. DEGETTE. Yes, we just do not know.

And Dr. Chevreau, I want to ask you about that because Dr.
Hoppin talked a lot about this as well. One of the side effects, and
this was in this Italian study, was esophageal obstruction.

Ms. CHEVREAU. No.

Ms. DEGETTE. Oh, I am sorry. No. I am sorry. This is a side ef-
fect of this root that has been demonstrated in adult women, cor-
rect?

Ms. CHEVREAU. No. Your comment is incorrect. Certain type of
glucomannan has been associated with esophageal obstruction. The
specific grade of glucomannan that we are using in PediaLean has
not been associated with esophageal obstruction.

Ms. DEGETTE. The grade?

Ms. CHEVREAU. The grade.

Ms. DEGETTE. In other words, the amount to which it is ground?

Ms. CHEVREAU. Correct.

Ms. DEGETTE. Okay.

Ms. CHEVREAU. And purified.

Ms. DEGETTE. Now did you ever do any clinical trials? And I
know you are not required to under the law, but all of you are
holding yourselves up to a higher standard. So my question is did
you ever do any clinical trials on this particular grade of the sub-
stance?

Ms. CHEVREAU. I submitted—I wrote a grant, proposal to the
ASBIR program of NIH to request some money to do studies. Be-
cause as a small business and limited resources, we felt that we
would like to do a study.

Ms. DEGETTE. And you did not do a study, though, did you?

Ms. CHEVREAU. We did not get funding from NTH

Ms. DEGETTE. So you did not do the study, right? Yes, I mean,
I did not ask you did you write a grant. I asked you did you do
a study, and the answer is no correct?

Ms. CHEVREAU. It is no.

Ms. DEGETTE. Now, did you try to—do you know of studies that
say this particular grade of the substance does not cause esopha-
geal obstruction?

Ms. CHEVREAU. The four Italian study I am referring to use that
particular grade and none indicated esophageal obstruction.

Ms. DEGETTE. Right. But as Dr. Ayoob is pointing out, we do not
know why some of those kids left the study that you are putting
out on your website, why they left. I mean, it could have been for
this reason, we do not know one way the other, do we?

Ms. CHEVREAU. With due respect, we have talked to Dr. Libieri.

Ms. DEGETTE. Okay. But that is not a scientific technique. He
would put it in his paper, right?

Ms. CHEVREAU. He is a woman.

Ms. DEGETTE. Her, sorry. She would put it in her paper then,
right?

Ms. CHEVREAU. Excuse me?
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Ms. DEGETTE. If she knew what happened to those people who
left the study, she would follow up and put it in her paper. That
is tge science—I am not a scientist, but that would be part of the
study.

Ms. CHEVREAU. That is correct, yes.

Ms. DEGETTE. Well let me ask you then, you did not ever do any
tasks on this particular product, PedialLean, that was marketed to
children, correct?

Ms. CHEVREAU. Correct.

Ms. DEGETTE. Now, one of the things I am concerned, because
as described, I was a little bit relieved, frankly, to learn No. 1 your
pro}?y)ct unlike some of these other products just contains fiber,
right?

Ms. CHEVREAU. Correct.

Ms. DEGETTE. And so it did not have the diuretics or stimulants
that some of these other substances have. And it is in a capsule
form, right?

Ms. CHEVREAU. Correct.

Ms. DEGETTE. so that made me feel like, well, you know maybe
it is not that unsafe. But then when I looked on the box a few min-
utes ago, and I talked about this before, it says “Special note: If
your child has difficulty swallowing capsules, do not worry. The
PedialLean formula can be sprinkled between a small piece of
bread, onto a spoonful of applesauce, peanut butter or yogurt, just
about any food.” And that makes me concerned because what is it
gets into the esophagus and expands? Have you ever done studies
?prénrlfling Pedialean on these breaks or putting them in these
00ds?

Ms. CHEVREAU. Yes.

Ms. DEGETTE. You did?

Ms. CHEVREAU. Yes.

Ms. DEGETTE. Tell me about that study. How big was the sam-
ple?

b Ms. CHEVREAU. It was not a clinical study, but we did do the
est.

Ms. DEGETTE. How did you do the test?

Ms. CHEVREAU. When the investigator came to Salt Lake City
back in March, I did to her a demonstration when I put Pedial.ean
in a glass of water and show it to her how long it took to become
a soft gelatinous mass.

Ms. DEGETTE. Right. That’s the capsule in the water, right?

Ms. CHEVREAU. No, no, no. The powder.

Ms. DEGETTE. The powder. Okay.

Ms. CHEVREAU. The actual powder. We put the powder, three
capsules, the content of three capsules in water in a glass of water,
a cup, and for 2 days she observed that. And at the end of 2 days
she still had a very soft gelatinous mass which in no way or shape
would cause obstruction?

Ms. DEGETTE. And that was the test you did? Now, the
investigator——

Ms. CHEVREAU. No, that was the test I did in front of the investi-
gator.

Ms. DEGETTE. Okay, that was the investigator from the FTC?

Ms. CHEVREAU. It was the lady
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Ms. DEGETTE. Investigator from the committee, this young
woman sitting here?

Ms. CHEVREAU. Yes. Yes.

Ms. DEGETTE. And that was after you were already marketing
Pedialean?

Ms. CHEVREAU. That is correct.

Ms. DEGETTE. Yes. Yes. Did you do any tests on bread or apple-
sauce before?

Ms. CHEVREAU. Yes, I did.

Ms. DEGETTE. Tell me about that.

Ms. CHEVREAU. I am a bench chemist from training. I have tried
all the different compilation of mixing, of different medium wheth-
er it was in vinegar to mimic the stomach acid or making more al-
kaline to observe

Ms. DEGETTE. Was this documented? Did you write it down, the
results? Did you measure how long it took to dissolve?

Ms. CHEVREAU. Or to gel, yes.

Ms. DEGETTE. Yes, you—with the vinegar and the break and the
applesauce?

Ms. CHEVREAU. I do not recall on the top of my head but I would
suspect it is my lab books.

Ms. DEGETTE. Did you mix this with applesauce? Now, I want
to tell you, and I do not say this to be threatening in anyway. I
do not want to make you go into a trap, okay.

Did you test this substance with applesauce?

Ms. CHEVREAU. Yes.

Ms. DEGETTE. And did you test it with peanut butter?

Ms. CHEVREAU. Yes.

Ms. DEGETTE. And did you sprinkle on a piece of bread?

Ms. CHEVREAU. Yes.

Ms. DEGETTE. And then what did you do?

Ms. CHEVREAU. I observed it over some period of time to see
what was the reaction, whether it was going to become a hard gel.

Ms. DEGETTE. All right. Now, did you ever feed it to children?

Ms. CHEVREAU. Yes.

Ms. DEGETTE. Okay. How many children did you feed it to?

Ms. CHEVREAU. I used my neighbor’s children.

Ms. DEGETTE. How many of them?

Ms. CHEVREAU. Three.

kMs‘?. DEGETTE. And you fed it to them on bread, on peanut butter,
okay?

Ms. CHEVREAU. Yes.

Ms. DEGETTE. And is this all documented in your lab books? I
want you to really think hard about these answers. I am not trying
to put you into a trap, okay.

Ms. CHEVREAU. I will have to go back to my lab book and——

Ms. DEGETTE. Would you be willing to give us that lab book?

Ms. CHEVREAU. Yes.

Ms. DEGETTE. Okay. Now, by the way, did your neighbor’s chil-
dren lose weight?

Ms. CHEVREAU. No. We did it a couple of times.

Ms. DEGETTE. Okay.

Ms. CHEVREAU. It was not intended for them to take that on a
daily basis.
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Ms. DEGETTE. It was not, as Mr. Greenwood fairly points out, it
was not efficacy, it was for safety?

Ms. CHEVREAU. Correct.

Ms. DEGETTE. And was that all the children you tested it on, or
did you test it on other children?

Ms. CHEVREAU. No. I did not test on other children.

Ms. DEGETTE. Thank you.

Mr. Chairman, thank for your comment.

Mr. GREENWOOD. Thank you.

The Chair recognizes himself for 10 minutes.

Mr. Gay, I may have cut you off a little short when you were
talking about different experts on which you rely. You talked about
Mowrey and Dr. Chevreau. My understanding is you rely on Dr.
Friedlander as well, on his—Mr. Friedlander. I'm sorry. You rely
on Friedlander?

Mr. GAY. Not for the science.

Mr. GREENWOOD. Pardon me?

Mr. GAY. Not for the science.

Mr. GREENWOOD. But then for what?

Mr. GAY. Primarily as a marketing consultant.

Mr. GREENWOOD. Okay. And describe what Mr. Friedlander does
for your company as a marketing consultant.

Mr. GAY. Helps prepare, consults with Dr. Mowrey, Dr. Chevreau
and other doctors that particular formulations and kinds of prod-
ucts and marketing strategies.

Ms. KAYE. Excuse me. May I be excused for about 2 minutes?

Mr. GREENWOOD. Yes, you may.

Ms. KAYE. Thank you.

Mr. GREENWOOD. Just bear with me, please.

Look at tab 87, Mr. Gay. Do you see that. It says at the top
“}’{‘W%nty-fourth story of level 2 printed in full format,“ do you see
that?

Mr. GAY. Yes.

Mr. GREENWOOD. Okay. It says “A man accused of making mil-
lions by selling worthless mail order cures for ills from impotency
to baldness to obesity has been banished from living and working
in Florida. Mitchell Friedlander, the 38 year old owner of Robert-
son Taylor Company entered pleas of no contest Tuesday to 13
charges of operating a scheme to defraud.” Is that the same Mr.
Friedlander upon whom you rely for your marketing expertise?

Mr. GAY. I believe it is.

Mr. GREENWOOD. Okay. Again, Mr. Gay, I do not know if I was
overly harsh about describing your industry as one in which scam
artists can make a lot of money preying on the emotions of people.
For instance, I guess is it Mr. Friedlander who put together this
ad which ran in Redbook, “If your child is overweight and it is de-
stroying both your lives, European breakthrough gives hope to you
and your overweight child.” Did Mr. Friedlander—I will ask you di-
rectly Mr. Friedlander, did you put together this advertisement?

Mr. FRIEDLANDER. I was involved with putting it together, yes.
I was involved in putting it together. Yes, sir.

Mr. GREENWOOD. Okay. And so when you say “the European
breakthrough,” what did you mean when you wrote the words “Eu-
ropean breakthrough”?
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Mr. FRIEDLANDER. The studies were conducted in Italy and

Mr. GREENWOOD. Oh, that study? That is the European break-
through?

Mr. FRIEDLANDER. As far as that study. Dr. Ayoob suggested that
the study might exist. It is available on the Pubmed, which is the
national—the data base for the National Library of Medicine. Any-
body who wanted to look for the study could find it.

Mr. GREENWOOD. Well, you have heard that story. You have
heard the way people who know what they are talking about de-
scribe that, people who understand scientific studies have describe
this study as laughable.

Mr. FRIEDLANDER. Well

Mr. GREENWOOD. You disagree with that?

Mr. FRIEDLANDER. Yes, I do, sir. With all due respect the study
was a published peer review clinical trial. It means that other ex-
pects in the area of pediatrics reviewed the study——

Mr. GREENWOOD. Who conducted the study?

Mr. FRIEDLANDER. Dr. Libieri.

Mr. GREENWOOD. Okay.

Mr. FRIEDLANDER. He conducted the study.

Mr. GREENWOOD. And what are his credentials?

Mr. FRIEDLANDER. Excuse me?

Mr. GREENWOOD. What are his credentials?

Mr. FRIEDLANDER. Doctor—it is a she, and she is an M.D., a pe-
diatric doctor.

Mr. GREENWOOD. Okay. And the fact that the study had no con-
trol group——

Mr. FRIEDLANDER. No, it did have a control group, at least a con-
trol group as defined by the Food and Drug Administration. They
list the number of controls and the type of controls that are used
in clinical trials. This is a concurrent control. It was a substance
that was tested up against diet and exercise alone. That is what
was done. To say that it was not controlled is silly.

The other thing that you said——

Mr. GREENWOOD. Well, let us go back to Dr. Ayoob again. Mr.
Friedlander is actually going to defend the value of this study, so
would you respond to his defense?

Mr. AYOOB. Yes. In terms of the controls, those controls were not
placebo controlled. That means that they are not particularly valid.
What you are doing is you are testing, giving these pills to kids to
or three times a day against not giving them. And you are attrib-
uting the results to the actual ingredient in the pill.

What a good placebo controlled trial would have done is given a
placebo pill with the same amount of water to an equally matched
group of children.

Also with that—as I said

Mr. GREENWOOD. That is pretty much clinical control 101?

Mr. AYOOB. Oh, yes. Yes.

Mr. GREENWOOD. That is as fundamental as it gets?

Mr. AYOOB. Absolutely.

Mr. GREENWOOD. Is he wrong, Mr. Friedlander?

Mr. FRIEDLANDER. Well, he might not be wrong and you might
not be wrong. But if I am wrong, so is the Food and Drug Adminis-
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tration. And I refer to 21 CFR 314.126 which lists the type of con-
trols that are available to use in clinical trials.

I know you are very emotional, but

Mr. GREENWOOD. Address your questions to the committee
please, Mr. Friedlander.

Mr. FRIEDLANDER. I'm sorry. But let’s not blow this out propor-
tion. There are other controls besides a double-blinded placebo con-
trolled trial. As a matter of fact, Hoffman-LaRoche just released a
study that was done all—on children that was—the study protocol
was exactly the same as the Libieri study. It was just in the news-
papers just the other day. And

Ms. DEGETTE. Would the chairman yield?

Mr. GREENWOOD. I will yield to the gentlelady from Colorado.

Ms. DEGETTE. I have got to say, Mr. Friedlander——

Mr. FRIEDLANDER. Excuse me.

Ms. DEGETTE. [continuing] if a clinical trial using this method-
ology were submitted to the FDA for a drug, which is what they,
you know, approve; they do not approve dietary supplements in the
same way, this would have been laughed out of the FDA. And I
think you now that as well as anybody.

This clinical trial was loose, at best. Thank you.

Mr. FRIEDLANDER. Again, Ms. DeGette, I am sorry that I have
to disagree with you, but—and I will get you the statute. This was
an awfully robust clinical trial. The p-value or the confidence value
was .005. There is a statute—.0005. There is a statute in the FDA
regulation—in the FDA Act which provides that studies with that
robust of result only require one clinical trial, as long as there
other supporting evidence that suggests that the trial was done
correctly.

Mr. GREENWOOD. Well, reclaiming my time.

Mr. Gay, Mr. Friedlander seems like a nice guy, but he is also
pled no contest to a long string of charges that had to do with sell-
ing worthless mail order cures for ills. Of all the experts in the
world, why would you choose someone, how would you expect to
build the credibility of your company by choosing someone with
that background? I understand that he is—he had a suspended 1
year jail term, they put him on probation for 5 years and barred
him from doing business or living in Florida. Why would this be—
Dr. Mowrey is your expert on science, Dr. Friedlander is your ex-
pect on marketing.

Mr. FRIEDLANDER. I am not a doctor, sir.

Mr. GREENWOOD. I am sorry. Mr. Friedlander. This troubles us
that these are the experts with whom you surrounded yourself and
you are sitting here trying to convince us that you are legitimate
business.

Mr. GAY. Actually, I am not trying to convince you of anything.
You asked me here.

Mr. GREENWOOD. Right.

Mr. GaY. I am telling you the facts.

Mr. GREENWOOD. Right.

Mr. GAY. And the facts are this supplement that we are talking
about in PedialLean, it is a food product. We eat it in ice cream.
We eat it in cookies. We eat it imitation crab on a regular basis.
And to say that it causes kinds of problems and they are outside,
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it has not been studied for safety; it is something we ingest on a
regular basis. It is a food product.

nge thing that is revolutionary about this is the way it was ap-
plied.

Mr. GREENWOOD. Well, why did you not test it yourself? Why
would you rely on

Mr. Gay. I did test it myself.

Mr. GREENWOOD. No. In a clinical study?

Mr. GAY. No.

Mr. GREENWOOD. Well, what do you mean you tested it yourself?

Mr. GAY. Because that is not our business model. We think that
the American public, that is our business model——

Mr. GREENWOOD. Which is what is your business model?

Mr. GAY. Deserves the right to food markets that are out there
in the marketplace that can be used to benefit them and with basic
Eesearch. And that is what this is, is basic research. It is not a

rug.

Mr. GREENWOOD. And you do not have any qualms about using
that same business plan to products that are marketed to 6 year
old children?

Mr. GAY. The business plan had a study that was peer reviewed,
published in a journal for studies. I used to Friedlander for mar-
keting ideas. I used Dr. Chevreau primarily, Dr. Mowrey second-
arily on this particular product to review the studies, are there to
make sure we did not have—that we were within the guidelines
that we needed to be——

Mr. GREENWOOD. I am a little confused about the four studies.
Your advertisement only talks about one study. What are the other
studies?

Mr. GAY. Those are the studies that Dr. Chevreau promised to
offer to Congresswoman DeGette. She talked about them earlier.

Mr. GREENWOOD. Wait a minute. Which studies? Giving her next
door neighbor’s children your

Mr. GAY. No.

Mr. GREENWOOD. Oh, these four

Mr. GAY. Yes.

Mr. GREENWOOD. Okay. Well, why did you not say four studies
in your ads? I am a little confused about that?

Mr. GAY. Did not need to. Felt like we had the substantiation.

Mr. GREENWOOD. Okay. At one point you had on your website
BBB Online Reliability Program. BBB normally stands for Better
Business Bureau. And then you took it off your website. Two dif-
ferent versions. Is there reason for that?

Mr. GAY. Yes.

Mr. GREENWOOD. What is the reason?

Mr. GAY. We are no longer a member of the BBB.

Mr. GREENWOOD. Why is that? I thought that would be helpful
in gaining confidence in your consumers, would it not?

Mr. GAY. Maybe. But we restructured the company a couple of
years ago. When we restructured the company we had to go back
to the BBB and get reapproved for——

Mr. GREENWOOD. So this is the Better Business Bureau?

Mr. Gay. That is correct.

Mr. GREENWOOD. Okay. And you had to get approved and what?
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Mr. GAY. We just have not done that. Did not see a need for it.

Mr. GREENWOOD. Did not see a need for it?

Mr. GAy. Correct.

Mr. GREENWOOD. Okay. Saw a need for it originally, but then did
not see a need for it more recent.

Is there any reason to think that you might have difficulty get-
ting the Better Business Bureau’s approval?

Mr. GAY. No. Just I think the cost and expense of going through
the process for the different entities for different product lines.

Mr. GREENWOOD. Okay.

My time has expired.

The gentlelady from Colorado?

Ms. DEGETTE. I do not have anymore questions, Mr. Chairman.

Mr. GREENWOOD. Okay. We thank the witnesses for your appear-
ance today, and you are excused.

And the hearing is adjourned.

[Whereupon, at 1:54 p.m., the hearing was adjourned.]

[Additional material submitted for the record follows:]
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Tab Document Description Date
Documents for Skinny Pill
1 Iskinny.com Detait Page
2 |Skinny.com - Skinny Store
3 |Skinny.com - Skinny Kids Detail Page
4 {Show: CNN - Connie Chung Tonight 12/9/2002
5 _|Show: NBC - Today Show
6  llrish Examiner Article - 'Skinny Pills’ for Obese Children Criticised as 'Junk Science’ - by Tom 121712002
Kelh
7 Reé{oonse to Committee Re: The Fountain of Youth Group, LLC from Stuart Lee Friedel - 3/3/2003
Davis & Gilbert LLP
8 Response to Committee Re: The Fountain of Youth Group, LLC from Andrew Herman, Brand 3/12/2003
& Frulla - with a news release re: The Fountain of Youth Group's Seif-Regulation
9 [Response fo Committee Re: The Fountain of Youth Group, LLC and Ms. Kaye's unwillingness 6/10/2004
10 |FTC Press Release - “The 'Skinny Pills’ Do Not Make you Skinny" 2/412004
11 |US District Court Middie District of Fiorida Complaint Filed Against Edita Kaye, FTC - Plaintiff -
Complaint For Injunctive and Other Equitable Relief
12 jUS District Court Middle District of Florida Complaint Filed Against Edita Kaye, FTC - Plaintiff -
Stiputated Final Qrder For Permanent Injunction
13 _ |Email - To Jerry Rayman From Edita Re: Skinny Pill Salabifity 111712002
14 |PAL Laboratories Fact Sheet Re: Skinny Pill for Kids
15 1Skinny Pill for Kids Formula Purchase Order 11/14/2002
168 {Copy of Check to PAL Labs from "The Skinny Pdl" 11/14/2002
17 |Quotation Re: Skinny Pill Order 11/25/2002
18  |Purchase Order "On Hold" - Vendor John Henry Co. 12/20/2002
19 }Email - From Silvana Coronado to Jackie Gutierrez - Subject: Skinny Pill for Kids Label 11/8/2002
20 |PAL Laboratories Packaging Specifications - Customer: Fountain of Youth Group, tnc. 11/25/200;
21 |PAL Laboratories Packaging Specifications 11/26/2002
22 |Email - From Cara@skinny.com To Jackie Gutierrez - Subject: RE: Labels for Skinny Kids 12/13/200:
23 |PAL Laboratories Fact Sheet Re: Skinny Pilt for Kids 11/25/2002
24 |PAL Laboratories Fax - To Edita Kaye From Jackie Gutierrez - Signed Label 12/6/2002
25 _{Subpoena Ducus Tecum to The Fountain of Youth Group and Edita Kaye 71912003
Documents for Pedia Loss
26 IDBS Labs Response to Energy and Commerce Request 1/14/2004
27 _|DBS L abs Response to Energy and Commerce Request 1/28/2004
28 |Energy and Commerce Information Request Letter to Dynamic Health Products 2/3/2004
29 {Dynamic Health Responses to Energy and Commerce Request 2/17/2004
0 |DBS Laboratories LLC Update Information on Pedia Loss /25/2004
1 DBS Labs Response o Energy and Commerce Request /30/2004
32 |Pricing - David Wood - From DES Labs Response
33 |Exhibit "D" - Research Agreement - University of Miami
4 |DBS Labs Libido Enhancers - Masculine Male - Advertisernent 6/9/2004
5 D .abs Libido Enhancers - Arginine Plus - Avertisement 6/8/2004
6 |DBS Labs Weight Loss - Apimin PM - Advertisement £7912004
7__{DBS Labs Weight Loss - Fat Fighter - Advertisement . . 3/2004
8 1DBS Labs Weight Loss -Carb Control - Advertisement . 5/9/2004
9 |MedPharmacy.com Wabsite 6/27/2003
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Tab Document Description Date
Documents for Pedial.ean
40 |"Usefulness of Highly Purified Extract of Proteinophalius Rivieri Fibers in Childhood Obesity 1892
41 |"Miracle in A Bottle” - By Michael Specter - The New Yorker Magazine 21212004
42 |Pedialean Supplementai Facts Label 01/02/04
43 _|Pedial ean Adverisement, Redbook Magazine Feb-02
44 |Kiein-Becker USA - website www kleinbecker.com advertisement with BBB logo undate
45 |Kiein-Becker USA — website www.kleinbecker.com advertisement without BBB logo 6/14/2004
46 [Pedialean advertisment, www.pedialean.com 2/2012003
47 _ {Pedialean Price Information at www.pedi com 2/20/2003
48 |Pedialean Adverti re: price reduction on www.pedialean.com B/7/2004
49 [Pedialean Questions Re: Ingredients at www.pedialean.com
50 |PediaLean Directions for Use by children 6/7/2004
51 {NIH Response to PediaLean Grant Proposal #1 10/31/2003
52 [Revised Version of the Pedialean Proposal of December 1st, 2002 - Principal Investigator:
Chevreau, Nathalie
53 INiH Response to Pedialean Grant Proposal #2 3/28/2003
54 |Email - PediaLean - From Jennifer Collard; To Kimm Humphreys RE: Pedialean question from 81512003
Hong Kong
55 |Email - Pedialean - From Jennifer Collard; To Kimm Humphreys RE: asia 100 6/10/2003
56 {Email - Pedialean - From Jennifer Collard; To Don Atkinson RE: FW: Safety issue of 6/13/2003
Pedialean
57 |Email - Kristen Jones - From CstSrv - Subject RE: question about published study 11/22/2002
58  |Email - Kristen Jones - From CstSrv - Subject RE: Pedialean Studies 8/15/2002
59 |Email - PediaLean - from Caria Fobbs To Stephen Nagin; Subject RE: removal of bbb logo on 34712003
edialean website
80 |Email - Kristen Jones - From CsiSrv - Subject RE: Question 9/24/2002
61 |Email - Kristen Jones - From CstSrv - Subject RE: Taking Med. In Schoof 9/9/2002
62 |Email - Kristen Jones - From Daniel Mowrey - Subject RE: Pedial ean study ref on website 2/13/2002
63 |Email - Carla Fobbs - From MK555; Subject: Fw: Kidde Instructions 6/16/2003
64 |Email - Carla Fobbs - From MK555; Subject: Fw: Contact Us Email message from: Mary 6/16/2003
Varrone
65 |Email - From MK555; Subject: Fw: it made it to Yahoo: Articie on AP re: Skinny Pill for Kids 121712002
66 |Email - Kristen Jones - From Nathalie Chevreau; To Mitch Friediander; Subject RE: invitation 2/6/2002
to become part of the advisory committee to the www.weightiossforchildren.com site
67 IEmail - Kristen Jones — Customer question re: Pedialean side effects 5/13/2002
68 |Email -Nathalie Chevreau response to customer re: complaint no efficacy of Pedial.ean 5/6/2002
69 _{Email - Pedial.ean — Mowrey paragraph on Pedial.ean to Carla Fobbs 211872002
70 |Email - PediaLean — From Cst Service re: question about what p. nvien is 71212002
71 Email - From Nathalie Chevreau To Robert Mendoza re inquiry about study of Pediatean 12/20/2002
72 Basic Research Response fo Energy and Commerce Request 4/1/2004
73 |PediaLean Data Chart: Direct Sales Breakdown and Total Sales Breakdown 4/1/2004
74 _iPedialean Project Costs/Program Costs Per Unit 4/1/2004
75 |Email - Pedialean - From Michael Meade To Kristen Jones; Subject RE: Pedial.ean request - 6/12/2003
product price
76 _ IKiein-Becker - Pedial.ean Sales Review Chant 2002-200
77  INew Product Update - "Testosterone: Not just for the hardcore” - Androgen-Saturated 8/7/2004

Transepidermal Gel
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Tab Document Description Date
78  {New Product Update by Kiein-Becker USA - Weight Loss for Chiidren
79 iWebsite: KleinBecker.com - "Testosterone - Are you man Enough?” 6/13/2004
80  {Website: KleinBecker.com - Testroge! Purchase Page 6/13/2004
81 |Website: KleinBecker.com - "Mamrafin-ARa: The first and only formuiation designed to protect 6/13/2004
a woman's breast from sag and shrinkage caused by weigh loss”
82 _{Website: KleinBecker.com - Mamralin-Ara - Purchase Page 6/13/2004
83 |Website. GetSupps.com - “Anorex: Tired of Diet Failure?”
4 |Oxydrene Deep Tissue Oxygenator and Viagra 6/14/2004
5 iKlein-Becker USA - Oxydrene - Purchase Page 6/7/2004
6 [Mitchell Friedlander's Background - Memo by Paul Hatch
87 |Associated Press Article: Owner of Mail-Order Company Banned from Living, Working in 3/23/1988
Florida - Regarding Mitchell Friedlander
88 |United States Postai Service Complaint Filed Against Mitcheli Friedlander - Docket Number 9/10/1985
19/182
United States Postal Service Complaint Filed Against Mitchell Friediander - Docket Number 9/30/1985
89 119/105
United States Postal Service Complaint Filed Against Mitchell Friedlander - Docket Number 9/10/1985
90 {19/104
Article: "Court Issues Temporary Restraining Order Against Mail-Order Companies For 8/14/1985
91 IMisrepresenting Diet Products and Baldness "Cures”
FTC Complaints
FTC Complaint Filed Against Mitchell K. Friedlander - United States District Court, Southern 3/3/1986
92 |District of Florida
93 |FTC Complaint Filed Against Chhabra and Barash
FTC Complaint Filed Against Chhabra and Barash - Decision and Order Against Jonathan
94 |Barash
FTC Compiaint Filed Against Chhabra and Barash - Agreement Containing Consent Order
95 |Against Jonathan Barash - File No. 042-3002
96 _ {Analysis of Proposed Consent Order to Aid Public Comment
FTC Complaint Against: Basic Research, L.L.C, Klein-Becker USA L.L.C., Dennis Gay, Danie!
97  {Mowrey, and Mitchell Friedlander. - Docket Number 8318
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Skinny.com - Skinny Store P{..\m; (i pls Pagelof3

e ' \ K I N » T\ily{id:?).d
. I3 . .. . . e
Am s Favorite Nutritionist %% Skinny St
Skinny Pages Catalog View
Home Pages Skinny Makeover 3-Product Skinn
Skinny Store o Pak
Skinny Club Retail Price: L
e $194.95 Retail Price: $14¢

Get Skinny Now
Skinny Testimonials
Meet Edita

Skinny News
Skinny FAQ's
Skinny Distributor
Contact Us

Skinny Products
Skinny Makeover
Skinny Starter Basic
The Buddy Pack
3-Product Skinny Pak
Skinny Pill AM
Skinny Sieep PM
Skinny Carbs 30-Day
Skinny AM Specia!

Skinny Tools
New Skinny Recipes
Skinny Calculator
BMI Calculator

Skinny Resources
Terms of Use

Skinny Web Price:
$99.98

. Buy Nowt

. Morelnfo

One of my very best values. Just $99.98
for a limited time. You'll get every single
one of my products for a full month and
lose up to a pound a day and save
almost $100!! That's 30-days of Skinny
AM Pills, 30-days of Skinny PM Pills, 30-
days of Skinny Carbs, my Skinny Pilt
Book, my Skinny Fridge Guide and my
newest Skinny Rules Book, too!

Skinny Starter
Basic

Retail Price:
$119.93

Skinny Web Price:
$59.99

Buy Now!

Mere Info

Not sure you'll ike the program? Try my
Skinny Starter Basic. You'll get my new
Skinny Rules book PLUS your first 30-
days of my Skinny Pilt PLUS your first 30
nights of my Skinny Sleep Pill. | know if
you foliow the program you'lt iose up to
30 pounds and save 50%.

The Amazing Skinny Pills!

c e c eh

Skinny Web Pric
$79.99

Buy Nowl

More ofo

Try all 3 of my fantastic skinny supple:
at a very special price. That's my Skin
AM Pitl, my Skinny PM Pill and my Sk
Carbs. Buy now, and you'll save $20 ¢
lose up to 30-pounds in your first 30 d
But hurry. This special offer ends soor

The Buddy Pack
Retail Price $219
Skinny Web Pric
$99.99

Buy Nowt

More Info

Get Skinny with a loved one or a frien:
Your Buddy Pak is a wonderful bargai
2 AM Skinny Piils and 2 PM Skinny Si
Pills so you can both lose up to 30 pot
in just 30 days. And because you're
buddies, I'll send you my new Skinny |
Book-a $19.95 value—-FREE!



Skinny.com - Skinny Store

The Skinny Pill 30-Day
Retail Price $49.99

Skinny Web Price $39.99
BuyNow!  Morelnfo

Skinny Pill Buy 2 Get 1 for Free
Retail Price: $149.97
Our Skinny Price: $79.98

107

Skinny Sleep 30-Day
Retail Price $49.99
Skinny Web Price $39.99

BoyNowt  Marelnfo

Skinny Carbs 30-Day
Retail Price $49.99
Skinny Web Price: $39.99

Page 2 of 3

Buy Now! Muore Info Buy Now! Move Info

The Best Selling Skinny Books!

Edita’s best selling diet books have helpe
thousands of people get heaithy, skinny .
happy. There have been so many article:
newspaper stories and television shows
amazing skinny pills that some people fo
Edita's best selling diet books have heip¢
thousands find the path to weliness.

You will always find links to Edita's newe
right here at skinny.com

Skinny Web |
Retail Price: $49.99 $24.95
Skinny Web Price
$39.99 oy Now!
Coming Soon More Info

Edita’s newest book and the first ski
cookbook that will let you eat yourse
AND lose one pound a day and ano
pound overnight! Over 200 Recipes
130 Food Tips Easy. Economical. F
Includes Edita’s newest 2- Day Wee
Fast Fat Loss Menu & 5-Day Fat De

NEW!
Now Kids have their very own SKINNY PILL!

Coming Soon

eh
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Content and programming copyright 2002 Cable News Network
Transcribed under license by eMediaMiliWorks, Inc. (fk/a
Federal Document Clearing House, Inc.). Formatting Copyright
2002 eMediaMillWorks, Inc. (f/k/a Federal Document Clearing
House, Inc.). All rights reserved. No quotes from the
materials contained herein may be used in any media without
atiribution to Cable News Network. This transcript may not
be copied or resold in any media.

Tab 4 CNN
SHOW: CNN CONNIE CHUNG TONIGHT 20:00
December 9, 2002 Monday
Transcript # 120900CN.V92
SECTION: News; International
LENGTH: 8436 words
HEADLINE: Is United States Closer to War With Iraq?; Is Skinny Pill Dangerous for Children?

GUESTS: Federico Castelluccio, Edita Kaye, Michael Hudson, Patrick Williams, Charles Sheehan-Miles, Richard
Holbrooke

BYLINE: Keith Ayoob, Art Harris, Wolf Blitzer, Bill Hemmer

HIGHLIGHT: American officials have obtained a copy of Iraq's 12,000-page weapons report to the UN. and are racing
to find any falsehoods before another country declares the report acceptable. Skinny pills being peddled on the Internet
are targeting kids as young as 6 years old, but are they safe? "Sopranos" actor Federico Castelluccio discusses the

show's season finale.

BODY:

BILL HEMMER, GUEST HOST: And good evening. Good to have you with us this evening.

Tonight: several new developments in America's ongoing showdown with Baghdad. American officials have obtained
a copy of Iraq's 12,000-page report to the U.N. on the state of its weapons program and are racing right now to find any
lies or falsehoods before another country declares the report acceptable.

Also today, U.N. Secretary-General Kofi Annan called on nations to share their intelligence on Irag's programs,
something the U.S. is still weighing right now.

And in Baghdad, meanwhile, weapons inspectors continued their work, checking out a former nuclear facility and a
military chemical plant. Now, because the White House considers Irag's report essentially a lie, the report's release is
being seen by some as a step closer to war tonight.

And one of the people making that assessment is former U.S. ambassador to the U.N. Richard Holbrooke. He is our
guest tonight.

Good to see you again, Mr. Ambassador.
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HEMMER: Michael Hudson from Georgetown University with us tonight, again, in Washington.

Still ahead in a moment: Did he get whacked? Will he be back? Hell hath no Furio, but we do. We'll chat with him
after the break here.

ANNOUNCER: Next: Skinny pills being peddled on the Internet targeting kids as young as 6 years old, are they safe?
And how young is too young? ? )

CONNIE CHUNG TONIGHT will be right back,
(COMMERCIAL BREAK)

HEMMER: Has America's obsession with weight gone too far? And are kids as young as 6 years old paying the price
for that?

.Fifteen percent of kids 6 to 11 years old are said to be overweight in the U.S. And now a new product targeting those
kids, or at least the parents anyway. It's called the Skinny Pill. It's a mixture of minerals, vitamins and herbs. And it's
marketed as part of an overall weight Joss plan. And it's causing a lot of controversy, too.

Pediatric experts told CNN that diuretics in the pill could damage your child's kidneys and liver and possibly lead to
electrolyte imbalance.

Earlier today, | talked with the creator the Skinny Pills, Edita Kaye,

(BEGIN VIDEOTAPE)

HEMMER: Good evening.

EDITA KAYE, CREATOR OF SKINNY PILLS: Good evening.

HEMMER: Thanks for joining us tonight.

KAYE: Thank you very much for inviting me.

HEMMER: Well, you are welcome.

Why do you believe that young kids in America need this pill?

KAYE: Well, the pill is really getting a lot of controversial coverage today.

The pill is part of a complete program that 1 have developed for children as a resuit of requests from parents, from
mothers and fathers, and from teachers and from children themselves. 1 have been doing weight loss for women for
about three years now with a product 1 call the Skinny Pill. And it's been very successful. And women have been
z;lil]g)r% :;‘e and e-mailing me, as have their kids, and saying: "You know what? I'm doing great. What can I do for my

HEMMER: And this is how you respond.

KAYE: And this is how it evolved.

HEMMER: Wha's in it?

KAYE: Well, I think 1 have my science team on afier this. And they will explain.
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But, basically, what's in it are wonderful vitamins. The B vitamins are there. We have -- fruit fibers are in it. We
have got things that you could really go and get in any good health food store or any drugstore for children. And the
product comes with what I'm very excited about. It comes with a wonderful food plan that's quite unique for kids.

1t's a series of flash cards for children. And it talks about -- it takes a positive approach. Our kids are getting fatter
and fatter, as are grownups, actually. We Americans are the fattest people on Earth. Here's what ] always say. Look,
the traditional things that we've tried are not working. We have very frightened and frustrated parents out there with
obese children, who, some of them, the tragedy, they get stuffed into garbage cans and so on.

HEMMER: Let me stop you on that,

(CROSSTALK)

KAYE: I'm sorry. Go ahead.

HEMMER: Why did you need medication for that? What ever happened to exercise?

KAYE: Well, it's not medication. These are vitamin supplements.

What ever happened to exercise? OK, see, this is great. You're taking the traditional route.

HEMMER: it's fine. Not a problem at all.

KAYE: And 1 will tell you.

First of all, let's go out and exercise. This is the traditional wisdom. Go out and exercise. Stop eating fast food and
turn off the TV, America, let's get real.

HEMMER: It sounds logical, though, right?
KAYE: This is not going to happen.
HEMMER: Why not?

KAYE: Well, because, first of all, parents lose control of their children from the minute they put them on a school bus
to the minute they get them back.

1 think many families are overworked, overstressed. We have a lot of single parents raising children. And we also
have problems now. Where are our children going to actually play? It's not safe for us, When I was a kid, | rode my
bike on the street, played in a park. 1 think there is a huge concern. We live in 2 different world than 1 grew up in --
certainly not you, because you're much younger than me.

So, what I'm doing is, I'm saying to kids: Look, getting skinny and getting healthy can be fun. The same foods that
made you fat are going to make you skinny. All you need is to have a watch to be able to tell time. In the morning,
have an orange, At night, have some peanut butter. Take some of these suppl The suppl are a motivator
as well. They're an important motivator. I'm just ringing a bell here.

HEMMER: Yes, 1 got you and I want you to stop for a second.
KAYE: You want me to inhale?
(LAUGHTER)

HEMMER: No, we are going to have some people come on here.
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Frankly, we've heard from a lot of experts today who say it is junk science. They say it doesn't work, it's not plausible,
and you shouldn't be teaching kids this way. You should revert back to more traditional ways, which is something you
referred to a minute ago.

KAYE: The traditional ways aren't working, then.

HEMMER: How do you defend the claim that it's junk science?

KAYE: Well, 1 do defend it

First of all, it's put together by scientists. Tdidn’t cook this stuff up in my kitchen on the sink. This was put together
by scientists. I have a list of physicians, if anybody needs a doctor who would like to talk -~ they would like to talk to,
they can simply call me or go to Skinny.com and we are happy to help them find an American doctor who would be
happy to tell them the positive things.

1 think it's been exciting. There's been a debate focused. The debate really should be -- here’s what 1 say. And this is
my challenge today. And thank you for saying it. Everybody, doctors, nurses, teachers, big brothers, moms and dads,
help me. If you may not agree with what I'm doing, I'm trying to get American kids heaithy. There's room for all of us.
Help me out, guys.

HEMMER: We are going to continue the debate here,

But, first, thanks to you, Edita Kave.

KAYE: Thank you very much for inviting me.

HEMMER: Nice 10 see you. You got it.

KAYE: It was a pleasure. Thanks.

HEMMER: And joining me now: Jose Diaz De La Rocha director of quality control and formulation at Powell
Labora.ories, which produces those pills. And we have Albert Einstein College of Medicine associate professor of
pediatrics Keith Ayoob, who is also a spokesperson for the American Dietetics Association and opposes the release of
the Skinny Pills.

Good evening to you as well.

Let's start here in New York.

You are the one who coined this phrase, junk science, earlier today. Why is it junk? Why is this stuff not good?

KEITH AYOOB, AMERICAN DIETETIC ASSOCIATION: Actually, it's a term that's been around a long time.

And, first of all, one of the red flags of junk science, Bill, is, you never get nutrition information from somebody who
is trying to sell you a product. Now, the ingredients here have never been tested on kids. And there are herbs in here
that are not indicated for kids.

HEMMER:; First of all, are there people taking this?

AYOOB: | believe the release date is this weekend.

HEMMER: If that's the case, what kind of reaction have they gotten from it?

(CROSSTALK)

AYOOB: It's a new product that hasn't come out unti} I think today.
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HEMMER: OK. And given that, though, has there been anything done in terms of laboratory testing? Have there
been any clinical trials? Has there been anything that has gone on record and said, yes, this in fact does work?

AYOOB: To my knowledge -- and I've read a lot of the research -- the research on the ingredients in this pill are not
associated with weight loss.

There's no magic pill, Bill. The only way to lose weight is to reduce your calorie intake and to increase your activity.
And this just kind of goes to show you how dangerous it is sometimes to get your nutrition information from somebody
who is not credentialed.

HEMMER: Why is this dangerous? What's harmful?

AYOOB: Because you are getting inaccurate information. This is a bogus product. It is not going to help anybody
lose weight. The only weight you are going to lose is from your pocketbook.

HEMMER: | want to go to Mr. De La Rocha in Florida with us.

Sir, tell us about this, this claim that, essentially, Dr. Ayoob and others expressed a concern about this being,
essentially, dangerous for young people. That claim is backed up by you how?

JOSE DIAZ DE LA ROCHA, PAL LABORATORIES: OK. First, good evening for you and for all your TV.

This product is a fiber product. Mainly, it's fiber. And fiber is proven that the children and all the people that eat fiber
will feel full and they're going to eat less. This product has also some vitamin B, but the mainly ingredients are fiber.
If you look at the fiber, you will see they are very good to lose weight.

HEMMER: What is uva ursi, which is one of the components. What is that ingredient?

DE LA ROCHA: Yes, that is a diuretic, But they are in the very, very small amount, far away, very far away from
the therapeutic dosage.

HEMMER: So you're saying, essentially, that all this does is fill up a person's stomach and prevents them from eating
more, right?

DE LA ROCHA: That's correct. And that's correct.

And, of course, 1 agree with -- if you take this pill and, of course, if you do exercise, it will be better. But with this
pill, the children will feel full. That's the purpose of the pill.

HEMMER: Got it.

Doctor?

AYOOBR: OK, first of all, if the uva ursi is in such smal quantities, keep it out of there, because the "Physician's Desk
Reference” on uva ursi, the gold standard, has indicated -- I've got the printout right here - it says it is contraindicated
for children under the age of 12. Anybody whe had done their homework would realize that is not an herb to be giving
to kids. A diuretic for kids, it doesn't work.

BEMMER: So, again, your claim is that this is dangerous for some people.

AYOOB: It could potentially be.

(CROSSTALK)

AYOOB: It hasn't been tested on kids. It hasn't been tested on kids. It shouldn't be in this product.
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DE LA ROCHA: He said potentially. I agree.

The amount, again, of the diuretics are in very small amount, very small amount, because the children have to take a
lot of water with this pill. This is not a problem at all.

{CROSSTALK)
DE LA ROCHA: Excuse me.

The therapeutic dosage for uva ursi is 10 grams per day. And this is far, far, far away from that kind of amount. It's
only a few milligrams.

AYQOB: First of all, it doesn't belong in a product. The product will not help anybody lose weight. My God, that's
why we want kids to eat more fruits, eat more vegetables, eat more whole grains.

And that's what a qualiﬁed nutrition professional, Jike myself and other registered dietitians work every day with
families, because they're important to me and their kids are important to me.

HEMMER: Doctor, hold that thought. You raised an interesting point before.

Mr. De La Rocha, why has this not been tested with children?

DE LA ROCHA: First of all, this product is a fiber product. And we are only the manufacturers. We at Pal Labs in
Miami, Florida, we manufacture the products for clients in all the world at the request of a client. What the client do -
the marketing of the product, we are not involved in the marketing of the product.

HEMMER: Mr. De La Rocha, do you have children?

DE LA ROCHA: No, sir.

HEMMER: You don't.

DE LA ROCHA: Yes. But I have almost children that are mine.

HEMMER: If that's the case, then, would you give them this pili?

DE LA ROCHA: Of course.

First of all, I believe any people, any father or mother, that have kids, if you give someone to your child, you have to
consult with your doctor. You have to be careful. We agree with that. We are an FDA facility. We don’t do nothing

that is against the law.

But for ali the fathers and mothers that are seeing this, if you give someone this pill or whatever pill you're giving to
your child, you have to see a doctor, if something goes wrong. 1 agree with that. I agree with the doctor. But this is

(CROSSTALK)

DE LA ROCHA: Excuse me.

This is fiber. And the fiber -- the kids, you know, Doctor, they don't want to eat fiber. That's the problem.
HEMMER: I understand your point.

Doctor, a quick final thought here.
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AYOOB: 1 absolutely disagree. I disagree. 1 work with kids every day who eat higher-fiber diets. And we gradually
change their diets.

You want to get your nutrition information. 1 agree. Ask your doctor. If you ask your doctor, 2 medical doctor
would never want a Chll.d to be harmed by the nutritional ingredients in this product. There are herbs that should not be
given to children. And it's in the "Physician's Desk Reference” that it should not be given to children under 12, the very
children it's marketed to.

HEMMER: That is going to be the last word.

Dr. Ayoob...

{CROSSTALK)

HEMMER: Sorry, Mr. De La Rocha, we're out of time.

Jose Diaz De La Rocha in Florida, thank you both gentlemen tonight.

1 should add, the "Physician's Desk Reference” states that uva ursi, the ingredient in the pill we just mentioned, shonld
never be given to children, because they say it can cause liver damage.

And the controversy does not stop there. Later this week, on Wednesday, we'll have a teenager and her mother. Both
had gastric bypass surgery in order to lose weight.

In a moment tonight; HBO's shattering "Sopranos” season finale and the man behind this secret finally revealed.
Furio is here - back after this.

(COMMERCIAL BREAK)
HEMMER: Well, last evening, if you saw it on HBO, "The Sopranos” season finale went down during a scene far

more intense and suspenseful than any mob whacking. Edie Falco turned in a stunning performance -- in fact, she did it
twice within the hour -- telling her husband, Tony, she’s been fantasizing about another man.

(BEGIN VIDEO CLIP, "THE SOPRANOS")

JAMES GANDOLFINI, ACTOR: He talked to you. Oh, poor you.

EDIE FALCO, ACTRESS: He made me feel like I mattered!

GANDOLFINI: You asked me the other day what Irene's cousin has that you don't have. And I thought about,
because it's a pretty good (EXPLETIVE DELETED) question. And, yes, she's sexy enough, even with the one pin
gone. But that's not it. 1 could converse with her because she had something to say!

FALCO: I am here! I have things to say!

(END VIDEO CLIP)

HEMMER: So, then, who was the other man who triggered such rage? How about Furio, played by actor Federico
Castelluccio? And he's our guest tonight.

Good to see you.
FEDERICO CASTELLUCCIO, ACTOR: All right, good to see you.

HEMMER: So, you're trouble, huh, with a capital T.
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KATIE COURIC, co-host:

Obesity in children have reached epidemic proportions. According 10 the Centers for Disease Control. more than six
million kids in the United States are severely overweight. That's 15 percent of all children and adolescents. But is a diet
pill for children the answer? Edita Kave is the creator of skinny.com and the new skinny pill for kids. And Dr.
Keith Ayoob is an associate professor of pediatrics at Albert Einstein College of Medicine.

Good morning to both of you.

Dr. KEITH AYOOB (Albert Einstein College of Medicine): Good moming.
COURIC: Let me start with you, if I could, Edita Kave.

Ms. EDITA KAYE (Created " Skinny Pill " For Kids): Good moming, Katie.
COURIC: Good moming. Nice to see you.

Ms. KAYE: Thank you.

COURIC: You have been marketing a _skinnv pill for adults on--on a Web site. And now, you have a_skinny pill
for kids.

Ms. KAYE: Yes.
COURIC: Why? Obviously, for the reasons I just outlined?

Ms. KAYE: I will tell you why. Because in the past 36 months that I've been selling the skinny pill, whichisa
dietary nutritional supplement for women and men, 1 have had requests. We have almost 500,000 people who have
used our product and it's safe and successful, and there's a wonderful food plan that goes with it. And moms have been
writing to me, e-mailing me, calling me saying, Edita, what can I do for my kids?' And children have called me. And it
breaks your heart, Katie, the letters and e-mails that | get. Kids get thrown into garbage cans, they have no self-esteemn.
They're afraid to go to school. They can't play with their friends. They can't eat in the restaurants that their friends eat
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in. So I thought, 'OK, I'll come up with something that I'm going to call the skinnv pill for kids and to me. I'm ringing
a great big bell out there across America.’

COURIC: What's in this pill?

Ms. KAYE: In this pill, we have vitamin--B vitamins, which are wonderful, and they help with energy, all right? We
have dietary fibers, which are wonderful, because what they do is they give you the feeling of fuliness...

COURIC: Right.

Ms. KAYE: ..so you don't eat as much or as often,

COURIC: In other words, it's all natral ingredients, right?

Ms. KAYE: Absolutely. These are--no one has questioned the contents of the _skinny pill.
COURIC: There's no ephedrine in it.

Dr. AYOOB: Excuse me,

Ms. KAYE: There is--oh, nb, no, no.

Dr. AYOOB: Excuse me.

COURIC: OK, wait--wait a second, Doctor. You're going to get--I'm going 1o get to you in a second, because I'm
sure you have some serious issues with the whole notion of marketing a--a _skinny pill for children. What are they?

Dr. AYOOB: Yes, I do, Big-time issues. First of all, I work with this issue every single day, and kids are the most
important people in the world to me. I have a real issue when somebody is marketing--marketing a bogus product that
has no scientific evidence behind it. And when it includes herbs that are essentially diuretics and have never been
tested on kids, | would never recommend this product for anybody.

COURIC: And in fact, it contams niacin, folate, vitamin B12, chromium...
Dr. AYOOB: And Katie...

COURIC: ...wait a second-- pectin, bioflavonoids, glucommanan. uni ursi***{as spoken)***whatever that is, am |
pron--buchu leaf and juniper berry. And you say it's based on scientific research done in Australia and the UK?

Ms. KAYE: Yes. It comes to--together with a food plan. We know that pectins, such as the f{ibers that are in this
product, are, you know, are ways of helping sa--satisfy children’s fullness. The B vitamins, you know, there's nothing in
this product that you can't get in other vitamins. But what I'm saying here is you've got to--you know, I'll tell what you
the experts are saying to our kids. They’re saying. 'Look, you're fat, here's what you have to do. Turn off the TV and
stop eating fa--fast-foods. How real is it? It's not going to happen. So what I'm saying is...

Dr. AYOOB: Excuse me. Excuse me. ! have a real issue with that, I'm sorry, The ingredients in this product have
never been tested on kids. Edita, you den't have any evidence, and until you do have evidence, you shouldn't be making
bogus claims. This pill is not going to help anybody lose weight. A balanced eating plan and hifestyle change that
parents can gradually work on is what's going to help kids lose weight.

COURIC: Has this been tested on children?

Ms. KAYE: I--I produced this in a--in a lab. It has formulators, a chemist...

COURIC: Has--has it been test on children?
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Ms. KAYE: This particular products, some of the ingredients have. and | don't know about the others.

COURIC: But this particular product hasn't been tested on children.

Ms. KAYE: My--no. The various ingredients are being taken.

Dr. AYOOB: Well, if you don't know about the other ingredients...

COURIC: Excuse me, Dr. Ayoob. Doesn't that make you--give you real cause for concern?

Ms. KAYE: No, because what happens, Katie, is what I'm saying is you need to take some supplements and you need
1o eat skinny foods. And no one is saying that I'm not doing that. In fact, I welcome the Dr. Ayoobs of the world,
com_e_anq help me, help me do something about this problem. Let's get doctors working on this with me, dieticians,
nutritionists, parents...

Dr. AYOOB: Katie, the only way...

Ms. KAYE: ...grownups...

Dr. AYOOB: Katie, the only way this product...

Ms. KAYE: ...children.

COURIC: Go head, Doctor.

Dr. AYOOB: The only--the only way you're going to lose from this product is from your pocketbook, not from your
body.

Ms. KAYE: That--oh!

Dr. AYOOB: And I take kids much more seriously than this. And Edita, if you want me to help you, I will. Tl help
you take it off the market.

Ms. KAYE: Oh, thank you, thank you.

Dr. AYOOB: I will help you take it off the market.

COURIC: He wants you to take it off the market, though. That's his way of helping you.

Dr. AYOOB: And Katie, I'm not even sure this is legal--these are legal herbs to put--and to give to kids.
Ms, KAYE: No, [ don't...

COURIC: Let me ask you both...

Dr. AYOOB: The FTC recently had a press conference...

COURIC: Go ahead, I'm sorry.

Dr. AYOOB: .. last week...

Ms. KAYE: You know, the...

Dr. AYOOB: ...about making bogus claims for health products, and I think this has never been tested on kids, 1 would
not give these herbs--these are contro--these are diuretic herbs. You don't give those to six-year-old children.
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N C“OURIC: Let me just ask you about the psychological impact of this. To tell children that frankly. there is a magic
ullet.

Ms. KAYE: But that's not what I'm saying.

COURIC: Yes, you say, there's exercise and an eating plan.

Ms. KAYE: That's not what I'm saying.

COURIC: But--but in the adult Web site, vou do say, quote, "magic will happen.” And...

Ms. KAYE: Well...

COURIC: ...and frankly...

Ms. KAYE: Magic happens when you take...

COURIC: ...isn't this misleading and psychologically difficult for children?

Ms. KAYE: No, no, because Katie, 'l tell you what happens, OK? Chil--here's what happens. I say to kids, 'look,
let's--let's use this time that you have blessed me with.' Let's say to kids, 'Look, this morning. when you're having that
glass of orange juice, have an orange. An orange has fiber in it. I'm saying tonight at bedtime, have some peanut butter.

Dr. AYOOB: Katie...

Ms. KAYE: That's wonderful. That's where the magic happens.'

Dr. AYOOB: Katie, a sensible eating plan is what's going to...

Ms. KAYE: The supplements and there are foods.

COURIC: Dr. Ayoob...

Dr. AYOOB: A--excuse me...

COURIC: ...we're almost out of time. You get the last word, Dr. Ayoob.

Dr. AYOOB: Thank you very much, Katie. Katie, this is a bogus product. There are eight ingredients that | would
never give to kids. I'm not even sure it's legal to have this in--give this to kids, and a sensible eating plan witha
lifestyle, a healthy eating style, is the way to get kids to lose weight. Pills aren't the answer.

COURIC: All right. That'll be the last word. Thank you both so much.

Ms. KAYE: Thank you, Katie.

COURIC: We'll be back after this.

LOAD-DATE: March 18, 2003
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By Tom Kelly, New York
DOCTORS vyesterday criticised a new “Skinny Pill” for children which claims to help
obese American youngsters “"win their battle with fat.”

The diet supplement, a mix of minerals, vitamins and herbs, is targeted at overweight
six to 12-year-olds.

Creator Edita Kaye claimed it was “a safe solution to the very real risk ... created by
juvenile obesity.”

“It helps their metabolism and gives kids hope and motivation,” Ms Kaye, who
describes herself as America’s favourite nutritionist, told the New York Post.

“The reality is, mommy is taking pills to lose weight and daddy’s taking stuff to help
him, so why not make something safe for kids?”

But Dr Keith Ayoob, professor of paediatrics at New York’s Albert Einstein College of
Medicine, called the supplements “junk science.” “The vitamins she puts in there aren’t
anything you can't get from a balanced diet or a regular muitivitamin,” he said.

Dr Kerry Sulkowicz, from the American Psychoanalytic Association, said it set a
dangerous precedent that pills could provide a solution to every problem. “Clearly
there are risks, psychologically and physically, to obesity at any age, but obesity is not
a simply physical matter.

A 30-day supply of Skinny Pills is sold for $40 on Ms Kaye's website, which she runs
from Jacksonville, Florida.
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BY FAX: 202-225-1919
Kellie Andrews

Majority Counsel

U. 8. House of Representatives
Committee on Energy and Commission
‘Washington, D. C. 20515

Re: The Fountain of Youth Group, LLC
Dear Ms. Andrews:

We are counsel to Edita Kaye, President of The Fountain of Youth Group, LLC
and am responding on her behalf to the letter from the Committee dated February 25, 2003 vis-3-
vis "Skinny Pills for Kids" and "Skinny Pills for Teens".

AS WE HAVE MENTIONED IN THE PAST THERE HAS NEVER BEEN A
SKINNY PILL FOR KIDS OR SKINNY PILL FOR TEENS EVER PRODUCED.

The Fountain of Youth Group, LLC is a small company with less than five
employees.  Edita Kaye is a noted nutritionist who has been giving advice on nutrition and
weight loss to adults for many years. About two years ago she became very interested in the
health and weight management of children, particularly because of the rise in obesity in children.
She began a study of this issue by reading books available on the subject written by health care
professionals and others. She has also interviewed children about their weight and weight loss
problems.

As you also know, obesity in children is a concern of national importance. Ms.
Kaye decided that a positive approach based upon her program for adults could be helpful in this
area. Her goal was to create a nutritional food program based on the concept of high fiber foods
and high protein foods and which could be made appealing to children through flash cards,
posters, refrigerator magnets and even a kids cookbook which would allow them to prepare fast
nutritious meals by themselves. The idea of coupling this food plan with a dietary
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supplement stem from Ms. Kaye becoming aware of the product, PediaLean, a product of the
Klein-Becker Company (see www.pedialean.com).

Ms. Kaye contacted PAL Laboratory, a Florida company and had discussion with
that company's formulator concerning the appropriate formula for a dietary supplement. PAL is
owned by Farmed, a mulfi-million dollar U. 8. pharmaceutical company. The formula for the
dietary supplement to which you have referred is one designed by PAL Laboratory.

After reviewing information from PAL Laboratory, Ms. Kaye sat down with a
web designer to create a page which would appear on her website discussing the concept of a
food plan accompanied with a nutritional supplement for children. The page was developed and
was to be placed on a test server to allow Ms. Kaye to examine it and make necessary revisions.
Unfortunately, the page was placed onto Ms. Kaye's active website on November 29, 2002.
When Ms. Kaye became aware of this fact she ordered the page removed and that took place on
December 15, 2002. Ms. Kaye has no plans of marketing a dietary supplement designed
specifically for kids or teens.

We hope the above explains the confusion that has arisen from Ms. Kaye's
appearance on television. If you believe you need any further information, please contacime.

Very ours;

e Friddel
SLF/mro
copy: Edita Kaye
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March 12, 2003

VIA FACSIMILE AND FIRST CLASS MAIL

Kellie Andrews, Esquire

Majority Counsel

U.S. House of Representatives
Committee on Energy and Commerce
Washington, DC 20515-6115

Re: The Fountain of Youth Group, LLC

Dear Ms. Andrews;

My firm has been retained by Edita Kaye, President of The Fountain of Youth
Group, LLC, to serve as Washington counsel.

Although Ms. Kaye's counsel has already corresponded with you regarding this
matter, | would like to re-emphasize that the dietary supplement which you referenced in
your February 25, 2003, letter is not being sold, marketed or advocated by my client or
her company. As such, there is no “Skinny Pill for Kids” or “Skinny Pill for Teens,” a fact
that has been distorted by the national media. Enclosed please find a news release
from the National Advertising Division addressing Ms. Kaye's efforts to clarify this
matter.

Hopeifuiiy this information is sufficient to satisfy your concerns regarding this

matter and resolves the confusion which may have inadvertently been created by the
media. If you would like to discuss this further please do not hesitate to contact me.

Sincerely, ‘
/N -
Andrew D. Herman

Enclosure
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TIONAL ADVERTISING DivIS|
70 Waar 35 Sumer. New York, NY 10018

NEWS RELEASE

Coarxcy: 212.705.0120

THE FOUNTAIN OF YOUTH GROUP SUCCESSFULLY PARTICIPATES
IN NAD SELF-REGULATORY PROCESS

NAD piased thas Edin's Skinny.com has discontinued advertising clims for The Skinny Pilt For Kids

New York, NY - March 13 2003 - The National Advertsing Division (NAD) of te Council of
Betier Businons Bursaus, Inc., the advertising indusiry's self-reguliiony font®, snnounced that it
was ploased 1o learn 1har The Fountain of Youth Growp. producer of Edita Kaye's Skiany.com
website had discontinied publication of its advertisiag claimus for the product The Skinny Pill For
Kide. The suh and accurscy of the agvertiser's claim was brought w the avention of NaD
through its routine and on-gning manitoriag program.

NAD was concerned about the accuracy of the claims and representations thae The Skincy Pili For
Kids is, “the frsi real hlp in fighting for" sud that it is "formulated with ihe finest ingredienss 1o
help children reduce thatr risk of obssiy-relared diseases ..." NAD alsd expressed concern showt
other claims ther Thr Sidnny Pill For Kids “ofi/s] very real weight loss help through
Suppiements thai megbolically asstsr children 1o burn mors fut paunds and inches, block new for
deposis and help regulaze insulin levels 10 help muigate far faciors.” and thit it is "an sxciling
proprietary biend of sqfe, natwral vitamins. mwnerals, and Jar fighting rutrients n u specioi blend
Just for children's wugue mesds.” To light of s concerns s 10 the safery and efficacy of dus
product, NAD was pleased thas the advertising was no longer being published and al! references 1o
The Skinny Pill For Kids haj been discomtisued.

1n a natemnent w0 NAD, the advertiser thanked NAD for the way in which the matrer was handled
and smared that the clsims were wninteorionally published on the website  The advertiser further
noted that, “While meetings had been held with professionals tegarding development of the
Poduct, 5o product had been formulated "

For a complete case report of the NAD decision, please contact Sheryl Harrig or 212.705.0120.
NAD's inquity was conducied under NAD/CARUVNARB Procedures for the Voluruury Self-
Regulanon of Nuional Advertising. Detsils of the initial quiry, NAD'S decision, and the
asdveriises's response will be included in the next NAD Case Report

Ll

phone: BBS.354.8272 - fax: 212.705.0134 «  waw.naareview arg
ASMminvRensd 1 e Najonsl Aoverising Raview Councit INARC] By the Qaunkit Of Bauet Business Sureaus CBsY;
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The Nationsl agvenismg Review Coundil (NARC) was formad in 1971 by the Associsnion of Natioral
Advertisers, Inc, (ANA), the Amercan Association of Adventising Agencies, Inc. (AAAA), e Amencan
Advenising Fedexsion, Inc (AAF), anc the Council of Bewier Buainess Buteauy, Inc. (CEBB) It puspesc
is 10 fosser 1N and wcouracy in advervising hrough voluntary seif-regulacion  NARC is the 5ody
thal exablishes the policies and procedlires for the CBBR's Naticna! Adveriising Division (NAD), the
Children’s Advertising Review Unit (CARL), and the National Advertising Raview Board (NARB)

NAD snd CARUY ace the investigative arjns of toe adwersising indusry's voluorary Seif teguistion progran.
Thelr casgwork resulis from competitivg chailenges Som other advertisers, aad 250 from self-monitoring
uaditional end now seedie, including the imernec.  The Nahonal Aavertising Review Roard (\ARB), ihe
appesls body, 13 3 peer group from which ad-hoc panels are sefecied 1 adjndicare hose cases that are sot
rescived at the NAD/CARU level. Thig uniqus, self-reguimory system iz funded ennreiy by tw business
community; CARL is financed by the children's acvernsing industry, while NAD/NARB's sole source of
fundmg is devived frum membership paid ro the Council of Better Businese Bunsans.
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BranND & FRULLA

A PROFEBSIONAL CORPORATION
923 FIFTEENTH STREET, N.W.
WASHINGTON, D.C. 20008

TELERHONE: (202) B62-6700
TrLECOPIER: (202) 737-7565

Tab 9

June 10, 2004

VIA FACSIMILE AND FIRST CLASS MAIL

Kelli Andrews, Esquire

Majority Counsel

U.S. House of Representatives
Committee on Energy and Commerce
Washington, DC 20515-8115°

Re: The Fountain of Youth Group, LLC

Dear Ms. Andrews:

My firm represents Edita Kaye and | am responding to the June 8, 2004,
facsimile inviting Ms. Kaye to testify voluntarily before the Energy and Commerce
Committee’s Subcommittee on Oversight & Investigations on Wednesday, June 15,
2004. As requested by the Subcommittee, | am providing this response prior to the
deadline of 5 p.m. on Thursday, June 10, 2004.

Ms. Kaye has elected to decline respectfully your invitation to testify before the
Subcommittee on the subject of “Parents Be Aware: Health Concerns about Dietary
Supplements for Overweight Children.” As | noted to you in my March 12, 2003, letter
regarding your initial inquiry, no dietary supplement for children or teens is being “sold,
marketed or advocated by my client or her company.” Accordingly, Ms. Kaye will not
accept your invitation to testify.

Since

Andrew D. Herman
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BRAND & FRULLA, P.C.
923 Fifteenth Street, N.W.
Washington, D.C. 20005
(202) 662-9700 (telephone)
(202) 737-7565 (facsimile)

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE INDIVIDUAL OR
ENTITY TO WHICH IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS
PRIVILEGED, CONFIDENTIAL AND EXEMPT FROM DiSCLOSURE UNDER
APPLICABLE LAW.

If the reader of this message is not the intended recipient or the employee or agent
responsible for delivering the message o the intended recipient, you are hereby
notified that any dissemination, distribution, or copying of this communication is strictly
prohibited. If you have received this communication in error, please notify us
immediately by telephone (collect, if applicable) and retumn the original message to us
at the above address via the United States Postal Service.

FACSIMILE COVER SHEET

Date: June 10, 2004 Sender: Andrew D. Herman, Esq.

Time:
TOTAL NUMBER OF PAGES, INCLUDING COVER SHEET: 2

IF ALL PAGES ARE NOT RECEIVED, PLEASE CONTACT: Lisa Epstein
AT (202) 662-9700.

Recipient:  Kelli Andrews, Esguire Recipient:
Fax No.: {202) 226-2447 Fax No.:

MESSAGE
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For Release: February 4, 2004
The “Skinny Pilis” Do Not Make You Skinny, Says the FTC

Marketers of the Skinny Pill Settle FTC Charges That They Made False and Unsubstantiated
Weight-Loss Claims

The Fountain of Youth Group, LLC, and its principal, Edita Kaye, have settled Federal Trade
Commission charges that they made false and unsubstantiated weight-loss and health claims for
their dietary supplement products - Skinny Pill AM, Skinny Sieep PM, Skinny Carbs, and Skinny Pilt
for Kids (collectively "Skinny Pilis"). The proposed settlement, which requires the court’s approval,
prohibits the defendants from making any weight-loss or health benefit claims for the Skinny Pills
and similar products, unless they have competent and refiable scientific evidence to support such
claims. The proposed settlement also contains a judgment of $6 million, which has been suspended
due to the defendants’ inability to pay.

The FTC filed its complaint in federal district court alleging that the Florida-based defendants
advertise their products on the Internet at www,skinnypill.com and through other multimedia
advertisements, making claims such as:

“My PM Skinny Sleep works overnight with a thermic formula to
burn fat while you sleep . . . to make sure you wake up . . . skinnier
than when you went o bed.”

“Skinny Carbs is the miracle that lets you occasionally ‘cheat’ without
guilt or added fat pounds, . . . When you eat a carb, Skinny Carbs
biocks

the starch from being broken down into sugar. . . . Skinny carbs cuts
{sic]

right into that cycle . . . and prevents starch from turning into sugar
and then

into fat. Instead, it passes right through our system. The result? We
can

enjoy our carbs without having them turn into body fat.”

The Skinny Pill for Kids

“This is the FIRST thermic and herbal formula ever developed for
weight

{oss for children 6 to 12 and has been created to help our children win
their battle with fat.”

The FTC complaint alleges that the defendants did not have a reasonabie basis to substantiate the
claims that use of the Skinny Pill AM and the Skinny Sleep PM causes weight loss, increases fat
burning, normalizes insulin and blood sugar levels, and causes dietary fat to be passed out of the
body before it can be digested; that use of Skinny Carbs blocks the absorption of carbohydrates,
preventing them from being converted into fat, and thereby causing weight loss; and that use of
Skinny Carbs normalizes insulin and blood sugar levels. The FTC's complaint also alleges as faise
the claim that use of the Skinny Pill AM and Skinny Sleep PM causes dietary fat to be passed out of
the body before it can be digested, thereby causing substantial weight loss, In addition, the FTC
alleges that the defendants’ claims that scientific research establishes the use of the Skinny Pill AM
and the Skinny Sleep PM causes weight oss and that use of Skinny Carbs blocks new fat from
forming when one eats a starchy meal are false.

The FTC further alleges that the defendants did not have reasonable basis to substantiate the

http://www.ftc.gov/opa/2004/02/skinnypill.htm

| HSR | FOIA | IG Office | En Espaiiol

Related Documents:

The Fountain of Youth
LLC, a Limited Liabilit
Company, and Edita K
individually and as Fo
Member and Manager
Fountain of Youth Gro
Defendants., United St
District Court Middle Di
Florida, Jacksonville Di
FTC File No. 032-3041,
Action Na. 3:04-CV-47-

Consumer Information

* Amazing Weight Los
Web site

2/5/2004



133

PO DKINRY FUIS L0 INOL VidRE X OU DRIDNY, days e riu rage 2 of >

claims that use of the Skinny Pill for Kids for children 6 to 12 years old causes weight loss; causes
children to burn increased fat; blocks new fat deposits; normalizes insulin and blood sugar levels;
reduces the risk of obesity-related disease, including heart disease, high blood pressure, and
diabetes; helps control diabetes and digestive disorders in children; or is safe. Finally, the FTC
alleges that the defendants’ claims that scientific research establishes that use of the Skinny Pill for
Kids causes weight loss in, or is safe for, children 6 to 12 years old is false.

The proposed stipulated final order prohibits The Fountain of Youth and Kaye from representing,
including through the use of names "Skinny Pill” or *Skinny Sleep,” that use of Skinny Pili AM,
Skinny Sleep PM, or any substantially similar product causes weight loss, increases fat burning, or
normalizes insulin and blood sugar levels, unless these claims are substantiated by competent and
reliable scientific evidence. Moreover, the defendants are prohibited from representing that use of
the Skinny Pilt AM, Skinny Sleep PM, or any substantially similar product will cause dietary fat to be
passed out of the body before it can be digested, thereby causing substantial weight loss.

With respect to Skinny Carbs or any substantially similar product, the settlement prohibits the
defendants from representing, including through the use of the name “Skinny Carbs,” that use of the
product blocks the absorption of carbohydrates, preventing them from being converted into fat and
thereby causing weight loss, or that use of such product normalizes insulin or blood sugar levels,
unless these claims are substantiated by competent and reliable scientific evidence.

The settlement aiso prohibits the defendants from representing, including through the use of the
name “Skinny Pill,” that use of Skinny Pill For Kids for children 6 to 12 years old or any substantially
similar product causes weight loss; increases fat burning; blocks new fat deposits; normalizes
insulin and blood sugar levels, reduces the risk of obesity-related disease; controls diabetes and
digestive disorders; or is safe, unless these claims are substantiated by competent and reliable
scientific evidence.

The proposed stipulated order further requires The Fountain of Youth LLC and Kaye {o possess
competent and reliable scientific evidence to substantiate any future representations, including
through the use of trade names or endorsements, concerning the absolute or comparative weight
foss or other health benefit, performance, safety, or efficacy of any dietary supplement, food, drug,
or device; or any program that purports to promote weight loss and that involves the offering for sale
or sale of any product or service of the defendants. The order prohibits the defendants from
misrepresenting the existence, contents, validity, results, conclusions, or interpretations of any test,
study, or research.

Finally, the seftlement contains various recordkeeping requirements to assist the FTC in monitoring
the defendants’ compliance.

The Commission vote to authorize staff to file the complaint and proposed stipulated final
order for permanent injunction was 5-0, The complaint and stipulated final order were filed in the
U.S. District Court, Middle District of Florida, Jacksonville Division, on January 28, 2004. The
stipulated final order requires the court's approval.

NOTE: The Commission files a complaint when it has “reason to believe” that the law has been or is
being violated, and it appears to the Commission that a proceeding is in the public interest. The
complaint is not a finding or ruling that the defendant has actually violated the law. The case will be
decided by the court.

NOTE: This proposed stipulated final order for permanent injunction is for settlement purposes only
and does not constitute an admission by the defendants of a law violation. Stipulated final order for
permanent injunctions have the force of law when signed by the judge.

Copies of the complaint and stipulated final order for permanent injunction are available from the
FTC's Web site at hitp://www.fic.gov and also from the FTC's Consumer Response Center, Room
130, 600 Pennsylvania Avenue, N.W., Washington, D.C. 20580. The FTC works for the consumer
to prevent fraudulent, deceptive, and unfair business practices in the marketplace and to provide
information to help consumers spot, stop, and avoid them. To file a complaint, or to get free
information on any of 150 consumer topics, call toli-free, 1-877-FTC-HELP (1-877-382-4357), or use
the complaint form at hitp://www.ftc.gov. The FTC enters Internet, telemarketing, identity theft, and
other fraud-related complaints into Consumer Sentinel, a secure, online database availabie to
hundreds of civit and criminal law enforcement agencies in the U.S. and abroad.

http://www fic.gov/opa/2004/02/skinnypill.htm 2/5/2004
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UNITED STATES DISTRICT COURT
MIDDLE DISTRICT OF FLORIDA
JACKSONVILLE DIVISION

FEDERAL TRADE COMMISSION,

Plaintiff, Tab 11
V.
Civ. No.
THE FOUNTAIN OF YOUTH GROUP,
LLC, STIPULATED FINAL ORDER
a limited liability company, and FOR PERMANENT INJUNCTION
EDITA KAYE,

individually and as founding member and
manager of The Fountain of Youth Group,
LLC.

Defendants.

Plaintiff, the Federal Trade Commission ("FTC" or "Commission"), commenced this
action by filing its Complaint for a permanent injunction and other relief against The
Fountain of Youth Group, LLC, a limited liability company, and Edita Kaye, individually and
as founding member and manager of The Fountain of Youth Group, LLC, pursuant to Section
13(b) of the Federal Trade Commission Act ("FTC Act™), 15 U.S.C. § 53(b), alleging
violations of Sections 5 and 12 of the FTC Act, 15 U.S.C. §§ 45 and 52.

The Commission, by and through its counsel, and defendants, by and through their
counsel, have agreed to the entry of this Stipulated Final Order For Permanent Injunction

("Order") and have requested that the Court enter the same to resolve all matters of dispute
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between them in this action without trial and adjudication of any issue of law or fact herein.

NOW, THEREFORE, the Commission and defendants having requested this Court
to enter this Order, IT IS HEREBY ORDERED, ADJUDGED, AND DECREED as
follows:

FINDINGS

1. This Court has jurisdiction of the subject matter of this case and of the parties
consenting hereto. Venue in the Middle District of Florida is proper.

2. The Complaint states a claim upon which relief can be granted, and the
Commission has authority to seek the relief it has requested under Sections 5, 12, and 13(b)
of the FTC Act, 15 U.S.C. §§ 45, 52, and 53(b).

3. The acts and practices of the defendants were or are in or affecting commerce,
as "commerce” is defined in Section 4 of the FTC Act, 15 U.S.C. § 44.

4. Defendants waive all rights to seek judicial review, or otherwise challenge or
contest the validity, of this Order. Defendants also waive any claim that they may have held
under the Equal Access to Justice Act, 28 U.S.C. § 2412, concerning the prosecution of this
action to the date of this Order.

5. This action and the relief awarded herein are in addition to, and not in lieu of,
other remedies as may be provided by law.

6. Each party shall bear its own costs and attorneys’ fees.

7. Defendants, without admitting or denying the allegations of wrongdoing set
forth in the Commission’s Complaint, stipulate and agree to entry of this Order under Section
13(b) of the FTC Act, 15 U.S.C. § 53(b). This Order does not constitute and shall not be
interpreted to constitute either an admission by defendants, or a finding by the Court, of any

liability or wrongdoing by any of the defendants or any violation of any law, rule, or



137

regulation.
8. Entry of this Order is in the public interest.
DEFINITIONS
1. "Defendants” shall mean The Fountain of Youth Group, LLC and Edita Kaye.
2. "Competent and reliable scientific evidence” shall mean tests, analyses,

research, studies, or other evidence based on the expertise of professionals in the relevant
area, that have been conducted and evaluated in an objective manner by persons qualified to
do so, using procedures generally accepted in the profession to yield accurate and reliable
results.

3. "Food," "drug," and "device" shall have the same meaning as "food," "drug,"
and "device" as defined in Section 15 of the Federal Trade Commission Act,
15U.S.C. §55.

4. "Covered product or service” shall mean: (a) any dietary supplement, food,
drug, or device; or (b) any program that involves the offering for sale or sale of any product
or service in which defendants have, directly or indirectly, a {financial interest, that purports
to promote weight loss, the reduction or elimination of fat, slimming, or caloric deficit; or
that purports to prevent weight gain, in a user of such product or service.

5. "Person” shall mean a natural person, organization, or other legal entity,
including a partnership, corporation, limited liability company, proprietorship, association,
cooperative, or any other group acting together as an entity.

CONDUCT PROHIBITIONS
I
IT IS HEREBY ORDERED that defendants, and their agents, servants, employees,

attorneys, corporations, subsidiaries, successors, assigns, and all other persons or entities in
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active concert or participation with any of the defendants who receive actual notice of this
Order by personal service, facsimile, or otherwise, in connection with the manufacturing,
labeling, advertising, promotion, offering for sale, sale, or distribution of Skinny Pill AM,
Skinny Sleep PM, or any substantially similar product in or affecting commerce, shall not
make any representation, in any manner, expressly or by implication, including through the

use of the names "Skinny Pill" or "Skinny Sleep.” that:

A. use of such product causes weight loss;

B use of such product causes increased fat burning;

C. use of such product normalizes insulin and blood sugar levels; or

D use of such product causes dietary fat to be passed out of the body before it

can be digested;
unless, at the time the representation is made, defendants possess and rely upon competent

and reliable scientific evidence that substantiates the representation.

1L

IT IS FURTHER ORDERED that defendants, and their agents, servants,
employees, attorneys, corporations, subsidiaries, successors, assigns, and all other persons or
entities in active concert or participation with any of the defendants who receive actual notice
of this Order by personal service, facsimile, or otherwise, in connection with the
manufacturing, labeling, advertising, promotion, offering for sale, sale, or distribution of
Skinny Pill AM, Skinny Sleep PM, or any substantially similar product in or affecting
commerce, shall not make any representation, in any manner, expressly or by implication,
that use of such product causes dietary fat to be passed out of the body before it can be

digested, thereby causing substantial weight loss.
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1L

IT IS FURTHER ORDERED that defendants, and their agents, servants,
employees, attomeys, corporations, subsidiaries, successors, assigns, and all other persons or
entities in active concert or participation with any of the defendants who receive actual notice
of this Order by personal service, facsimile, or otherwise, in connection with the
manufacturing, labeling, advertising, promotion, offering for sale, sale, or distribution of
Skinny Carbs or any substantially similar product in or affecting commerce, shall not make
any representation, in any manner, expressly or by implication, including through the use of
the name "Skinny Carbs," that:

A. use of such product blocks the absorption of carbohydrates, preventing them

from being converted into fat and thereby causing weight loss; or

B. use of such product normalizes insulin and blood sugar levels;
unless, at the time the representation is made, defendants possess and rely upon competent
and reliable scientific evidence that substantiates the representation.

Iv.

IT IS FURTHER ORDERED that defendants, and their agents, servants,
employees, attorneys, corporations, subsidiaries, successors, assigns, and all other persons or
entities in active concert or participation with any of the defendants who receive actual notice
of this Order by personal service, facsimile, or otherwise, in connection with the
manufacturing, labeling, advertising, promotion, offering for sale, sale, or distribution of
Skinny Pill for Kids or any substantially similar product in or affecting commerce, shall not
make any representation, in any manner, expressly or by implication, including through the
use of the name "Skinny Pill," that:

A. use of such product causes weight loss in children 6 to 12 years old;
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use of such product causes children 6 to 12 years old to burn increased fat;
use of such product blocks new fat deposits in children 6 to 12 years old;
use of such product normalizes insulin and blood sugar levels in

children 6 to 12 years old;

E. use of such product reduces the risk of obesity related disease, including heart

disease, high blood pressure, and diabetes, in children 6 to 12 years old;

F. use of such product helps control diabetes and digestive disorders in

children 6 to 12 years old; or

G. use of such product is safe for children 6 to 12 years old;
unless, at the time the representation is made, defendants possess and rely upon competent
and reliable scientific evidence that substantiates the representation.

V.

IT IS FURTHER ORDERED that defendants, and their agents, servants,
employees, attorneys, corporations, subsidiaries, successors, assigns, and all other persons or
entities in active concert or participation with any of them, directly or through any
corporation, subsidiary, division, or other device, and all other persons or entities in active
concert or participation with any of them who receive notice of this Order by personal service
or otherwise, in connection with the manufacturing, labeling, advertising, promotion, offering
for sale, sale, or distribution of any covered product or service in or affecting commerce, shall
not make any representation, in any manner, expressly or by implication, including through
the use of trade names or endorsements, about the absolute or comparative weight loss or
other health benefits, performance, efficacy, safety, or side effects, of any covered product or
service, including, but not limited to the following:

A. use of such product causes weight loss;
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use of such product increases fat burning;

C. use of such product causes dietary fat or starch to be passed out of the body
before it can be digested;

D. use of such product enables users to lose weight at any specified rate or to lose

any specified amount of weight in total;

E. use of such product enables users to lose weight or fat without dieting or
exercising;

F. use of such product enables users to maintain permanent or persistent weight

loss;

G. use of such product normalizes insulin or blood sugar levels;

H. use of such product reduces the risk of obesity related disease, including heart

disease, high blood pressure, and diabetes, or otherwise improves health;

L use of such product is safe or has no side effects; or
L. scientific research establishes any of the claims in Subparagraphs A through !
hereof;

unless, at the time the representation is made, defendants possess and rely upon competent
and reliable scientific evidence that substantiates the representation.
VI

IT IS FURTHER ORDERED that defendants, and their agents, servants,
employees, attorneys, corporations, subsidiaries, successors, assigns, and all other persons or
entities in active concert or participation with any of them, directly or through any
corporation, subsidiary, division, or other device, and all other persons or entities in active
concert or participation with any of them who receive notice of this Order by personal service

or otherwise, in connection with the manufacturing, labeling, advertising, promotion, offering
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for sale, sale, or distribution of any covered product or service in or affecting commerce, shall
not misrepresent, in any manner, expressly or by implication, the existence, contents, validity,
results, conclusions, or interpretations of any test, study, or research.
FOOD AND DRUG REGULATIONS
VIL

Nothing in this Order shall prohibit defendants from making any representation for
any drug that is permitted in labeling for such drug under any tentative final or final standard
promulgated by the Food and Drug Administration, or under any drug application approved
by the Food and Drug Administration. Nor shall it prohibit defendants from making any
representation for any product that is specifically permitted in labeling for such product by
regulations promulgated by the Food and Drug Administration pursuant to the Nutrition
Labeling and Education Act of 1990.

SUSPENDED JUDGMENT
VIIIL

IT IS FURTHER ORDERED that judgment is entered against defendants, jointly
and severally, in the amount of six million dollars ($6,000,000), provided, however, that this
judgment shall be suspended subject to the conditions set forth in Section IX of this Order.

RIGHT TO REOPEN
IX.

IT IS FURTHER ORDERED that the Commission’s agreemeﬁt to this Order is
expressly premised upon the truthfulness, accuracy, and completeness of defendants’
financial conditions as represented in the Financial Statements and information provided to
the Commission, including the financial records provided to the Commission on June 9,

2003, July 22, 2003, July 23, 2003, and August 26, 2003 and defendants’ financial
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statements executed on May 29, 2003 and revised and re-executed on August 22, 2003,

which contain material information and documents upon which the Commission relied in

negotiating and agreeing to the terms of this Order.

A,

If, upon motion by the Commission, this Court finds that defendants’

financial statements failed to disclose any material asset, or materially misrepresented

the value of any asset, or made any other material misrepresentation in or omission

from any financial statement, the Court shall enter judgment against defendants,

Jointly and severally, and in favor of the Commission, in the amount of six million

dollars ($6,000,000), which will become immediately due and payable less any

amounts previously paid. For purposes of this Section and any subsequent

proceedings to enforce payment, including but not limited to a non-dischargeability

complaint filed in a bankruptcy case, defendants waive any right to contest any of the

allegations in the Commission’s complaint.

B.

All funds paid pursuant to this Section shall be deposited into a fund

administered by the Commission or its agent to be used for
equitable relief, including but not limited to, consumer redress and any
attendant expenses for the administration  of any redress fund. In the event
that direct redress to consumers is wholly or partially
impracticable or funds remain after redress is completed, the Commission

may apply any remaining funds for such other equitable relief (including

consumer information remedies) as it determines to be reasonably related to
the defendants’  practices alleged in the complaint. Any funds not used for
such equitable relief shall be deposited to the Treasury as disgorgement.

Defendants shall have no right to  challenge the Commission’s choice of
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remedies under this Section. No portion of this Judgment for equitable
monetary relief shall be deemed a fine, penalty or punitive assessment, or
forfeiture. The Commission shall have full and sole discretion to:
1. Determine the criteria for participation by individual claimants in any
consumer redress program implemented pursuant to this Order;
2. Determine the manner and timing of any notices to be given to consumers
regarding the existence and terms of such programs; and
3. Delegate any and all tasks connected with such redress program to any
individuals, partnerships, or corporations; and pay reasonable fees, salaries,
and expenses incurred thereby from the payments made pursuant to this
Order;
C. Defendants expressly waive their rights to litigate the issue of disgorgement.
Defendants acknowledge and agree that all money paid pursuant to this
Order is irrevocably paid to the Commission for purposes of settlement
between plaintiff and defendants;
D. Defendants shall also furnish to the Commission, in accordance with
31 U.S.C. § 7701, their taxpayer identification numbers (social security number,
social insurance number, or employer identification number), which shall be used for
purposes of collecting and reporting on any delinquent amount arising out of
defendants’ relationship with the government.
COMPLIANCE MONITORING
X.
IT IS FURTHER ORDERED that, for the purpose of monitoring and investigating

compliance with any provision of this Order,
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Within ten (10) days of receipt of written notice from a representative of the

Commission, any defendant receiving such notice shall submit
additional written reports, sworn to under penalty of perjury; produce
documents for inspection and  copying; appear for deposition; and/or
provide entry during normal business hours to any business location in such
defendant’s possession or direct or indirect control to  inspect the business
operation;

In addition, the Commission is authorized to monitor compliance with this

Order by all other lawful means, including but not limited to the following:

1.  obtaining discovery from any person, without further leave of court,
using the procedures prescribed by Fed. R. Civ. P. 30, 31, 33, 34, 36, and 45;
2. posing as consumers and suppliers to: defendants or employees of The
Fountain of Youth Group, LLC or Edita Kaye, or any other entity managed or
controlled in whole or in part by defendants The Fountain of Youth Group,

LLC or Edita Kaye, without the necessity of identification or prior notice;

Provided that nothing in this Order shall limit the Commission’s lawful use of compulsory

process pursuant to Sections 9 and 20 of the FTC Act, 15 U.S8.C. §§ 49, 57b-1, to obtain any

documentary material, tangible things, testimony, or information relevant to unfair or

deceptive acts or practices in or affecting commerce (within the meaning of 15US.C. §

45(a)(1)).

C.

Defendants The Fountain of Youth Group, LLC and Edita Kaye shall permit
representatives of the Commission to interview any employer,
consultant, independent contractor, representative, agent, or employee who

has agreed to such an interview, relating in any way to any conduct subject to

11
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this Order. The person interviewed may have counsel present.
COMPLIANCE REPORTING BY DEFENDANT
XL
IT IS FURTHER ORDERED that, in order that compliance with the provisions of
this Order may be monitored:
A. For a period of five (5) years from the date of entry of this Order,
1. Defendant Edita Kaye shall notify the Commission of the following:
a. Any changes in her own residence, mailing addresses, and telephone
numbers, within ten (10) days of the date of such change;
b. Any changes in her employment status (including self-employment)
within ten (10) days of the date of such change. Such notice shall include
the name and address of each business that she is affiliated with,
employed by, or performs services for; a statement of the nature of the
business; and a statement of her duties and responsibilities in
connection with the business;
¢. Any changes in her name or use of any aliases or fictitious names; and
2. Defendants The Fountain of Youth Group, LLC and Edita Kaye shall notify
the Commission of any changes in corporate structure that may affect
compliance obligations arising under this Order, including but not limited to a
dissolution, assignment, sale, merger, or other action that would result in the
emergence of a successor corporation; the creation or dissolution of a
subsidiary, parent, or affiliate that engages in any acts or practices subject to
this Order; the filing of a bankruptcy petition; or a change in the corporate

name or address, at least thirty (30) days prior to such change, provided

12
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that, with respect to any proposed change in the corporation about which the

defendants learn less than thirty (30) days prior to the date such action is to
take place, defendants shall notify the Commission as soon as is practicable
after obtaining such knowledge.

One hundred eighty (180) days after the date of entry of this Order, defendants
The Fountain of Youth Group, LLC and Edita Kaye each shall provide a

written report to the FTC, sworn to under penalty of perjury, setting forth in

detail the manner and form in which they have complied and are complying

with this Order. This report shall include, but not be limited to:

1. Any changes required to be reported pursuant to Subparagraph A

above;

2. A copy of each acknowledgment of receipt of this Order obtained by

defendant pursuant to Section XIII;

For the purposes of this Order, defendant shall, unless otherwise directed by

the Commission’s authorized representatives, mail all written notifications to

Commission to:
Regional Director for Northeast Region
Federal Trade Commission
One Bowling Green, Suite 318
New York, NY 10004
Re: FTC v. The Fountain of Youth Group, LLC et al.,

Civil Action No.
For purposes of the compliance reporting required by this Section, the
Commission is authorized to communicate directly with defendants

The Fountain of Youth Group, LLC and Edita Kaye
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RECORD KEEPING PROVISIONS
XII.

IT IS FURTHER ORDERED that, for a period of eight (8) years from the date of
entry of this Order, defendants The Fountain of Youth Group, LLC and Edita Kaye, and their
agents, employees, officers, corporations, successors, and assigns, and those persons in active
concert or participation with them who receive actual notice of this Order by personal service
or otherwise, are hereby restrained and enjoined from failing to create and retain the
following records applicable to defendant The Fountain of Youth Group, LLC and any
business where: (1) defendant Edita Kaye is the majority owner of the business or directly or
indirectly manages or controls the business; and (2) the business is engaged in the
manufacturing, labeling, advertising, promotion, offering for sale, or distribution, in or
affecting commerce, of any covered product:

A. all advertisements and promotional materials containing representation(s)

relating to a covered product;

B. all materials that were relied upon in disseminating representation(s) relating

to a covered product;

C. all tests, reports, studies, surveys, demonstrations, and other evidence in their

possession, custody, or control that contradict, qualify, or call into question the

representation(s) relating to a covered product, or the basis relied upon for the
representation, including complaints and other communications with consumers or
with governmental entities or consumer protection organizations;

D. accounting records that reflect the cost of goods or services sold, revenues

generated, and the disbursement of such revenues;

E. personnel records accurately reflecting: the name, address, and telephone

14
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number of each person employed in any capacity by such business. including as an
independent contractor; that person's job title or position; the date upon which the
person commenced work; and the date and reason for the person's termination, if
applicable;
F. customer files containing the names, addresses, phone numbers, dollar
amounts paid, quantity of items or services purchased. and description of items or
services purchased, to the extent such information is obtained in the ordinary
course of business;
G. complaint and refund requests (whether received directly, indirectly, or
through any third party) and any responses to those complaints or requests; and
H. copies of all sales scripts, training materials, advertisements, and other
marketing materials.
DISTRIBUTION OF ORDER BY DEFENDANTS
XHL
IT IS FURTHER ORDERED that, for a period of five (5) years from the date of
entry of this Order,
A.  Defendant The Fountain of Youth Group, LLC shall deliver a copy of this
Order to all principals, officers, directors, managers, employees, agents,
and representatives having responsibilities with respect to the subject matter
of this Order, and shall secure from each such person a signed and dated statement
acknowledging receipt of the Order. The Fountain of Youth Group, LLC shall deliver
this Order to current personnel within thirty (30) days after the date of service of this
Order, and to new personnel within thirty (30) days after the person assumes such position

or responsibilities.

15
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B. Defendant Edita Kaye shall deliver a copy of this Order to the principals,

officers, directors, managers and employees under Edita Kaye’s control, of
pioy y

The Fountain of Youth Group, LLC and any business that (1) employs or
contracts for personal services from Edita Kaye and (2) has responsibilities with respect
to the subject matter of this Order. Edita Kaye shall secure from each such

person a signed and dated statement acknowledging receipt of the Order within thirty (30)
days after the date of service of the Order or the commencement of the employment
relationship.
ACKNOWLEDGMENT OF RECEIPT OF ORDER BY DEFENDANTS
XIV.

IT IS FURTHER ORDERED that each defendant, within five (5) business days of
receipt of this Order as entered by the Court, must submit to the Commission a truthful sworn
statement acknowledging receipt of this Order.

RETENTION OF JURISDICTION
XV,
IT IS FURTHER ORDERED that this Court shall retain jurisdiction of this matter

for purposes of construction, modification, and enforcement of this Order.

SO STIPULATED:

PLAINTIFF:

16
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BARBARA ANTHONY (BA 02000)
Regional Director, Northeast Region
Federal Trade Commission

MICHAEL BLOOM (MB 7732)
Senior Counsel to the Northeast Region
Federal Trade Commission

DONALD D’AMATO (DD 3008)

Assistant Regional Director, Northeast Region
Federal Trade Commission

One Bowling Green, Suite 318

New York, NY 10004

(212) 607-2829

(212) 607-2822 (facsimile)

DEFENDANTS:

THE FOUNTAIN OF

17
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YOUTH GROUP, LLC
Edita Kaye, as Founding Member and Manager

EDITA KAYE, Individually and
as Founding Member and Manager of
The Fountain of Youth Group, LLC

STUART FRIEDEL
Attorney for Defendants
Davis & Gilbert LLP

ADAM SOLOMON
Attorney for Defendants
Davis & Gilbert LLP

1740 Broadway

New York, NY 10019
(212) 468-4800

(212) 468-4888 (facsimile)

JOHN BALL
(F1. Bar No. )
Attorney for Defendants

18
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SO ORDERED., this day of 2004, at

UNITED STATES DISTRICT JUDGE
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UNITED STATES DISTRICT COURT
MIDDLE DISTRICT OF FLORIDA
JACKSONVILLE DIVISION

FEDERAL TRADE COMMISSION,

Plaintiff, Tab 12

V.
Civ. No.
THE FOUNTAIN OF YOUTH GROUP,
LLC,

a limited liability company, and
COMPLAINT FOR INJUNCTIVE

EDITA KAYE, AND OTHER EQUITABLE
individually and as founding member and RELIEF
manager of The Fountain of Youth Group,
LLC,
Defendants.

Plaintiff, the Federal Trade Commission ("FTC" or "Commission"), by its
undersigned attorneys, alleges as follows:
1. This is an action under Section 13(b) of the Federal Trade Commission Act ("FTC
Act"), 15 U.S.C. § 53(b), to secure a permanent injunction and other equitable relief against
defendants for engaging in deceptive acts or practices and the making of false advertisements
in connection with the advertising, offering for sale, selling, and/or distribution of alleged
weight loss products, Skinny Pill AM, Skinny Sleep PM, Skinny Carbs, and Skinny Pill for
Kids, in violation of Sections 5 and 12 of the FTC Act, 15 U.S.C. §§ 45 and 52.
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JURISDICTION AND VENUE
2. This Court has jurisdiction over Plaintiff’s claim pursuant to 28 U.S.C. §§ 1331,
1337(a) and 1345, and 15 U.S.C. §§ 45(a), 52 and 53(b).
3. Venue in this District is proper under 28 U.S.C. §§ 1391(b) and (c)and 15 US.C. §
53(b).
PLAINTIFF
4. Plaintiff FTC is an independent agency of the United States Government created by
statute. 15 U.S.C. §§ 41-58. The FTC enforces Sections 5(a) and 12 of the FTC Act, 15
U.S.C. §§ 45(a) and 52, which prohibit, respectively, deceptive acts and practices, and false
advertisements for food, drugs, devices or cosmetics in or affecting commerce. The FTC
may initiate federal district court proceedings to enjoin violations of the FTC Act and to
secure such equitable relief as may be appropriate in each case. 15U.S.C. § 53(b).
DEFENDANTS
5. Defendant The Fountain of Youth Group, LLC ("Fountain of Youth") is a Delaware
limited liability company with its principal office or place of business at 830-13 A1A North,
Ponte Vedra Beach, Florida 32082. It markets various dietary supplements that purportedly
cause substantial weight loss. Fountain of Youth transacts business in the Middle District of
Florida.
6. Defendant Edita Kaye is founding member and manager of Fountain of Youth. Her
principal office or place of business is the same as that of Fountain of Youth. In connection
with the matters alleged herein, Edita Kaye transacts business in the Middle District of
Florida. At all times material to this complaint, Edita Kaye, individually or in concert with
others, formulated, directed, controlled, or participated in the policies, acts, or practices of

Fountain of Youth, including the acts and practices alleged in this complaint.
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COMMERCE

7. The acts and practices of defendants as alleged herein are in or affecting commerce, as
"commerce” is defined in Section 4 of the FTC Act, 15 U.S.C. § 44.

DEFENDANTS’ COURSE OF CONDUCT
8. Beginning in 2000, defendants have marketed a variety of dietary supplements that
purportedly cause substantial weight loss. These products have included Skinny Pill AM,
Skinny Sleep PM capsules, Skinny Carbs capsules, and the Skinny Pill For Kids. These
dietary supplements, which contain ingredients such as chromium, citrus aurantium, chitosan,
green tea leaf extract, and herbal blends and diuretics. are purported to cause substantial
weight loss through, among other means, speeding up thermogenesis (the production of heat
through burning of calories) and blocking starch absorption.
9. Defendants have advertised, offered for sale, sold, and/or distributed Skinny Pill AM,
Skinny Sleep PM, Skinny Carbs, and the Skinny Pill For Kids to consumers throughout the
United States by means of personal promotions by Defendant Edita Kaye, radio commercials,

a test infomercial, and Internet website(s).

Skinny Pill AM and Skinny Sleep PM
10.  Defendants have disseminated or have caused to be disseminated advertisements for
Skinny Pill AM and Skinny Sleep PM, including, but not limited to, the attached Exhibits A
and B (excerpts from defendants’ Internet website, www.skinnypill.com, on December 11,
2002), which include, among other things, the following statements and depictions:

[Edita’s] AM Skinny Pill . . . works all day with a combination of the top five
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fat fighters. (Ex. A-1)

Everything about Edita’s Skinny Pill

The Skinny Pill formula is safe. . . . Effective. It includes the top 5 skinny
supplements that help turn off your body’s fat switch and break your
food-to-fat cycle starting in just 24 hours.

Here’s what this winning skinny formula contains:

Carnitine 250 mg

It helps to burn off stored fat . . . , suppresses your appetite and reduces
cravings.

Chromium 400 mcg

... It acts as a thermogenic (fat burning) agent, reducing body fat without
dieting or exercise.

Citrimax 300 mg

Decreases fat gain by inhibiting lipogenesis, the metabolic process by which
our bodies turn food into fat.

Chitosan 250 mg

[Placks a double fat fighting whammy. It’s a fat magnet, attracting fat before
it gets digested and it’s also a fat sponge, absorbing over four times its weight
in dietary fat.

Citrus Aurantium 300 mg

Unlocks fat cells. Speeds up the rate at which fat is released from fat storage
(lipolysis). Increases resting metabolism (thermogenesis) accelerating the rate
at which your body burns fat. (Ex. A-5, A-6)

I {Edita Kaye] lost 67 pounds on the Skinny Pillt ["Before" and “after”
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photographs shown.] (Ex. A-9)

Tracy

lost 26 pounds and ten inches on the Skinny Pill! ["Before" and "after”
photographs shown.]

Priscilla

lost 30 pounds and 4 dress sizes on the Skinny Pill! ["Before" and "after"
photographs shown.] (Ex. A-10, A-11)

Rebecca

lost 75 pounds and hubby lost 55 on the Skinny Pill! ["Before" and "after"
photographs shown.] (Ex. A-13)

Lorraine

I have been taking the Skinny Pill for two months and have lost 32 pounds.
(Ex. A-14)

Edita’s Skinny products are the BEST! They are safe. Effective. Researched.
Tested. Proven. (Ex. A-15)

Here is everything you need to know about Edita’s Skinny PM.

[M]y special blend also contains skinny supplements that help your own
natural fat fighting systems start to empty out those fat cells, overnight.
The Result? You should wake up rested, refreshed and SKINNIER!
Here’s my blend:

The Skinny Part Vitamin B6 [sic]

One of the most powerful metabolism boosting vitamins{.]

Chromium

A thermogenic agent and insulin cofactor, helping your body regulate sugar
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and blood fat more efficiently.

Citrus Aurantium

Researchers believe that citrus aurantium zeros in on special Beta-3 receptors
only, turning on their powerful fat fighting signal . . . .

Citrimax

Preliminary research shows that HCA [which is contained in Citrimax]
decreases fat gain by inhibiting lipogenesis, the metabolic process by which

our bodies turn food into fat.

L Carnitine
Helps burn off stored fat . . . . (Ex. B-3, B-4)
My PM Skinnv Sleep works overnight with a thermic formula to burn fat
while you sleep . . . to make sure you wake up . . . skinnier than when you
went to bed. (Ex. B-6)
‘What is Skinny Sleep™?
[Blased on the latest scientific research into both sleep supplements and
thermogenics to help you . . . burn fat all night long. The result? You’ll wake
up rested . . . and skinnier than when you went to bed! (Ex. B-8)
Edita’s Skinny products are the BEST! They are safe. Effective. Researched.
Tested. Proven. (Ex. B-11)
Skinny Carbs
11.  Defendants have disseminated or have caused to be disseminated advertisements for
Skinny Carbs, including, but not limited to, the attached Exhibit C (excerpts from

defendants’ Internet website, www.skinnypill.com, on December 11, 2002), which include,
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among other things, the following statements:
What is Skinny Carbs™?
Skinny Carbs is the miracle that lets you occasionally "cheat" without guilt or
added fat pounds. . .. When you eat a carb, Skinny Carbs blocks the starch
from being broken down into sugar. . . . Skinny carbs cuts [sic] right into that
cycle [of conversion of excess sugar into fat stores] and prevents starch from
turning into sugar and then into fat. Instead, it passes right through our
system. The result? We can enjoy our carbs without having them turn into
body fat.
What does it contain?
Skinny Carbs contain [sic] the following ingredients to help you get skinny,
even if you have to cheat, occasionally.
Chromium: 500 meg
Chromium plays an important role in the regulation of insulin and
glucose levels, controlling hunger, and in regulating the metabolic rate. It
promotes loss of body fat. ...
Vanadium: 200 mecg
Most research has focused on its role in improving insulin action and
reducing sugar cravings.
Glucosol™: 16 mg
Shown to reduce blood sugar levels {which otherwise usually would be
converted into bloed sugar].
D-Carb Energy Blend 450 mg

Green tea leaf extract, . . . fights fatigue, and helps diminish appetite. It’s
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also a thermogenic that can promote the burning of fat and regulate

blood sugar.

D-Carb Support Blend 250 mg
Gymnema sylvestre leaf, . . . inhibits the digestive process casing the
elimination of excess calories before they can be absorbed . ...
How fast does it work?
Skinny Carbs begin to work within minutes to help keep you skinny even
when you can’t eat skinny. (Ex. C-1, C-2)
Edita’s Skinny products are the BEST! They are safe. Effective. Researched.
Tested. Proven. (Ex. C-4)

Skinny Pill For Kids

Defendants have disseminated or have caused to be disseminated advertisements for

Skinny Pill for Kids, including. but not limited to, the attached Exhibit D (excerpts from

defendants’ Internet website, www.skinnypill.com, on December 11, 2002), which include,

among other things, the following statements:

Edita is proud to offer you and your children the first SKINNY PILL just for
kids! And because it's from Edita, America’s Favorite Nutritionist, you know
you and your kids can trust the Skinny Pill for Kids™.

This is the FIRST thermic and herbal formula ever developed for weight loss
for children 6 to 12 and has been created to help our children win their battle

with fat.

Here is a real solution for overweight kids and the adults that care about them. I give
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you with great pride, America’s first SKINNY PILL for Kids! [followed by

Edita’ Kaye’s signature]
Here’s how very special and exciting this new Skinny Pill for Kids really
is!
1. Ttis the very first product that brings together fat fighting ingredients in one
formula.
2. It contains an exciting, proprietary blend of safe . . . fat fighting nutrients . .
. just for children’s unique needs.
3. Itis formulated . . . to help children reduce their risk of obesity-related
diseases such as heart disease, high blood pressure and diabetes.
4. It offers very real weight-loss help through supplements that metabolically
assist children to burn more fat pounds and inches. block new fat deposits, and

help regulate insulin levels to mitigate fat factors.

Edita’s Skinny Pill for Kids proprietary blend contains:
Niacin

[Alids in the metabolism of carbohydrates, fat, and proteins.

Chromium
{I]s involved in the metabolism of glucose. . . . This essential mineral also
maintains stable blood sugar levels . . ..

Pectins
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[SHlow the absorption of food after meals and aiso helps to lower cholesterol

levels.

Glucommanan

This substance actually picks up and removes fat from the colon wall. Itis
good for diabetes and obesity, because one of its primary functions is the
removal of fat. . . . It expands up to sixty times its own weight, and in so

doing, helps maintain a feeling of fullness and curbs appetite.

Buchu Leaf
Aids in controlling diabetes, digestive disorders, and fluid retention. (Ex. D-1

thru D-4)

Edita’s Skinny products are the BEST! They are safe. Effective. Researched.
Tested. Proven. (Ex. D-6)

DEFENDANTS’ VIOLATIONS OF THE FTC ACT
13. Section 5(a) of the FTC Act, 15 U.S.C. § 45(a), prohibits unfair or deceptive
acts or practices in or affecting commerce. Section 12(a) of the FTC Act, 15 U.S.C. § 52(a),
prohibits the dissemination of any false advertisement in or affecting commerce for the
purpose of inducing, or which is likely to induce, the purchase of food, drugs, devices,
services, or cosmetics. For the purposes of Section 12 of the FTC Act, Skinny Pill AM,

Skinny Sleep PM, Skinny Carbs, and the Skinny Pill For Kids are either a "food" or "drug" as

10
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defined in Section 15(b) and (c) of the FTC Act, 15 U.S.C. § 55(b) and (¢).

14. As set forth below, the defendants have engaged in unlawful practices in
violation of Sections 5(a) and 12(b) of the FTC Act in connection with the marketing and/or
sale of Skinny Pill AM, Skinny Sleep PM, Skinny Carbs, and the Skinny Pill For Kids .

COUNT ONE

Unsubstantiated Efficacy Claims For Skinny Pill AM and Skinnv Sleep PM

15, Through the means described in Paragraph 10, defendants have represented,
expressly or by implication, that:

A. Use of Skinny Pill AM and Skinny Sleep PM causes weight loss;

B. Use of Skinny Pill AM and Skinny Sleep PM causes increased fat burning;

C. Use of Skinny Pill AM and Skinny Sleep PM normalizes insulin and blood

sugar levels; and

D. Use of Skinny Pill AM and Skinny Sleep PM causes dietary fat to be passed

out of the body before it can be digested.

16.  Through the means described in Paragraph 10, defendants have represented,
expressly or by implication, that they possessed and relied upon a reasonable basis that
substantiated the representations set forth in Paragraph 15 at the time the representations were
made.

17.  Infact, defendants did not possess and rely upon a reasonable basis that
substantiated the representations set forth in Paragraph 15 at the time the representations were
made. Therefore, the making of the representation set forth in Paragraph 16 constitutes a
deceptive practice, and the making of a false advertisement, in or affecting commerce, in
violation of Sections 5(a) and 12 of the FTC Act, 15 U.S.C. §§ 45(a) and 52.

COUNT TWO

"
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False Claim For Skinny Pill AM and Skinny Sleep PM

18.  Through the means described in Paragraph 10, defendants have represented.
expressly or by implication, that use of Skinny Pill AM and Skinny Sleep PM causes dietary
fat to be passed out of the body before it can be digested, thereby causing substantial weight
loss.

19. In fact, use of Skinny Pill AM and Skinny Sleep PM does not cause dietary fat
to be passed out of the body before it can be digested, thereby causing substantial weight
loss. Therefore, the making of the representation set forth in Paragraph 18 constitutes a
deceptive practice and the making of a false advertisement, in or affecting commerce, in

violation of Sections 5(a) and 12 of the FTC Act, 15 US.C. §§ 45(a) and 52.

COUNT THREE
False Establishment Claims For Skinny Pill AM and Skinny Sleep PM

20.  Through the means described in Paragraph 10, defendants have represented,
expressly or by implication, that scientific research establishes that use of Skinny Pill AM
and Skinny Sleep PM causes weight loss.

21. In fact, scientific research does not establish that use of Skinny Pill AM and
Skinny Sleep PM causes weight loss. Therefore, the making of the representation set forth in
Paragraph 20 constitutes a deceptive practice and the making of a false advertisement, in or
affecting commerce, in violation of Sections 5(a) and 12 of the FTC Act, 15 U.S.C. §§ 45(a)
and 52.

COUNT FOUR
Unsubstantiated Efficacy Claims For Skinny Carbs

22.  Through the means described in Paragraph 11, defendants have represented,

12
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expressly or by implication, that:
A. Use of Skinny Carbs blocks the absorption of carbohydrates, preventing them

from being converted into fat and thereby causing weight loss; and

B. Use of Skinny Carbs normalizes insulin and blood sugar levels.
23.  Through the means described in Paragraph 11, defendants have represented,

expressly or by implication, that they possessed and relied upon a reasonable basis that
substantiated the representations set forth in Paragraph 22 at the time the representations were
made.

24.  Infact, defendants did not possess and rely upon a reasonable basis that
substantiated the representations set forth in Paragraph 22 at the time the representations were
made. Therefore, the making of the representation set forth in Paragraph 23 constitutes a
deceptive practice and the making of a false advertisement, in or affecting commerce, in
violation of Sections 5(a) and 12 of the FTC Act, 15 U.S.C. §§ 45(a) and 52.

COUNT FIVE
False Establishment Claim For Skinny Carbs

25.  Through the means described in Paragraph 11, defendants have represented,
expressly or by implication, that scientific research establishes that use of Skinny Carbs
blocks new fat from forming when the user eats a starchy meal.

26. In fact, scientific research does not establish that use of Skinny Carbs blocks
new fat from forming when one eats a starchy meal. Therefore, the making of the
representation set forth in Paragraph 23 constitutes a deceptive practice and the making of a
false advertisement, in or affecting commerce, in violation of Sections 5(a) and 12 of the FTC
Act, 15 U.S.C. §§ 45(a) and 52.

COUNT SIX

13
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Unsubstantiated Efficacy and Safety Claims For The Skinny Pill For Kids

27.  Through the means described in Paragraph 12, defendants have represented.
expressly or by implication, that:

A. Use of Skinny Pill for Kids causes weight loss in children 6 to 12 years old;

B. Use of Skinny Pill for Kids causes children 6 to 12 years old to burn increased

fa;

C. Use of Skinny Pill for Kids blocks new fat deposits in children 6 to 12 years

old;

D. Use of Skinny Pill for Kids normalizes insulin and blood sugar levels in

children 6 to 12 years old;

E. Use of Skinny Pill for Kids reduces the risk of obesity related disease,

including heart disease, high blood pressure, and diabetes. in children
61012 years old;

F. Use of Skinny Pill for Kids helps control diabetes and digestive disorders in

children 6 to 12 years old; and

G. Use of Skinny Pill for Kids is safe for children 6 to 12 years old.

28.  Through the means described in Paragraph 12, defendants have represented,
expressly or by implication, that they possessed and relied upon a reasonable basis that
substantiated the representations set forth in Paragraph 27 at the time the representations were
made.

29.  Infact, defendants did not possess and rely upon a reasonable basis that
substantiated the representations set forth in Paragraph 27 at the time the representations were
made. Therefore, the making of the representation set forth in Paragraph 28 constitutes a

deceptive practice and the making of a false advertisement, in or affecting commerce, in

14
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violation of Sections 5(a) and 12 of the FTC Act, 15 U.S.C. §§ 45(a) and 52.

COUNT SEVEN
False Establishment Claim For Skinny Pill For Kids

30.  Through the means described in Paragraph 12, defendants have represented,
expressly or by implication, that scientific research establishes that use of Skinny Pill for
Kids causes weight loss in, and is safe for, children 6 to 12 years old.

31.  Infact, scientific research does not establish that use of Skinny Pill for Kids
causes weight loss in, or is safe for, children 6 to 12 years old. Therefore, the making of the
representation set forth in Paragraph 30 constitutes a deceptive practice and the making of a
false advertisement, in or affecting commerce, in violation of Sections 5(a) and 12 of the FTC
Act, 15U.S.C. §§ 45(a) and 52.

CONSUMER INJURY
- 32, Defendants’ law violations have injured consumers throughout the United
States. In addition, defendants have been unjustly enriched as a result of their unlawful
practices. Absent injunctive relief by this Court, defendants are likely to continue to injure
consumers, reap unjust enrichment, and harm the public interest.

33.  Section 13(b) of the FTC Act, 15 U.S.C. § 53(b), empowers this Court to grant
injunctive and other relief as the Court may deem appropriate to prevent and remedy any
violations of the FTC Act. The Court, in the exercise of its equitable jurisdiction, may award
other ancillary relief, including consumer redress, disgorgement, and restitution, to prevent
and remedy injury caused by defendants’ law violations.

PRAYER FOR RELIEF
WHEREFORE, Plaintiff FTC requests that this Court, as authorized by Section 13(b)

15
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of the FTC Act, 15 U.S.C. § 53(b), and pursuant to its own equitable powers:

1. Enjoin defendants permanently from violating Sections 5(a) and 12 of the FTC
Act, as alleged herein, in connection with the offer, sale, advertising, or other promotion or
distribution of any dietary supplement, food, drug, or device; and the offer, sale, advertising,
or other promotion or distribution of any service or program that promotes weight loss.

2. Award such equitable relief as the Court finds necessary to redress injury to
consumers resulting from defendants’ violations of Sections 5(a) and 12 of the FTC Act,
including but not limited to, rescission of contracts and restitution, and the disgorgement of

ill-gotten gains by the defendants; and

3. Award the plaintiff the costs of bringing this action, as well as such additional

equitable relief as the court may determine just and proper.

Dated: , 2004

Respectfully submitted,

16
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WILLIAM E. KOVACIC
General Counsel

BARBARA ANTHONY
Regional Director

MICHAEL J. BLOOM (MB 7732)
Senior Counsel to the Northeast Region
DONALD G. D’AMATO (DD 3008)
Assistant Regional Director

FEDERAL TRADE COMMISSION

1 Bowling Green, Suite 318

New York, NY 10004

(212) 607-2829 (voice)

(212) 607-2822 (facsimile)

Attorneys for Plaintiff

17
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Rayman, Jerry

From: edita [edita@skinny.com)

Sent: Thursday, November 07, 2002 8:47 AM
To: 05-Jerry Rayman

Ce: 01-Cara Sowerby

Subject: Skinny Kids

Importance: High Tab 13

Dear Jerry,

I received your fax and I have some pretty serious issues with what your
company is proposing--it is not at all what we agreed or what we talked
about, or what I need,

1. I do not want tablets. I want capsules. I simply don't like the
tablet
for children. I don’t even like it for adults.

2. The serving size is now 2 per meal. And there are 30 servings per
container. If someone iz to take this product for 30 days, they would,
according to my math, need 2x3x30 = 180 tablets per menth. What they are
actually getting is 60 tablets, or 90 tablets (its not clear to me) but
in

any case less than HALF a month's worth. I can't possibly present this
to

customers. They will immediately think I'm shorting them. In fact, and
my

hard won credibility is gone.

3. This is a formula which was clearly stated to be for CHILDREN. What
gg:e here in all your disclaimers, is 12 years PLUS. I might just as
;iila different label on my far superior existing Skinny Pill formula
:2?1 it to 12 years PLUS. I NEED A FORMULA FOR CHILDREN & YEARS OLD AND
ggét's what we have been talking about for months!

Well, I've now run out of time. I need this formula with price guote by
the
end of business today. So please provide the following:

. A skinny capusule

. For children 6 years of age and older.

. To be taken 3 times a day {two is bettex, but I can live with 3)

That is alsc a2 thermic formula.

. And I need to be able to say ON THE LABEL that this is for children 6
years old and up.

[0SR VUV S

Jerry, if I can't get this, I'm going to have to go to anothexr
formulator. I

have an entire campaign built around the belief, that you could deliver
this

type of product for me. I don't want a "me too" fiber formula like
Pedialean. I want something that nocne else out there has. And I need it
by
today.

i EXHIBIT

I don't mean to sound difficult, but I'm very diszppointed.

Edite
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PAL Laboratories, Inc.

10685 NW 20th Terrace « Miomy, FL 33172

Tel: (305) 463-2270 » Fax: (305) 576-5795
Tab 14 )
Description: Skinny Pill for kids BK#
N/A
Coating: Size tab / cap Weight
Shape:
S Supplement Facts
Senving size{24golels G cp S £,
Servings per container: 30
Amount per serving % Daily
Vaiue
Calcium (as dicalcium phosphate) 150 mg 15%
Chromium (s chromium chelate) 120 mco 100%
-
L-Camitine 100 mg
Herbal blend 600 mg
Apple pectin "

Gropefuit pectin ”

Cifrus Bioflavonoids :

Glucomrmanan -
Chitosan (marine fiber concentrate) 250 mg N
Herbal diuretic complex 200 mg

Uva ursi -

Buchu leaf -

Juniper berry

* Daily Vaiue not established

Cther ingredients: Microcrystaliine celfiulose, croscarmeliose sodium, stearic acid,
magnesium sfearate, silicon dioxide. é

Directions: Adults and children more than )ﬁeors old, take two\tébwts\

half hour before each meal with a 12 oz glass of water. Taking this product
without enough liquid may cause choking. =

11/4/2002

KEEP OUT OF THE REACH OF CHILDREN
DO NOT USE IF SAFETY SEAL 1S BROKEN OR MISSING,
STORE IN A COOL, DRY PLACE

CAUTION

Do not take this product if you are allergic to shellfish.

Not for use by persons under the age of 12. If pregnant, nursing or taking a
prescription drug, consult health care practifioner prior o use. Do not exceed
recommended dose.

it's important to drink at least 6-8 cups of water dally when increasing your fiber intake.

Written by: Date:

Approved by Date:

EXHIBIT

i D
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*8/12/03 THU 14:43 FAX 305 3588617 MRAM & Z PA

Tab 15

The Fountain of Youth Group, LLC
dba The Skinny Pili

830-13 A1A North

Ponte Vedra Beh,, FL 32082
804-273-3861 fax (804)280-8253

Vendor

Name

Address 10655 NW 20th Terrace

@oos

Purchase Order No. 0111420028

PURCHASE ORDER =

Ship To

PAL Laboratories Name Southland Logistics

Addrass 7803 Southiand Bivd. Suite 204

City Miami StFL_ ZIP 33172 City Oriando St FL ZIP 32808
Phone  305-463-2269 Phone  407-858-7701
Units Descriptl Unit Price TOTAL
2,000 | botles {Skinny Pill For Kids formula (180 capsules per bottie) $4.95 $9,800.00
F \/ 00O X,
SubTowml $6,800.00
F Detalle Shipping & Handling
@ Check Pre-paid 50% check # 1744
O Cash Taxes State
O Account No.
QO  Credit Card TOTAL §6,900.00
Name
co#
Exp Date
Shipping Date
Delivered by: Dec. 18, 2002 }
Approval
Date 1472002
Order No
Sales Rep
Ship Via
~
* Ship 500 botties to biliing 1800 to shipping ad )

EXHIBIT
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MRAM & Z PA

16/12703 THU 14:44 FAX 305 3589617

Tab 16

- PAY

TQ THE

ORDER DF....

NgEIEY

&7

EXHIBIT
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§/12/03 THU 14:44 FAX 305 3589617 . HRAM & Z PA @oog
11785708 1
06:30 PM
Tab 17 * GQUOTATION *
301637 B88B8-775-4669
FOUNTAIN OF YDUTH BROUFP, INC. FOUNTARIN OF YOUTH GROUF, I
B30-13 ALR NORTH 830-13 A1A NORTH
PONTE VEDRA BERACH FL 38082 FONTE VEDRA BEACH FlL. 22082
Re: Tax ID: Ordered by C
03690600 11/35/08  IRR 011148002E EDITA KAY PREFMAID
2000,000 2000, 000 000 FYnOoz SKINNY FILL FOR KIDE 1800 495 U848, 900, 00

b

*#xHEXX¥% THANK YOU FOR YOUR BUSINEGSE ediedxx 1849, 900,00
CUSTOMERS PLACINGS ORDERS FOR CUSTOM FORMULAS, ARE .00
RESFONSIBLE FOR THE PURCHASE OF OVERRUNS UP TO 10% .00
OF THE ORIGINAL ORDER. EXHIBIT 00

] ~—~
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Tab 18
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ronado. Silvana

-
From: Coronade. Sh o,
Sent: Monazay. Novembe: A
To: Sutiertes. Jaskig

Ce:

Subject: Tab 19
Foliow Up Flag:
Due By:

Flag Status:

EXHIBIT

I C
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BAL Laborgtories Inc. di
e e e Pockaging Sp.cm

Shaer:  FYDOR
A Mem:  B0nemy P toc Kie Fommuin
190 Copmume
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Tab 21

Product Number:

Product Name:

PAL Laboratories Inc.

Packaging Specifications

VT
NUOL

skinny Pill for Kids Formula

Description: 18C Capsules
L. Customer: Fountain of Youth Group, Inc.
I Approvals
Signature Date
Sales/Marketing
Customer
. Copy Verification
Signature Date

Quality Assurance

Warehouse Manade’

AVA Packaging specifications/Description

U tem# | dem Description | Size | Additional Description |
! i (Ex: color, resin, sivie) i
N Knry PR — ) PO
Bulk BK1303 S méap‘q s 00 Red/White Capsules |
L-FYD02 Skmny Pills for Kids
Bottie Label Customer Formula 180
Supply Capsules
T
~ i 8 oz. HDP: i
Bottle | B0ZCY | o inder 381400 8 az. White
| 38mm White ] .
Cap | C388 Smooth Cap 38mm White
Cotton i BK2300 100% White Cotlon 12 grams 100% White
|
i - Nack Bang Full ~
Seal | 58875 Sleove 88 % 180 Clear
Cartons : 48 per case
I ! No special ) -
Carton Labels | ( instructions 4x3 White
E——— 7
]
Other ; i |
|

Comments:

Rev. Date: 11/25/02



182

Page 1 of 1

Gutierrez, Jackie

From: cara@skinny.com
Sent:  Friday, December 13, 2002 8:29 AM

To: Gutierrez, Jackie Tab 22
Cc: Edita Kaye: Jerry Rayman

Subject: RE: labels for Skinny for Kids
Dear Jackie,

Actually, Edita and [ both spoke to Jerry and this project is on hold for now. I'm sure you are aware of the
publicity on this and we are currently working on solving the problems that have corne about. We will be in touch
s00M.

Thanks,
Cara

-----Qriginal Message-----

From: Gutierrez, Jackie [mailto:jgutierrez@pbarx.com]
Sent: Thursday, December 12, 2002 10:38 AM

To: 'cara@skinny.com’

Subject: labels for Skinny for Kids

Hi Cara,

Hope all is well. Do you know when the labels for Skinny Pill for Kids will arrive at Pal? Please et me
know ASAP s0 we can schedule the product.

Thanks,

Jackie Gutierrez

Pal Laboratories, Inc.

A Pharmed Group Company
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PAL Laboratories, inc.

Descnphon: Skinny Pili tor kids : BK# R
; 1303
Coating: . ---iBized@b-/-cap:  Weight
; i
{Shape: : ;

Suppiement Facts

AMOUNT DE7 SBIVING T Dy

Vajue
feifislieteigionglier=y] vt 20 me 100%

e ol g 400 mzg 100%
Vitemin B2 {05 cvanocobaioming & meg 100%

Crvomium (35 ChIomium cnelate)

120 meg 3005

E:m Vauie not esiabiishad

Oinar ingradients Gaighn, sTeonic aoid, magnasium serare, siicon dioxide.

Directions: Children more than 6 years old, fake two capsuies
half hour before-eachmeal with-a 12 oz-glass of water. Taking this product
without enough liguid may cause choking.

KEEP OUT OF THE REACH OF CHILDREN
“"DO'NOTUSE IF SAFETY SEAL IS BROKEN ORMISSING.
STORE IN A COOL, DRY PLACE

CAUTION

ot for use by chilaren under the age of 6.

D0 nof exceed recommended dose.

s important 1o dhink ot least 6-8 cups of water dalty whan increasing fiber infake.

Writen by

Customer Approval: : Dote:
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PAL Laboratories, inc.

A Pharmed Group Company
10655 N.W. 29" Terrace
Miami, Fl 33172
Telephone: (305) 463-2270/(B88) 707-2279
Tab 24 Facsimile: {305) 483-2258

FACSIMILE COVER SHEET

TO:- Edita Kay § Skinny

Fax Number: (8904) 280-9253

FROM:- Jackie Gulierrez

DATE:- 12/05/02

RE:- Susplememal ~acts

NQ. OF PAGES (including cover sheet).- 2
MESSAGE:

Dear Edita,

Attached Is the Supplemental Fazts for Skinny Pill Kids Capsulas. Plaase review and #f
approved sign and fax back to me & (305) 463-2258. 1t you have anv questions of
trare is anything eise | can help you with, plaase feel free to give me 2 cali at {308)
483-2263.

Thank you,

Jaskie Gutierrez
Adminigtrative Assistant

Pal Leboratories. inc.

A Pharmed Group Company

The infararion sontaingd i this B pivieged ark comiigantial information intemded orly for wse ©f the indivigua. o

antly narnmd above.  If the Iwetis: Of this MRICRNE it POl !¢ INtendod recat, you e herdby »olilwc that By Jesaminstion,

ciatibution o Capy Of this CTYRTIIICHN0N 8 SIOCH DIODIDHIKY I yexi nove recaived the commuonicalion .o eaor. posse

Inrredienly PNty U3 2y lalephone nd (B8 IR QOTINDY TREBNIE I S & I0e above SOIEaTIn 00 470700 OLIE SAAGE. 2ip the
i . Thank you. :

|
|

EXHIBIT

H

tabbies®
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PAL Laboratories, Inc.

10685 NW 200 Terrace * Maars, FL 33072
Tal (308 485.2270 - Fax: (3C8) BYE-£158

Deacrigion: I BK#
Bkinrry PHi Kids Caps ! 1303
Coating: Slze tab / cap | Weight
Shade: red/white 00" ;

Buppleament Facts

Ving size: 2 capautes
YIngs per container xx

AMOUNT per senving % Daily
Vaiue
—
Nigoin (a8 niacinamide) 20 mg 100%
jrolate (a8 YOlic acit) 400 mog AC0%
fVhamin Bl2 (ae Cyanocobaisming 6 mgg 100%
romiurr: (as shromium chelat9) 120 meg 3100%
Appie Pectin 100 mg *
Grapmfrult extract 4.1 100 mg *
Chrus Biofiavonolos 100 mg >
Glucommnnen 300 mg -
Uva urgl (Arotostephyios pincuios | (eaf) 100 mg *
Buchy (Barcems betuiing ) (ISaf) 50 mg C
JUNiper ey (Juniserus communis | 50 mg "

Metabromine-G™

00 mg L

= Daily vaiue not establinhed

Dther agrecdients: Gelatin, magnesium swarmte and silicon dioxide.

Dirsctions:

DO NOT USE IF SAFETY SEAL 15 BROKEN DR MISSING.
STORE IN A COOL, DRY PLACE

o NOt tAKe Mare than BOU Mg oF WBCIN per OBy SXCERT under
umhion of & physician, ]
POSSIBLE BIDE EFFECTS: Tempovary !ng, itohing, rash or gastric disturbances may occu:. If these
leyrmptoms persist, discontinus use a& ult 8 physiclan j

Written by: Dater ?’/ -//d?, )
Approved by: ‘__%__é/ ()s.’-/

4572002
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Subpoena Duces Tecum

1By Quthority of the House of Representatives of the
Congress of the Wnited States of America
Tab 25

o The Fountain of Youth Group

of the House of Representatives of the United States. of which the Hon. ... W.J. "Billy” Tauzin

. . . A 2125
........................................... is chairman. by producing such things in Room .07  of the
BUllding oo . in the citv of Washington. on

12:00 p.m. (noon)

to serve and make return.

Witness my hand and the seul of the House of Representatives

of the United States. at the ¢y of Washington. this

Chairman

Attest:
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SCHEDULE

A. To The Fountain of Youth Group. For the following records:

i.

All records relating to the ingredients and the amount of each ingredient
contained in the Skinny Pill for Kids, and all records that relate to any
research and/or testing of any and all ingredients in such product. whether
conducted by your company or any other person or entity.

All records relating to the development and marketing of the Skinny Pill
for Kids.

All records of communications between or among Edita Kave. The
Fountain of Youth Group, The Skinny Pill company, any corporate entity
with which Edita Kaye is affiliated, and PAL Laboratories relating to the
Skinny Pill for Kids product or any product contemplated for ingestion by
children 18 years of age and under.

All records relating to the “scientific research done in Australia and the
U.K..” as referenced by Ms. Edita Kaye on a December 9. 2002 segment
of “The Today Show,” with respect to the Skinny Pill for Kids.

All records relating to any testing of the Skinny Pill for Kids (or any of its
active or inactive ingredients) for either safety or efficacy on children ages
6-12 years old.

All records relating to the scientists who “put together™ the Skinny Pill for
Kids, and their efforts to develop such product, as referenced by Ms. Edita
Kaye on a December 9, 2002 segment of “Connie Chung Tonight.”

The list of physicians referenced by Ms. Edita Kaye on the December 9,
2002 segment of “Connie Chung Tonight.” as supportive of the Skinny
Pill for Kids and, for each such physician, all records relating to --

a. The name of the physician;

b. The address and telephone number for the physician;

¢. The identification of States in which the physician is licensed to
practice medicine;

d. Whether the physician received any compensation or benefit,
monetary or otherwise, for agreeing to speak on behalf of the Skinny
Pill for Kids, and if so, all records that relate to such compensation or
benefit, including, but not limited to, any written contracts between the
physician and Ms. Edita Kaye. The Skinny Pill company, The
Fountain of Youth Group or any corporate entity with which she is
affiliated; and
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The term “records” is to be construed in the broadest sense and shall mean
any written or graphic material, however produced or reproduced, of any
kind or description, consisting of the original and any non-identical copy
(whether different from the onginal because of notes made on or attached
to such copy or otherwise) and drafts and both sides thereof. whether
printed or recorded electronically or magnetically or stored in any type of
data bank, including, but not limited to. the following: correspondence.
memoranda, records, summaries of personal conversations or interviews,
minutes or records of meetings or conferences, opinions or reports of
consultants, projections, statistical statements, drafis, contracts,
agreements, purchase orders, invoices, confirmations, telegraphs, telexes,
agendas, books, notes, pamphlets, periodicals, reports, studies.
evaluations, opinions, logs, diaries, desk calendars, appointment books.
tape recordings, video recordings, e-mails, voice mails. computer tapes. or
other computer stored matter, magnetic tapes, microfilm. microfiche,
punch cards, all other records kept by electronic, photographic, or
mechanical means, charts, photographs, notebooks, drawings, plans. inter-
office  communications,  intra-office  and  intra-departmental
communications, transcripts, checks and canceled checks, bank
statements, ledgers, books, records or statements of accounts. and papers
and things similar to any of the foregoing, however denominated.

The terms “relating.” “relate.” or “regarding” as to any given subject
means anything that constitutes, contains, embodies, identifies, deals with,
or is in any manner whatsoever pertinent to that subject. including but not
limited to records concemning the preparation of other records.

The term “The Skinny Pill company™ means the company. its officers or
employees, members of its Board of Directors, or one or more of its
divisions, subsidiaries or affiliates, or related entities.

The term “Edita Kave” means Edita Kaye. individually. and any agent.
servant, representative, or other individual acting on behalf of Edita Kaye.

The term “Fountain of Youth Group™ means the corporate entity. its
officers or employees, members of its Board of Directors. or one or more
of its divisions, subsidiaries or affiliates, or related entities.
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Page 2 of 142 2004-01~14 18.32:05 (GMT) DBS Laboratories From: Jonathan Barash

¢ F 1485 North Park Dr.
Weston, FL. 33326

US House of Representatives
Committee on Fnergy and Commerce
Attn. Kelli Andrews

Washington D.C. 20515

Tab 26

RE: Pedia Loss DBSlabs.com website
Sent Via Fax to: 202-226-2447

Tear Mrs. Kelli Andrews

DDBS Labs seeks to cooperate fully with the Committee on nergy and Commerce

to resolve any concerns regarding the Company's products. Enclosed please find a
voluntary submission of information made on behalf of DBS Laboratories, LLC ("DBS
Labs" or "the Company™), a formulary company of certain dietary supplement products
for Dynamic Health of Florida.

It is important to note that while DBS Labs was incorporated in March 2003, the
Company only began selling products in August 2003, with total sales to date of less than
$9,000 TFurther, the Company voluntarily has decided to discontinue its Pedia Loss
product.

In Reference to your opening stalement on the letier sent to DBS dated 12/19/03, 1
personally, must state that www.dbslabs.com and our company’s website, DOES NOT
SELL or MARKET our formulated products. www.dbslabs.com is an information
website only, carefully reviewed by the best FTC, FDA law firms and does not sell
directly to any consumers.

We have retained Dynamic Ilealth of Florida a sales and marketing company, for our
products. DBS is not responsible for distributor statements, copy, marketing materials,
PR and websites: for any claims. As per our phone conversation; I had stated that Pedia
has been completely moved out of the marketplace and has not available for sale to
distributors since 12/1/03. We have no control of the removal of this product information
from other sites or distributors. DBS Labs has sold only four units to distributors to date.

The following copy is the only one that DI3S is responsible for providing, as per our
website and any other info we have represented for the product to our distributors.

PEDIA LOSS
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Page 3 of 142 2004-01-14 19:32:05 (GMT) DBS Laboratories From: Jonathan Barash

-y ) X 1485 North Park Dr.
Weston, FL 33326

Child obesity is a growing problem in North Amenca. Pedia Loss is an
appetite suppressant for children 6 years and older. Allow children to enjoy
their favorite foods without gaining weight. This revolutionary new formula
slows the absorption of carbohydrates, allowing more to be bumed for
energy and less to be stored as fat. This highly effective and natural dietary
supplcment comes in berry-flavored chewable tablets for casy

consumption. In conjunction with a proper diet and exercise program, Pedia
Loss can keep your child from becoming a statistic.

Please consult your healtheare provider before giving Pedia Loss o your”
child.

As per your NNFA statement; 1JBS labs contract manufacturers with Nutrition
Formulators to make our nutraceutical products. It was important to me to used a GMP
certified lab, so in my research in identify labs I had spoken o NNFA about GMP Labs
and the use of the logo. NNFA stated to me that if we have our products manufactured at
a certified NNFA GMP facility, we may use their logo on our products, just like other
companies have for both USP, GMP and NNFA. Our NNFA GMP facility is Nutrition
Formulators in Miami.

Question 1
Inulin — 500mg, Glutamine 400mg, FOS — 100mg, Lecithin ~ 100mg, HCA -
25mg

Duestion2
There are no responsive documents

Question 3
No, we are not a member of NNT'A, our contract manufacturer Nutrition
Formulators is GMP certified with NNFA, located at 11005 NW 33rd Street
Miami, Florida 33172, (305) 592-2111 Adolfo Graubard, President.

Question 4
No, we are not a member of NNFA, our contract manufacturer Nutrition
Formulators is GMP certified with NNFA, located at 11005 NW 33rd Street
Miami, Florida 33172, (305) 592-2111 Adolfo Graubard, President.

Question-S
Sending in the FedEx-package

Question 6
No other brand names.
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Page 4 of 142 2004-01-14 19:32:05 (GMT) DBS Laboratories  From: Jonathan Barash
- ‘ » 1485 North Park Dr.
Weston, FL 33326
Question 7

Sending in the Fedx package

Question 8

Dr Guzman is our scientist for reviewing our formulations; DBS received the
original formulation for Pedia Loss from a David Woods in 2002, he represented that he
contract manufactured for Pfizer Pharmaceutical and this was a nutraceutical formula he
discovered for them that they passed on, we don’t have updated information on him.

ALBERTO C. GUZMAN ROJAS, MD

. 'There are no responsive documents

There are no responsive documents

Dr. Guzman has not received compensalion
Reference the CV (included in fax)

Include in fax

Sending in the FedFEx package

mho e ow

Question 9
DBS has received no consumer complaints regarding the subject products.

Question 10
There are no responsive documents

Question 11
Chhabra Intermational T.td

Question 12
Dynamic Health of Florida was our sales and marketing company until December
1, 2003, they have been released ol their contract.

Question 13
Dynamic Health of Florida was our sales and marketing company until December
1, 2003, they have been relcased of their contract

Question 14
DBS Labs, President, Jonathan Barash
Dynamic Health, VP Sales & Marketing, Guy Regalado

Question 15
DBS began selling products in August 2003, with total sales to date of less than

$9,000
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Page 5 of 142 2004-01-14 18:32:05 (GMT) DBS Laboratories From: Jonathan Barash

- 1485 North Park Dr.
Weston, KL 33326

Pedia T.oss sales — dunits£$16.00)

Question 16
a. Nutrition Formulators = contract manufacturer for Pedia Loss.
b. Dynamic Health — sales and marketing company {or Pedia Loss

Question 17
DBS Labs was incorporated in March 2003, but has only sold products since
August 2003
a. December 2003 Federal Trade Commission — weight loss prodiicts

investigation.

We are hopeful that you {ind this information useful in resolving any concems you may
have. To the exient that additonal relevant information becomes available (o the
Company, we voluntarily will supplement this submission. DBS Labs requests that all
documents and information submitted pursuant to this voluntary submission remain
confidential pursuant to 15 11.S.C. §§ 46(f) and 57b-2(f) and 16 C.F.R. §§4.10-4.11.

As submitted by,

Jonathan Barash
President
DBSLabs
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Weston, FI. 33326

US House of Representatives
Committee on Fnergy and Commerce
Attn. Kelli Andrews

Washington D.C. 20515
Tab 27

RE: Pedia Loss DBSlabs.com website
Sent Via Fax to: 202-226-2447

Dear Mrs. Kelli Androws

DDBS Labs seeks to cooperate fully with the Committee on Inergy and Commerce

to resolve any concerns regarding the Company's products. Enclosed please find a
voluntary submission of information made on behalf of DBS Laboratories, LLC ("DBS
Labs" or "the Company"), a formulary company of certain dietary supplement products
for Dynamic Health of Florida.

It is important to note that while DBS Labs was incorporated in March 2003, the
Company only began selling products in August 2003, with total sales to date of less than
$9,000 TFurther, the Company voluntarily has decided to discontinue its Pedia Loss
product.

In Reference to your opening slatement on the letter sent to DBS dated 12/19/03, 1
personally, must state that www.dbslabs.com and our company’s website, DOES NOT
SELL or MARKET our formulated products. www,dbslabs.com is an information
website only, carefully reviewed by the best FTC, FDA law firms and does not sell
directly to any consumers.

We have retained Dynamic ITealth of I'lorida a sales and marketing company, for our
products. DBS is not responsible for distributor statements, copy, marketing materials,
PR and websites; for any claims. As per our phone conversation; I had stated that Pedia
has been completely moved out of the marketplace and has been available for sale to
distributors since 12/1/03. We have no control of the removal of this product information
from other sites or distributors. DBS Labs has sold only four units to distributors to date.

The following copy is the only one that DBS is responsible for providing, as per our
website and any other info we have represented for the product to our distributors.

PEDIA LOSS
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1485 North Park Dr.
Weston, FI. 33326

Child obesity is a growing problem in North America. Pedia Loss is an
appetite suppressant for children 6 years and older. Allow children to enjoy
their favorite foods without gaining weight. This revolutionary new formula
slows the absorption of carbohydrates, allowing more to be bumed for
energy and less to be stored as fat. This highly effective and natural dietary
supplement comes in berry-flavored chewable tablets for casy

consumption. In conjunction with a proper diet and exercise program, Pedia
Loss can keep your child from becoming a statistic.

Please consult your healtheare provider before giving Pedia Loss to your
child.

As per your NNFA statement; DBS labs contract manufacturers with Nutrition
Formulators to make our nutraceutical products. It was important to me to used a GMP
certified lab, so in my research in identify labs T had spoken 1o NNFA aboul GMP Lubs
and the use of the logo. NNFA stated to me that if we have our products manufactured at
a certified NNFA GMP facility, we may use their logo on our products, just like other
companies have for both USP, GMP and NNFA. Our NNFA GMP facility is Nutrition
Formulators in Miami.

Question 1
Inulin — 500mg, Glutamine 400mg, FOS - 100mg, Lecithin — 100mg, HCA -
25mg

Question 2
Dr. Guzman, David Wood

Question 3
No, we are not a member of NNT'A, our contract manufacturer Nutrition
Formulators is GMP certified with NNFA, located at 11005 NW 331d Street
Mianu, Florida 33172, (305) 592-2111 Adolfo Graubard, President.

Question 4
No, we are not a member of NNFA, our contract manufacturer Nutrition
Formulators is GMP certified with NNFA, located at 11005 NW 33rd Street
Miami, Florida 33172, (305) 592-2111 Adolfo Graubard, President.

Question 5
e-mails and records from David Woods and new formulation from Dr Guzman.

Question 6
No other brand names.
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Question 7

There are no responsive documents

Question 8

Dr Guzman is our scientist for reviewing our formulations; DBS received the
original formulation for Pedia Loss from a David Woods in 2002, he represented that he
contract manufactured for Pfizer Pharmaceutical and this was a nutraceutical formula he
discovered for them that they passced on; we don’t have updated information on him.

a. ALBERTO C. GUZMAN ROJAS, MD
b. There are no responsive documents
¢. There are no responsive documents
d. Dr. Guzman has not received compensation
e. Reference the CV (included in fax)
f. Referance fax
g. Referance fax
Question 9

DBS has received no consumer complaints regarding the subject products.

Question 10
DBS is just a formulation Company (Middle Man) We do not need that
documentation.

Question 11
No lawsuits

Question 12
® Chhabra Intemational Ltd
¢ Dynamic Health of Florida was our sales and marketing company until
December 1, 2003, they have been released of their contract.

Question 13
Dynamic Health of Florida was our sales and marketing company until December
1, 2003, they have been released of their contract.

Question 14
DDBS Labs, President, Jonathan Barash
Dynamic IIealth, VP Sales & Marketing, Guy Regalado

Question 15
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TIBS began sclling products in August 2003, with total sales to date of Icss thar
$9,000
Pedia Loss sales = 4 units (816.00)

Question 16
a. Nutrition Formulators = contract manufacturer for Pedia Loss.
b. Dynamic Health = sales and marketing company for Pedia Loss

Question 17
DBS Labs was incorporated in March 2003, but has only sold products since
August 2003
a. December 2003 Federal Trade Commission ~ weight loss products
investigation.

We are hopeful that you find this information useful in resolving any concerns you may
have. To the extent that additional relevant mformation becomes available to the
Company, we voluntanly will supplement this submission. DBS Labs requests that all
documents and information submitted pursuant to this voluntary submission remain
confidential pursuant to 15 U.S.C. §§ 46(f) and 57b-2(f) and 16 CF.R. §§ 4.10-4.11.

As submitted by,

Jonathan Barash
President
DBSLabs
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Mr. Vincent Chhabra
Chief Executive Officer
C/0 Guy Regalado
Vice President of Sales and Marketing
Dynarnic Health Produets
1485 North Park Drive

Weston, FL 33326-3215
Dear M.r, Chhabra;

The Committee on Energy and Commerce has jurisdiction over matters relating to
the regulation of food and drugs, advertising and marketing practices and consumer
protection, generally. Pursuant to this authority, the Committee is undertaking a review
of non-prescription dietary supplements marketed to children. We have learned that
Dynamic Health Products (“Dynamic Health) is invelved in the development,
manufacturing and marketing of a product called “Pedia Loss.” According to your
website, www dynamichealthoroducts.com, (which defaults to the website of DBS Labs,
www dbslabs.com) “Pedia Loss” is an appetite suppressant {or children six. years of age
and older, designed to assist in weight loss. Your website also includes a “Pedia Loss”
product Jabel which states that the product contains a “proprietary blend” of ingredients,
including inulin, glutamine and fructo-ogliosaccarides. It is owr understanding that
shortly after DBS Labs received a letter from this Commities inquiring about the safety
and efficacy of “Pedia Loss,” DBS Labs, at the direction of Dynamic Iealth, stopped the
disuribution and sales of “Pedia Loss™ and the product is now unavailable for purchase on
the various distributors” listed on your website.  These distributors include
FeelingWell.com, MedPharmacy.com, USAPrescription.com, ePrescribe and CVS
(collectively *Distributors™). Further, you and DBS Labs have made oral representations
to Committee staff that “Pedia Loss” will be part of a clinical trial by the University of
Msami involving the targeted group of children ages 6-16 years old to determnine its safety
and efficacy. We are seeking information on the development and marketing of the

“Pedia Loss™ product, as well as, morc detailed information concerning the proposed
clinical wrial of “Pedia Loss.”

In addition, we are concerned that despite the oral represcntations made by DBS
Labs and you to Commitiee staff thar “Pedia Loss” is no Jonger available for public
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consumption, the “Pedia Loss™ product description continues to appear on your website.
This raises questions about your intent to completely remove “Pedia Loss” from the
marketplace, pending positive results from the safety and efficacy climical trial of the
product. Finally, we are seeking clarification of the corporate relationship between
Dynamic Health Products, DBS Labs and Chhabra International Ltd.

In order to obtain additional information about these matters, we are requesting
that, pursuant to Rule X and XI of the U.S. House of Representatives, you provide the
Comumittee with the information requested below by Tuesday, February 17, 2004.

At

V2

A listing of all ingredients and the amount of each ingredient
contained in the current marketed formulation of “Pedia Loss,” and
any other formulations of the product marketed to or tested in
humans, as well as, all records that relate to any research and/or
testing of any and all ingredients in the product, whether conducted
by your company or any other person or entity.

Identify the person(s) responsible for determining the ingredients
and amount of each ingredient contained in “Pedia Loss.” Include
in your response the name of the person, the most recent address
and telephonc number, the name of the company with which the
person is affiliated and fitle within the company.

State the date upon which you ordered “Pedia Loss” removed from
the marketplace and describe the process by which you removed
the product from the marketplace and ordered all production to
cease. Provide all records that relate to the removal of “Pedia
Loss” from the marketplace, including, but not limited to
correspondence with your Distributors and contract laboratories
indicating that production of the product should cease and
procedures for removing the product from the marketplace.

Describe the corporate relationship between Dynamic Health and
DBS Labs and between Dynamic Health and Chhabra Internatonal
Ltd. Prowvide all corporate records for Dynamic Health Products
that reflect the ownership of the company and the officers of the
company (and their titles).

Provide the date(s) upon which Dynamic Health (or any of its
predecessor corporate entities) was registered as a corporate entity
within the United States and include in your response the name of
the corporate entity that was registered, the state in which it was
registered and the namnc of the registered agent.

All records relating to the development, manufacturing and
marketing of “Pedia Loss,” including, but not limited to, all
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internal correspondence relating to dosage, ingredients, adverse
health effects and efficacy.

ﬁ Provide a hist of any other brand names under which the current or
any previous formulation of “Pedia Loss” is or has been marketed,
produced or soild by Dynamic Health, a related firm, or supplied
uader contract 1o an unrelated firm for marketing under their
brand.

/ 8. State whether “Pedia Loss™ (or any of its active or inactive
ingredients) has been tested for either safery or efficacy purposes
in children to whom it is being marketed ~—namely, children ages
6-16 years old. Include in your response a description of the group
that was tested (as well as those who were excluded from such
testing and the reasons therein), the specific ingredient(s) that was
tested- and the duration and results of the test(s). Provide all
records that relate 1o such tests, including but not limited to the
clinical trials referenced on your Distributors’ websites for the
ingredients contained in “Pedia Loss.”

‘A. Provide a list of all persons who were involved in the development
of “Pedia Loss” and include in your response the following
information:

a Name of the person and whether he/she is a physician or
scientist;

b. Address and telephone number for each person;

¢. Identification of States in which the physician is licensed to
practice medicine (if applicable);

d. Whether the person received any compensation or benefit,
monetary or otherwise, for agreeing to speak on behalf of your
product. If the person received compensation, identify the type
and amount and any and provide all records that rclate to such
compensation or benefit, including, but not limited to, any
written contracts between the person and you of any corporate
entity with which you are affiliated;

e. Whether the physician or scientist has prior experience in
pediatric care and if se, explain their medical credentials (if
applicable); .

£ Provide a curriculum vitae for each person jdentified in Question 8(a)
above; and

g Provide all of the information about “Pedia Loss™ that was
given to such physician or scicntist.

//10. State whether you have received consumer complaints or
nolifications concerning adverse health events associated with
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“Pedia Loss.™ If so, for each year beginning when your product
was first available for consumptien, provide the following
information:

The name of complainant;

The date of complaing;

A summary of consumner’s adverse event(s);

A summary of company’s response to complaint;

Whether any information about the complaint was reported to
the Food and Drug Administration (“FDA”) or any other
government entity, and if so, a summary of the information that
you provided; and

f. Al records relating to such complaints.

poe o

State whether your company has reporting or tracking procedures
for adverse health events reported by consumers of your products.
If so, identify the entities to which these reports are made, the
individual(s) responsible for retaining such information, and
describe the specific procedures. Provide a copy of all procedures
described in this question.

State whether a customer has filed any lawsuits against your
company alleging health-related problems associated with taking
“Pedia Loss.” If so, provide the following information:

The name of cornplainant(s);

The date the lawsuit was filed;

A summary of health-related allegations of Jawsuit; and
The status of the lawsuit (i.c. pending, settled, verdict).

an o

Identify ail corporate entitics, whether for-profit or not-for-profit,
that are related to Dynamic Health Products.

All records relating to any proposed clinical trial involving “Pedia
Loss,” including but not limited to, all correspondence between
Dynamic Health, DBS Labs and/or the University of Miami
concerning the proposed clinical trial of “Pedia Loss” and/or the
ingredients contained therein.

Provide a list of the names and titles of senior management in DBS
Labs and Dynamic Health Products, including those individuals
involved in developing and marketing “Pedia Loss” and any of the
ingredients used therein.

F-T21
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,/16A From 1998 through the present, state the annual revemnme for
Dynamic Health and the amount of revenue per year generated
from sales of “Pedia Loss.”

/ 17.  Provide the name of any company(ies) (other than you) producing
and/or manufacturing “Pedia Loss” and the name of the
company(ies) distributing “Pedia Loss™ in the United States.

/ 18.  For each year from 1998 through the present, identify and describe
all investigations by state or Federal agencies of your company
relating to your products, including but not limited to “Pedia
Loss.” Inciude in your response the name of the product being
investigated; the identity of the investigating agency; the nature of
the investigation; and, if applicable, the resolution of the
investigation.

Please note that for purposes of responding to this request, the terms “records”
and “relating” should be interpreted in accordance with the attachment to this letter. The
term “product” refers to “Pedia Loss,” unless otherwise noted; the term “you” or “your”
means Dynamic Health Products or one or more of its divisions, subsidiaries or affiliates,
or related entities.

If you have any questions, please contact Kelli Andrews, Majonty Counsel, at
(202) 226-2424, or David Nelson, Minonity Investigator, at (202) 226-3400.

Sincerely, ﬂ
es C. Greenwood Peter Deutsch
Chairman Ranking Member

Subcommirtec on Oversight

Subcommittee on Oversight
and Investigations

and Investigations

Arttachrnent
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Mr. Guy Regalado

From Subcommittee Chairman James C. Greenwood
Fax: (954) 659-2598

Date: February 3, 2004

Phone: (954) 888-4190

Pages: 6, including cover

Notes:
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Dynamic Health

February 17, 2004
o Tab 29
To:  Kelli Andrews
Committee on Energy and Commerce
Washington, DC 20515

Sent via fax #202-226-2447 and mail.

From: Dynamic Health
1485 North Park Dr.
Weston, FL 33326

Dear Ms. Andrews:

Attached are the answers to your questionnaire dated February 3, 2004. We have mailed,
per your request, back up documentation for all information requested to 9912 Parkwood
Dr., Bethesda, MD 20814.

In addition to the responses requested I would like to address a few statements in your
letter requesting this information.

In the first paragraph you state, “We have learned that Dynamic Health Products is
involved in the development, manufacturing and marketing of a product called Pedia
Loss.” Dynamic Health Products does not exist; the name of the company is Dynamic
Health of Florida, LLC and this company distributed and marketed Pedia Loss. The
development and manufacturing are addressed in the responses to your questions
numbers 9 and 17.

Also in the first paragraph you state, “It is our understanding that shortly after DBS Labs
received a letter from this Committee inquiring about the safety and efficacy of Pedia
Loss, DBS Labs, at the direction of Dynamic Health, stopped the distribution and sales of
Pedia Loss ...” To our knowledge DBS Labs never received a letter questioning
anything regarding Pedia Loss. Dynamic Health, of its own accord, elected to remove
Pedia Loss from distribution due to the fact that we had the opportunity offered by the
University of Miami to conduct a clinical study on the product and decided to remove
Pedia Loss from distribution pending the outcome of that study.

You state, in your letter, that you are concerned that we have not removed Pedia Loss
from distribution. Let me go on record that we control all fulfillment and distribution of
Pedia Loss and no individual or entity has received Pedia Loss since it has been removed
from distribution. Our site, where you may have seen Pedia Loss, is an informational site
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only and nothing is sold from this site. Pedia Loss has since been removed from all sites
that are in our control.

Also, please let me inform you of the fact that the structure of Dynamic Health is in the
process of being changed, as I write this letter. Once that change is completed we will
operate under the company name of DBS Labs, LLC. The corporation Dynamic Health
will no longer exist. Please direct all future correspondence to DBS Labs, LLC at 1485
N. Park Dr., Weston, FL 33326.

Vice President, Sales
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1485 North Park Dr.
Weston. FL 33326

US House of Representatives
Committee on Energy and Commerce
Attn. Kelli Andrews

Washington D.C. 20515

RE: Dynamic Health Pedia Loss Inquiry

Dear Mrs. Kelli Andrews

Dynamic Health seeks to cooperate fully with the Committee on Energy and Commerce
to resolve any concerns regarding the Company's products. Enclosed please find a
voluntary submission of information made on behalf of Dynamic Health of Florida, LLC
("Dynamic Health" or "the Company"), a Sales and Marketing company of dietary
supplement products.

Question 1
e Listing of ingredients for Pedia Loss are; Inulin — 500mg, Glutamine
400mg, FOS — 100mg, Lecithin — 100mg, HCA - 25mg
¢ See attached exhibit “A” for records that relate to research and testing.

Question 2
Dr. Guzman, e-mail addresses; durnes010@yahoo.com
David Wood e-mail address: dgwood@novia.net

Question 3
Pedia Loss was removed from the market December 5, 2003. Since we
control all fulfillment and distribution we were able to notify our
fulfillment warehouse to cease all shipments.

Question 4
DBS Labs is a trademark owned by Chhabra International Ltd. (“CIL”).
DBS is licensed to CIL’s affiliate Dynamic Health of Florida LLC
(“Dynamic Health™). Attached please find printout from the Florida
Secretary of State showing who the officers of the company are.
Attached is also a copy of the Share Certificate showing that the owner of
Dynamic Health is Chhabra Investment Group, LLC.

Question 5 Dynamic Health was organized in the State of Florida on December 4,
2002. Transmitted please find Articles of Organization for Dynamic
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1485 North Park Dr.
Weston, FL 33326

Health, which shows the registered agent on December 4, 2002, which was
when the company was formed. Please reflect to attached printout from the
Florida Secretary of State for current registered agent information.

Question 6
See attached exhibit “A” for records that relate to research

Question 7
There are no other brand names for Pedia Loss

Question 8
There are no responsive documents

Question 9
1. Dr. Guzman, e-mail addresses; durnes010@yahoo.com]

ALBERTO C. GUZMAN ROJAS, MD
e-mail address; durnes010@yahoo.com
There are no responsive documents

Dr. Guzman has not received compensation
There are no responsive documents
Reference the CV (Exhibit “B™)

Reference (Exhibit “C”)

®me RO TR

2. David Wood e-mail address: dgwood@novia.net

David Wood
¢-mail address; dgwood@novia.net
There are no responsive documents
David Wood has not received compensation
There are no responsive documents

. There are no responsive documents
Reference (Exhibit “E”)

=R

Question 10
Dynamic Health has received no consumer complaints regarding the
subject products.

Question 11
To date we have had no adverse health events. Consequently, we have no
reporting or tracking procedures for adverse health events.
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1485 North Park Dr.
Weston. FL. 33326

Question 12
No lawsuits have been filed against Dynamic Health

Question 13
The parent company of Dynamic Health is Chhabra Investment Group,
LLC.

Question 14
Reference (Exhibit “D™)

Question 15
DBS Labs, President, Jonathan Barash
Dynamic Health, VP Sales & Marketing, Guy Regalado

Question 16
Pedia Loss was only available and on the market for a short period of time
in 2003 with total revenues of $11,870.00.

Question 17
Nutrition Formulators is GMP certified with NNFA, located at 11005 NW
33rd Street Miami, Florida 33172, (305) 592-2111 Adolfo Graubard,
President.

Question 18
December 2003 Federal Trade Commission — weight loss products investigation.

We are hopeful that you find this information useful in resolving any concerns you may
have. To the extent that additional relevant information becomes available to the
Company, we voluntarily will supplement this submission. Dynamic Health requests that
all documents and information submitted pursuant to this voluntary submission remain
confidential pursuant to 15 U.S.C. §§ 46(f) and 57b-2(f) and 16 C.F.R. §§4.10-4.11.

As submitted by;

Guy Regalado

Vice President, Sales

Dynamic Health of Florida, LLC
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DBS Laboratories LLC

Thursday, March 25, 2004

US House of Representatives

Comumittee on Energy and Commerce

Atin. Kelli Andrews

‘Washington D.C. 20515 Tab 30

RE: Update Information on Pedia Loss DBS Laboratories LLC
Sent Via Fax to: 202-226-2447 VAT 126 THLY

Dear Mrs. Kelli Andrews

DBS Laboratories LI.C seeks to cooperate fully with the Committee on Energy and Commerce
1o resolve any concerns regarding the Pedia Loss Issue. Finclosed please find a voluntary
submission of information made on behalf of DBS Laboratories, LLC, an operations company
that oversces the manufacturing process of supplement products for companies like Dynamic
Health LLC of Florida. Any submission made by any other than Jonathan Barash on behalf of
DBS Laboratories LLC is not valid, no authorization has been given to any law firm or any other
individual to respond to this inquiry.

It is important to note that while DBS Labs was incorporated in March 2003, that Company only
facilitates the manufacturing process of products to companies like Dynamic Health LLC of
Florida. This means that DBS laboratories LLC only oversees the operations process of the
manufacturers of supplement products at contract manufacturers, packaging suppliers and
printers nothing else.

In Reference to your opening statcment on the letter sent to DRS dated 12/19/03, 1 must state that
www.dbslabs.com is not owned or operated by DBS Laboratories LL.C.

Dynamic Health of Florida is a sales and marketing company, for the Pedia Loss product. DBS
Laboratories LLC is not responsible for statements, copy, marketing materials, PR and websites;
for any claims made for Pedia Loss. As per our phone conversation; I had restated a statement
from Guy Regalado, at Dynamic Health LLC, that Pedia Loss had been completely removed
from the marketplace and has been available for sale since 12/1/03. DBS Laboratories LLC has
no control of the removal of this product information from other sites or distributors like
Dynamic Health of Florida.

DBS Laboratories LLC uses contract manufacturers like Nutrition Formulators of Miami to
make nutraceutical products for Dynamic Health LLC. It was important to Dynaimic Health LLC
to used a GMP certified lab, so in my research in identify labs T had spoken to NNFA about their
certified GMP Labs and the use of the logo. NNFA stated to me that if the products are
manufactured at a certified NNFA GMP facility, they may use their GMP logo on the products,
just as other companies do for USP, GMP and NNFA.
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DBS Laboratories LLC

Question 1
Inulin — 500mg, Glutamine 400mg, FOS — 100mg, T.ecithin ~ 100mg, HCA - 25mg

Question 2
Dr. Guzman, David Wood

Question 3
No, we are not a member of NNFA, the contract manufacturer Nutrition Formulators is
GMP certified with NNFA, located at 11005 N'W 33rd Street Miami, Florida 33172,
(305) 592-2111 Adolfo Graubard, President.

Question 4
No, we are not a member of NNFA, the conteact manufacturer Nutrition Formulators is
GMP certified with NNFA, located at 11005 NW 33rd Street Miami, Florida 33172,
(305) 592-2111 Adolfo Graubard, President.

Question 5
Faxed c-mails and records from David Woods and new formulation from Dr Guzman.

Question 6
No other brand names.

Question 7
There are no respoasive documents

Question 8

Dr Guzman is a Doctor used by Nutrition Formulators for reviewing formulations; DBS
Laboratories LLC received the original formulation for Pedia Loss from a David Woods in 2002,
he represented that he contract manufactured for Pfizer Pharmaceutical and this wasa
nutraceutical formula he discovered for them that they passed on; we don’t have updated
information on him.

a. ALBERTO C. GUZMAN ROJAS, MD

b. There are no responsive documents

¢. ‘There are no responsive documents

d. Dr. Guzman has not received compensation from DBS Laboratories LLC
e. Reference the CV (included in fax)

f. Reference fax

g. Reference fax

Question 9
Please refer this question to the sales and marketing company for Pedia Loss Dynamic
Health LLC.
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DBS Laboratories LLC

Question 10

DBS Laboratories LLC is just the operations company for expediting products (Middle
Man) We do not need that documentation.

Question 11
No lawsuits
Question 12
= InJuly of 2003 Chhabra International Ltd purchased 75% of DBS Laboratories

LLC to help expedite the manufacturing process of products to Dynamic Health
LLC Warehouse.

Question 13

DBS Laboratories LLC is just an operations company for expediting the manufacturing
process of products to Dynamic Health of Florida.

Question 14
Names and Titles of Senior Management of Dynamic Health & DBS Iaboratories LLC:

DBS Laboratories LL.C, President, Jonathan Barash (had no involvement in the
development of Pedia Loss) from 3-1-03 to 7-15-03

Dynamic Health, VP Sales & Marketing, Guy Regalado
Dynamic Health, President, Vincent Chhabra

{ndividuals involved jn the developing and marketing of Pedia Loss:
1. Brian Yusem (Delta Body Systems)
2. David Woods ( ABC Corp)
3. Guy Regalado (Dynamic Health)
4. John Reinbergs (Dynamic Health)

Question 1§

DBS Laboratories LLC has no revenues from Pedia Loss. Dynamic Health LLC is the
company that received the Pedia Loss product at their warehouse and profits from its sales.
Question 16

a. Nutrition Formulators = contract manufacturer for Pedia Loss.

b. Dynamic Health = sales and marketing company for Pedia Loss
Question 17

DBS Laboratories LLC was incorporated in March 2003, but has only sold products since
August 2003

a. December 2003 Federal Trade Commission — weight loss products
investigation.
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DBS Laboratories LLC

I'm hopeful that you find this information useful in resolving any concerns you may have as to
the part DBS Laboratories LLC played in Pedia T.0ss product. To the extent that additional
relevant information becomes available to the Company, wc voluntarily will supplement this
submission. DBS Laboratories LLC requests that all documents and information submitted
pursuant to this voluntary submission remain confidential pursuant to 15 U.S.C. §§ 46(f) and
57b-2(f) and 16 C.FR. §§ 4.10-4.11.

As submitted by;

Jonathan Barash
DBS Laboratories LLC
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DS/ abs

March 30, 2004
Sent via fax #202-226-2447 Tab 31
To: Kelli Andrews
Committee on Energy and Commerce
‘Washington, DC 20515
From: DBS Labs, LLC
1455 North Park Dr,
‘Weston, FL. 33326

Dear Ms. Andrews:

Per your request yesterday, below is my response addressing the questions that we

discussed on the phone.

® You had asked me to define the new company and outline its relationship to the

old companies.

o The new company is DBS Labs, LLC of which I am a2 Manager and

President. The actual ownership bas not been finalized but will eventually
consist of a mix of employees previously from the old companies that
dealt exclusively with the Ovalite and the nutraceutical product.

There is no relationship between the old companies and the new DBS
Labs, LLC. In December of 2003 Vincent Chhabra was indicted (case
number 03-530-A) and all of his assets were frozen some of which
consisted of the Ovulite and nutraceutical products.

At that time DBS Laboratories, LLC was a middle man that helped
arranged product sourcing so that Chhabra International Ltd. could sell
mitraceuticals through Dynamic Health (a sales company) to the major
retailers in the United States. Once all of the assets were frozen these
companies coukd not function and would lose their customer base and not
be able to continue.

To prevent several employees, including myself, from becoming
unemployed I flew up to DC to negotiate the release of the trade marks
and inventory of these companics with the hope that we could resurrect
any existing sales and move forward by securing new retailers as
customers. These negotiations took place with Karen Taylor, Assistant
US Attorney, Eastern District of Virginia (her phone number is 703-299-
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3903). In these negotiations, we informed Ms. Taylor that we would form
a new company and move forward with the trademarks and inventory,
which she approved.

We then tormed the company DBS Labs, LLC because originally we used
the name “DBS Labs™ for marketing purposes and many retailers knew us
under that name, which also explains why Jonathan used DBS Labs
letterhead in his previous correspondence. Please let me reemphasize that
the commpany DBS abs, LLC has never sold Pedia Loss.

Let me point out that Vincent Chhabra was required to give his consent
before we coukl finalize the negotiations and he does not own any part of
this company.

You asked me to address the discrepancy between the Jonathan Barash’s figure
and my figure regarding the Pedia Loss sales.
o Jonathan was not privy to sales figures, Please let me confirm that the

figure of $11,870 is the correct sales figure for Pedia Loss,

Per your final request, the state dpcumerts for the incorporation of the new
company, DBS Labs, LLC are attached.

I hope that this information answers all of your questions and if any new questions
develop please do not hesitate to contact me directly at 954-888-4190.

Guy
Pres

e

DBS Labs, LLC
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Division of Corporations

Florida Limited Liability
DBS LABS LLC

PRINCIPAL ADDRESS
1455 NORTH PARK DR
WESTON FL. 33326

MAILING ADDRESS
2665 S BAYSHORE DR, STE 703
MIAMI FL 33133

Dacument Number FEI Namber Date Flled
L04000013182 NONE 02/18/2004

State Status Effective Date
FL ACTIVE NONE

Total Contribution
0.00

Registered Agent

Name & Address

WORLD CORPORATE SERVICES, INC.
3655 5 BAYSHORE DR, STE 703
OAMI ¥ 33333
R

Manager/Member Detail

Name & Addrsss Tite

REDALADO, GUY
1413 NORTH PARK DR MAR

WESTON FL 33326
A o

Annual Reports

H Report Year i Flled Date ___|{

No Events

p.4

Page 1 of 2

pi/iwww. sunbiz.org/scripty/cordet.exe?al=DETFIL&nl =L04000013182&n2=NAMFWD&n3=000... 2/20/2004
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Division of Corparations : : Page 20f 2

No Name History Information

Document Images
Listed below are the images available for this filing.

Se—
IiNo images ars avaiinblo for this Giling: 1

THIS IS NOT OFFICIAL RECORD; SEE DOCUMENTS IF QUESTION OR CONFLICT

#p//www sunbiz. org/seripts/cordet.exe?a X-DE'I'FIL&.n‘lﬂLMOOOOI 3182&n2=NAMFWD&n3=000... 2/20/2004
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ARTICLES OF ORGANIZATION
OF
PBS LABSLLC
ARTICIEL
Name

The mame of this limited lability company is DBS LABS LLC (hasinafier “the
Corapany').

ARTICLE XX
Addren
The principal street address of the Company is: 1455 Nortk Park Drive
Weston, Florida 33326
‘The muiling address iz of the Compay is: 2665 South Bayshore Deive
m;brﬂl 33133
ARTICLE I '
Durstion

mmmwmwwwum«mmo{w
with the Florida Depertrent of State and said existence shal) be perpetual,

ARTICLE IV
Inftial Reglatered Office and Apeat
The name and mailing sddress of the iniixd registered offlce wd the initial registered agent
of the Compeny is:
World Corporsie Services, Inc.
2665 South Beyshore Drive
Suie 703
Minmi, Flogide 33133
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ARTICILEYV
Purpose

The Company shall be authorized  engage in and transect any and all Jewful business
within and withou: the Stale of Florikis or United States for which Limited Liability Compunics
July be creatad undor § 608.404, Fla. Siat., as acsended sad supplemerted.

ARTICLE VI

Aunthorized Repraseatative and Ovganizey

The nume and stroet end mailing address of the person signing these Articles as suthotized
Represemiative and Organizer is:

Albest Y. Luao, Begy.
Richerde & Polniky, P.A.
2665 Sowth Bayshore Drive

Suite 703
Miami, Florids 33133

ARTICLY VI
Nanagement
The Company will be managed by s losst coe (1) manager and is, tharsfare,  menages
munaged company. The initisl manager shall be:
Guy Regalado
1455 Narth Park Drive
Weston, Florids 33326

In acvordance with Scction GOB.408{3), Florida Starates, the execution of this doounsm
constitules ap affirmation under pensities of pegjury thet the facts sated harsin are trus,
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CHRCROQO035DHEN) ™ e

PR

ACCEPTANCE OF REGISTERED AGENT

1 HERERY ACCEPT this appointeent of, axd desigration as registerod sgent for
of procass within the State of Flocida of DBS LABS LLC m»mmaom
herein above set Sorth and | do bereby further state that I mony be found as registored agent
mofmummwmnm=Muthmwam
Articles.

N 5 WHEREOY, a1 sald rogistered agont, I have cxased this statemcnt 10 be
signed on this day of Fobrumry 2004.

HACLIENTS \Clduias, Vinoeat UDOMACEE PTANCE OF BEGISTERED AGENTLLC dow
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To: Kelli Andre~ = Page 21 of 22 2004-02-05 20:00:52 (GMT) DBS Laborataries From: Jonathan Barasn

Pricing— David Wood

Stress relief Capsules
5000 bottles

120 - Count Tab 32

Bottle - 7.97ea
12 fes

Arginine Power Capsules
5000 bottles

160 - Count

Bottle - 6.36ea

12/cs

Pedia Loss Grape Chewables
5000 bottles

120 - Count

Bottle - 2.90ea

12/cs

Reflux tablets (with peppermint flavor)
5000 bottles

180 - Count

Bottle - 4.72ea

12/cs

PRODUCT: Pedia Loss
Flavor — Natural Cherry

Claim per 2- tablets:

Inulin - 500mg
CGlutamine 400mg
FOS - 100mg
Lecithin — 100mg
HCA -25mg

Package size: 120
Tablet size 9/16 diameter x 3/16

Ingredients: Fructose, Inulin, Glutamine, Fructo-Ogliosaccharides, Lecithin, Natural
flavor, Citric acid, Ilydroxycitrate extract, Magnesium Stearate (releasing aid).

*Daily Value (DV) nol established
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Tab 33 RESEARCH AGREEMENT N ‘D

This Research Agreement (hereinafier the “Agreement”). effective as of January
29, 2004 (the “Effective Date™), is made by and between DBS Laboratories LLC, a
Florida corporation having offices at 1485 North Park Drive, Weston, Florida. 33326
(hereinafter “DBS Labs™) and University of Miami having offices at Rhodes House,
Building 37A, 1204 Dickinson Drive, Coral Gables, FL 33124-5215 (hereinafter
“Institution™).

WHEREAS, DBS Labs and Institution have a mutual interest in studying

Pedia Loss® (Inulin, Glutamine, FOS, Lecithin, HCA) tablets (hereinafter
“Dietary Supplement™); and

WHEREAS, Institution represents:

1.

That it has qualified personnel and adequate facilities and equipment to
competently conduct the clinical research project known as “A 6 month study
to assess the safety and efficacy of Pedia Loss® in obese adolescents™ as
described in the study protocol document -----— previously provided to
Investigator (as hereinafter defined) and incorporated fully herein by reference
as Appendix “A” (hereinafter the “Study”), according to the terms and
conditions hereinafter set forth;

That it will appoint Arlette C. Perry, M.D. as principal investigator
(hereinafter “Investigator”) having the requisite education, experience and
expertise to competently perform the Study according to the terms and
conditions hereinafter set forth, and that said Investigator shall act as
representative of the Institution for medical and scientific matters arising
under this Agreement, and shall have primary responsibility for supervision of
the Study. Institution shall notify DBS Labs within (10) days of any proposed
change in its selection and appointment of an Investigator.

NOW, THEREFORE, in consideration of the mutual promises and covenants
expressed herein, and intending to be legally bound, it is agreed as follows:

ARTICLE 1: Compliance

(a)

Institution acknowledges that DBS Labs intends to rely on the resuits of
the Study for purposes of making reports or applications to the United
States Food and Drug Administration (hereinafter “FDA”) and the FTC
Federal Trade Commission (hereinafter “FTC™), and represents that all
work and duties to be performed by it under this Agreement shall be in
compliance with all applicable federal and state statutes, regulations and
policies, including the relevant requirements of 21 C.F.R. 312.50
10312.70, inclusive (“Responsibilities of Sponsors and Investigators™) and
21 C.F.R. Part 50 (“Protection of Human Subjects”), the terms of which
FDA regulations are incorporated herein by references.

Page 1 of 9
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(b)  Institution represents that to the best of their knowledge neither it nor any
person associated with the performance of the Study has, pursuant to 21
U.S.C. 335 {a) or (b), been debarred by the FDA from the conduct of
clinical trials in human subjects. .

(c) Institution agrees that it shall require Investigator to certify that he/she has
provided to DBS Labs all information concerning any and all “covered
financial arrangements that exist between the investigator, the
investigator’s spouse and/or dependent children, and DBS Labs; and
further agrees to promptly update such information with any changes that
it becomes aware of during the course of the Study and for one year
following its completion.

“Covered financial arrangements” that must be reported to DBS Labs are:

3] Any financial arrangement entered into between DBS Labs, and the
investigator’s immediate family, whereby the value of the compensation paid
for conducting the Study could be influenced by the outcome of the Study;

2) Any payments (other that the costs of conducting the Study or other clinical
studies) made to the investigator and/or immediate family by DBS Labs such
as a grant to fund the investigator’s ongoing research, compensation in the
form of equipment, consulting arrangements, and any honoraria;

3) Any proprietary interest in the test product, including patent, trademark,
copyright or licensing agreements, held by an investigator and/or his/her
immediate family; and

4) Any steps taken to minimize the potential for bias resulting from any of these
arrangements, interests or payments.

ARTICLE 2: Scope of Work

(a) Institution shall strictly comply with the terms of the Study Protocol
(the “Protocol™). In the event of conflict between the terms of this
Agreement and the Protocol, the terms of the Protocol shall control in
all matters affecting the conduct of the Study; otherwise, the terms of
this Agreement shall control.

(b) The Study shall be conducted in Investigator with the prior approval
and ongoing review of a duly constituted Institutional Review Board
(“IRB™). Any modifications to the Protocol recommended by the
Investigator or IRB prior to the initiation or during the conduct of the
Study shall be brought to the attention of DBS Labs. The Protocol
may not be altered absent the prior written approval of DBS Labs, and
a subsequent review and approval of the IRB.

(c) Institution will have the opportunity to enroll up to 100 study
participants capable of being evaluated and having analyzable data in
the treatment portion of the Study, by 2/15/2004. The opportunity to
enroll additional patients during and subsequent to this date will be at
the discretion of DBS Labs. If DBS Labs approves additional patients,

Page 2 of 9
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ARTICLE 4:
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it will do so in writing to Institution. Personnel from DBS Labs (or
DBS Lab’s third party agent) will call on Institution periodically to
monitor and determine the status of the Study. adherence to protocol,
answer procedural questions, and retrieve completed case report forms.
DBS Labs shall provide Institution, without charge, sufficient
quantities of Study Dietary Supplement and placebo in appropriately
marked containers. Any unused Study Dietary Supplement or placebo
supplies are to be returned promptly to DBS Labs upon completion of
the Study, or, at DBS Labs’ election, destroyed in a manner acceptable
to DBS Labs.

Budget Terms

Payment schedule is specified in Appendix “B” annexed hereto and
incorporated by reference.

The total amount payable to Institution under this Agreement (including
any reimbursable expenses allowable under this Agreement) may not
exceed $65,000.00 without the prior written consent of DBS Labs, even
under a quantum meruit theory. Any procedures, visits, or other changes
performed apart from those scheduled in the Study are subject to prior
written approval of DBS Labs, and will be paid for as approved at the time
of final payment.

Institution acknowledges and agrees that it shall be solely responsible for
paying the appropriate amount of all federal, state, and local taxes with
respect to all compensation paid pursuant to this Agreement, and that DBS
Labs shall have not responsibility whatsoever for withholding or paying
any such taxes for or on behalf of Institution.

For purposes of final payment, patients will be considered to have
“completed” the Study upon retrieval by DBS Labs or its agent of
satisfactorily completed case report forms, and resolution of any queries or
requests for clarification made by DBS Labs to Institution concerning
Study data or records.

Communications

All communications pertaining to business matters under this Agreement
shall be directed as follows:

Ifto DBS Labs: Jonathan Barash

President

DBS Laboratories

1485 North Park Drive

Weston, Florida 33326

Telephone Number: (954) 888-4013
Facsimile Number: (954) 337-8430

If to Institution: Sandy Blanco

Page 3 of 9
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Assistant Director of Research Administration

Rhodes House, Building 37A, 1204 Dickinson Avenue
Coral Gables, Florida 33124-5215

Telephone Number: (305) 284-4541

Facsimile Number: (305) 284-2032

In the event DBS Labs or the FDA decides for any reason to suspend or
withdraw the Study Dietary Supplement from further use, DBS Labs shall
immediately notify Institution of such decision, and shall provide similar
notice to the Chairperson of the IRB. Any such notice will be confirmed
in writing within twenty-four (24) hours of oral notification.

Confidentiality and Inventions

Upon execution of this Agreement a confidential relationship shall exist
between DBS Labs and Institution, whereby Institution agrees to hold in
confidence confidential information disclosed by DBS in connection with
the Study. As used in this Agreement “confidential information” shall be
understood to include information disclosed by DBS Labs which is not in
the public domain, including but not limited to: technical, scientific,
market and marketing information, know-how, data, formulae, processes,
plans, assessments and methods for the Dietary Supplement and/or its uses
or modes or action, as well as similar information relating to any other
DBS Labs compound. For purposes of this Agreement, confidential
information supplied by DBS Labs to Institution shall not be deemed to be
in the public domain or in the possession of Institution merely because it is
embraced by general disclosures in the public domain or in the prior
possession of the Institution.

Institution shall make no use or disclosure of confidential information
except as specified in this Agreement, and shall return to DBS Labs all
written confidential information, together with written material
incorporating confidential information, upon completion or early
termination of this Agreement, or at the request of DBS Labs.

Institution agrees to disclose confidential information only to such of its
employees and agents as are required to have access to the information in
order to permit performance of the Study, and then only upon execution
by such employee or agent of a Confidentiality Agreement in that form
provided as Appendix “C” to this Agreement,

Confidential information shall not be deemed to include information
which: (i) enters the public domain through no act or omission of
Institution; (ii) is lawfully in Institution’s possession prior to disclosure,
which possession can be documented through business records maintained
in the ordinary course of Institution’s business; (iii) is obtained by
Institution from a third party having the lawful right to provide such
information and having no obligation of confidentiality of DBS Labs; or
(iv) is required by law or court order to be disclosed.
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The disclosure of confidential information to Institution shall not be
construed in any way as a license or transfer of other rights. Institution
assigns and agrees to assign any improvement, invention, and/or
discoveries that are made by Institution as a result of the work performed
under the Study. Institution shall ensure that all improvements.
inventions, and/or other discoveries (whether patentable or not} which
arise out of this Agreement and the Study or Protocol are promptly
communicated to DBS Labs, and Institution shall be willing at any time at
DBS Labs expense to assist DBS Labs in obtaining patent protection
and/or other forms of protection for said improvement, inventions and/or
discoveries in any territory in the world. Upon request, Institution shall
use its best efforts to assign or secure the assignment to DBS Labs, at DBS
Labs’ expense, of any right and title to such improvement, inventions,
and/or discoveries which is not at that time vested in DBS Labs, and shall
execute or cause to be executed any and all documents necessary to secure
or transfer such property rights to DBS Labs.

Term and Termination

The term of this Agreement shall be for the period beginning with the Effective
Date and ending with completion of the Study, unless terminated sooner pursuant to the

following:
@
(b)

(©)

(d

The parties may terminate the Study and this Agreement at any time by

mutual written agreement.

Either party may terminate this Agreement for cause upon thirty (30) days

written notice. Notices shall be deemed delivered upon receipt by the

recipient designated for each party in Article 4 of this Agreement.

“Cause” shall be defined to include a material breach of this Agreement, a

material violation of the Study Protocol, a determination by Institution or

Investigator that the Study poses an unreasonable risk to the health and

safety of a participant, or a lack of enrollment of the stated Study

participant population.

DBS Labs may terminate this Agreement:

(i) immediately upon notice to Institution if DBS Labs determines that
continuation of the Study is not in the best interest of Study
participants or DBS Labs, or if the FDA suspends investigational use
of the Study Dietary Supplement for any reason, or

(ii) without cause upon thirty (30) days written notice to Institution.

This Agreement may be terminated immediately upon notice to Institution

if DBS Labs determines that continuation of the Study is not in the best

interests of Study participants or DBS Labs, or if the FDA suspends
investigational use of the Study Dietary Supplement for any reason. If

DBS Labs terminates this Study prior to the normal conclusion of the

Agreement, it will pay to Institution all fees earned for completed

procedures in accordance with Appendix B, and, in addition, all
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documented costs resulting directly from early termination of this
Agreement, such termination costs not to exceed ten percent (10%) of the
“not to exceed” costs stated in Article 3(b), supra.

The obligations specified in Articles 5, 7, 8, and 10 of this Agreement
(including executed copies of Appendix “C™) shall survive termination of
this Agreement for a period of five (5) years. All other obligations of
either party shall be excused upon termination of this Agreement, saving
obligations which have arisen prior to the date of termination.

ARTICLE 7: Access to Records

Data and records compiled by Institution under this Study shall be freely available
to DBS Labs at Institution’s office during normal business hours upon reasonable notice
and request. Institution agrees to retain with the records of the Study either the originals
or copies of all Study participant forms and the records, and to make these available for
comparison with case reports for review and/or copying if requested by DBS Labs or
representatives of the FDA. Neither DBS Labs nor Institution shall at any time disclose
to any third party the name of any Study participant unless required to do so by law
(including lawful request of the FDA).

ARTICLE 8: Clinical Study Report/Publication Policy

(a)

(b)

(d)

DBS Labs will ensure the preparation of a comprehensive final report of
this study suitable for regulatory purposes that will be kept on file within
DBS Labs.

By signing the Research Agreement, the Investigator agrees that the
results of this study may be used for submission to national and/or
international regulatory and supervising authorities. The authorities will
be notified of the Investigator’s name, address, qualifications, and extent
of involvement.

Publication and the disclosure of information shall be governed by the
terms of the Research Agreement. Any proposed publication, lecture,
manuscript, poster presentation or other dissemination of the data and
results of this study must be submitted to DBS Labs prior to its submission
for publication for DBS Labs’ review and comment.

All Study data and results shall be the exclusive property of DBS Labs,
and DBS Labs reserves the right to use the Study data and results for any
corporate purpose.

ARTICLE 9: Adverse Events

In the event 2 Study participant suffers an illness or injury which DBS

Labs and Investigator reasonably or study procedures determine to be an adverse
event caused by exposure to the Dietary Supplement or Study placebo, DBS Labs
shall pay all medical and hospital expenses reasonably associated with the
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medical treatment of such adverse event in excess of that portion covered by the
participant’s own insurance.

ARTICLE 10: Claims and Indemnity

(a)

(b)

ARTICLE 11:

(©)

(d)

(a)

DBS Labs agrees to indemnify and hold harmless the Principal
Investigator, University of Miami, its Trustees, officers. faculty,
employees and students (hereinafter “University™) against any and
all losses, expenses, claims, actions, lawsuits and judgments
thereon (including attorney fees through the appellate levels),
which may be brought against the University by reason of personal
injury, illness or death to any person as a direct result of
administration of the medication or otherwise arising out of or
reasonably attributable to the activities to be carried out in this
research study provided that any loss, liability or damage resulting
from (1) failure to adhere to the terms of the Protocol or DBS
Labs’ written instructions relative to the use of the investigational
drug, (2) failure to comply with any applicable FDA, NIH or other
governmental requirements, or (3) acts of negligence, omission or
willful malfeasance or misconduct by the Principal Investigator or
University of Miami is excluded from this agreement to indemnify,
defend and hold harmless. In the event an illness or injury, which
the University and DBS Labs reasonably determine to be an
adverse reaction to administration of medication pursuant to the
protocol or other study procedure should occur, medical treatment
for such adverse reaction will be provided free of charge by DBS
Labs.

Administration of medication of placebo, or other treatment
pursuant to the protocol shall not be considered negligence by the
University.

In the event any such claim is made or lawsuit is initiated, the
University shall notice Company within ten days of receipt of
notice of claim in writing and shall cooperate fully in the defense
of such lawsuit and permit Company or its insurance carrier to
defend such a claim or lawsuit.

The provisions of this paragraph and paragraph 7 shall continue
after the termination of this Agreement.

Miscellaneous

Institution shall perform its duties and obligations under this
Agreement as an independent contractor, and Institution and
employees of Institution shall not be considered employees of DBS
Labs, nor shall Institution have the authority to hold itself out as
having the authority to speak for, represent, obligate or legally bind
DBS Labs in any way.
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This Agreement shall be binding upon and inure to the benefit of
the successors and assigns of the parties hereto. Institution shall
not assign any part of its interest or obligations hereunder without
the prior written consent of DBS Labs.

No modification or waiver of any of the provisions of this
Agreement shall be binding unless made in a writing signed by the
parties hereto.

Institution acknowledges that it understands that DBS Labs is an
Equal Opportunity Employer, and warrants that unless exempted
by law, it complies with the Fair Labor Standards Act of 1938, as
amended. If this Agreement is construed to be a subcontract
within the meaning of the rules and regulations approved by the
United States Secretary of labor pursuant to Executive Order
11246, as amended, the Vietnam Era Veterans Readjustment Act
of 1974, as amended, the Rehabilitation Act of 1973, as amended,
or of regulations as well as Equal Opportunity and
Nondiscrimination provision of Section 202 of Executive Order
11246 shall be in incorporated herein by reference.

This Agreement (together with all documents expressly
incorporated herein by reference) comprises the entire agreement
entered into between the parties, executed in duplicate originals.

IN WITNESS WHEREOF, the parties have caused this Agreement to be executed in

duplicate originals by their duly authorized representatives.

DBS LABORATORIES UNIVERSITY OF MIAM
By: By:
Printed Name: Printed Name:
Title: Title:
Date: Date:
Acknowledged:

Page 8 0of 9
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APPENDIX C
CONFIDENTIALITY AGREEMENT

The undersigned, declares that he or she has read
and is familiar with the provisions of the Research Agreement between DBS Laboratories
(“DBS Labs™) and University of Miami, dated January 25, 2004, and related to the
clinical research project known as “A 6 month study to assess the safety and efficacy of
Pedia Loss® (Inulin, Glutamine, FOS, Lecithin, HCA) tablets in obese adolescents™
(hereinafter the “Research Agreement™). The undersigned agrees to be bound by the
terms and conditions of the Research Agreement, and further agrees 10 keep confidential
any information received from DBS Labs; provided that this obligation shall not apply 1o
any information which:

(a) is already in the possession of the undersigned at the time of disclosure
thereof, and can be documented by written records to then be in the
undersigned’s possession;

(b) is or later becomes part of the public domain through no act or omission of
the undersigned;

©) is lawfully received from a third party having no obligation of
confidentiality of DBS Labs; or

(d) is required by law to be disclosed.

Upon completion or early termination of the Research Agreement or this Confidentiality
Agreement, the undersigned agrees to promptly return to DBS Labs all written
confidential information, as well as, all written material which incorporates any
confidential information, which is then in his or her possession.

Signature Printed Name

Title Date

Page 9 of 9
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|

' ‘ Tab 34

LIBIDO ENHANCERS

\ SHOW PRODUCT MEN!

Virilty, performance and prowess can be sttained e any age. These cen allbe

aitributed to Masculine Male. Masculine Male utiizes Tongkat Ali, the one ingredient thet

is completely focused on giving you maximum performance anytime the opportunity

arises, snd enhancing your libido to new levels you and your partner will revel in, Two
Tht# é,bd‘;él s tablets, twice & day can help you discover an arousal level thet will make sex more

{ dosigned to rtense and exhilarating. Get the most out of your sexual experiences with Masculine

increase sexual : Male.

desire and improve

sexucl performonce.

©2003 DBSLabs.com All rights reserved.
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Tab 35 \ 5HOW PRODUCT MEN!

T Py RIY :
A .{‘s FRRE™S i—%‘ EFEE "
ST hit ) Ao 34
it S b 2._"}3[2*‘_(1?‘1& &

. descrigtion__directions  suppiement facts

ARGININE PLUS

Now youthful energy can be yours et any age with ARGININE PLUS, ARGININE PLUS is
an amazing amino acid that can increase growth hormone, boost cardiovascular
energy, and pump up your fibids. By bullding collstersl arteries, ARGININE PLUS can giv
you sl the cardiovascular power you need to feel vibrant, healthy, and aroused -
always on. Build the staming that will help you enjoy fife and everything & has to offer
with just 3 capsules, twice a day.

H

AR amazing amino |
acid that can aid i
catdiovascular

i hegith, stimulating
! Wipido, and much

p more.

©2003 DBSLabs.com All rights reserved.
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HOME COMPANY ! PRODUCTS WHERETOBUY | FAQ's CONTACTU

Tab 36 N\ sHow PRODUCT MEW!
WEIGHT LOSS
Thermol.can Carp Control Fat Fighter Apimin AM Apimin PM

APIMINPH ‘]

-» Dl APIMIN PM

Burn the fat you never wanted with APIMIN-PM. By increasing fat metabolism,

. N f mairtaining normal glucose levels, suppressing appétite, and lowvering the production o
i cholestero! and fatty acids, APIMIN-PM helps you shed excess weight, ARIMIN-PM is ar

ephedra-free non-stimulant, so i Supparts fat metabolism while keeping you retaxed ar

Boos! on cigy and alfowing you to get a good night's sieep. One capsule of APIMIN-PM before each meal i

Buin fat with a safe, easy way for youto lose weight. The powerful ali-natural formula of APIMIN-PK

Apimin-PM i wvorks best with a low fat, low calorie diet and regular exercise. Get the formula vou

need to feel healthy and ook fit in APIMIN-PM.

1

©2003 DBSLabs.com All rights reserved.

http://www.dbslabs.com/ 06/09/2004
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DBS Labs

| nome [ COMPANY | PRODUCTS WHERE TO BUY FAQ's CONTACT U

COMPANY

o Tab 37 "\ SHow PROCUCT EM!
WEIGHT LOSS
Thermolean Carb Control Fat Fighter Apimin AM Apimin PM

FAT FIGHTER i

/ i — —
i description directions supplement facts
& {1, HEWFAT.FIGHTER
E > 1 Have that second slice of cheesecake and avoid having to go to the gym because
- - 11 studies now poirt to all-natural weight loss supplements to prevent flab

Only DBS Labs combines the latest technologies te bring us “Liposan Utre” which we
are proud to offer only in our Fat-Fighter product. Although laboratory resutts show the
| Liposanis a superior fat binder compared to & number of representative chitosans, the
true beneft of New Chitosan occurs in the digestive fract. Liposan complexes upto 5
times more e than regular chitosan, which may stit nat be fully dissolved. The
complexed fet is trapped in the Chitosan gel and protected from enzymatic (ipase)
breakdown into absorbable free tatty acids, This trapped fat cannot be absorbed and i
effectively eliminated from the body,

4 T T
A tevolutionary new |

. product designed |

tor weigh! ioss,

©2003 DBSLabs.com All rights reserved.

http://www.dbslabs.com/ 06/09/2004
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Lock oyt tat ang
110de sxXcess weignt
tor o new |
configence.

Tab 38
\ SHOW PRODUCT MEN!
Thermol.can Carb Control Fat Fighter Apimin AM Apimin FM
/ - Fi
description directions  supplement facts
[ CARB COHTROL
e — Lock out fat and trade excess weight for a new confidence. CARB-CONTROL works
.-~

by inhibiting the enzyme responsible for breaking down carbohydrates, so the sugars
in carbohydrates can't be absorbed into your body and stored as fats.
Cambined with a sensible diet and reguler exercise, CARB-CONTROL aliows you to
safely trim fat without extreme dieting. One capsule of CARB-CONTROL twice a day
keeps the fat away.

http:/iwww.dbslabs.com/

©2003 DBSLabs.com Al rights reserved,
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MedPharmacy

!\«VnmensHe\—“rvi Mer 5 -za 1 Sexual Healm lsm Ahar

About Js FAQs Cont

Tab 39

Tot 10

1

s

Your snopping bag O iterm

:ul Weliress Ails [r\i:&:r,wu

e

Subiseribe to our Speclals

-mail
Weight Loss
Allergy & Sinus
Gastro Health
immune Boost
Male Fertility
Men’s Health
Pain Reliet
Sexual Heaith
Sieep Aid
$kin Care
Stop Smoking
Women's Fertility
Women's Health

http://www.medpharmacy.com/-info_Pedial.oss

Life Style Prescription Medications and All-Natural Non-Prescription Health Products

PEDIA LOSS

Non-Prescription All-Natural Health Product From Add Item to my Shopping Bag
Dynamic Heaith

Chitd obesity is a growing problem n North
America. Pecia Loss is an appetite
suppressant for children 6 years and older.
Allow children to enjoy their favorite foods
without gaining weight. This revolutionary new
formula slows the absorption of carbohydrates
allowing more te be burned for energy and
iess to be stored as fat. This highly affective
and natural dietary supplemert comes 1n
berry-flavored chewable tablets for easy
consumption. in conjunction with a proper diet
and exercise program. Pedia Loss can keep
your child from becoming a statistic.

Please consuit your healthcare provider befare
giving PEDIA LOSS to your child.

To understand the difference between
Dynamic Health weight loss products click
here.

PEDIA LOSS $79.95

View Supplement Facts

. This product has been made at a Good Manufacturing Practices certified laboratory.
@ﬂ To read more about it ciick here

Product Information

Pedia Loss is safe and effective for children of alf ages....

This synergistic formula was designed to aide in a child's glucose metabolism. Since many of
their favorite foods are rich in carbohydrates but very low in dietary fiber, their digestive tracts
and insulin never function properly. Now with Pedia Loss children can stilt enjoy their favorite
food but with the help of Inulin their bodies with siow down the absorption of carbohydrate,
alfowing more to be burned for energy and less to be stored as fat, and give a great source of
soluble fiber. In addition to this highly advanced ingredient, we have included supplemental
amounts of both glutamine and FOS, which have both been proven to drastically improve
intestinal health. Finally this products contains a highly effective compound called HCA, this
compound has been shown to safely burn fat without any form of stimulants.

Suggested Use:

Children ages 6-10: Two (2) chewable tablets twice a day, 15 minutes before lunch & dinner.
Children ages 11-16: Three (3) chewable tablets twice a day, 15 minutes before lunch & dinner,
Consume with 6-8 cunces of water, juice or other liquid

As with all dietary supplements if you are taking medication consult your health care professionat

6/27/2003
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before taking this product.

Storage: Store in a coo! dry place. Keep out of reach of chiidren. Do not use if seal is broken
i

Supplement Facts

Serving Size: 2 Chewable Tablets
Servings Per Container: 30

Amount Per Serving %DVt

Proprietary Blend Containing: 1125 mg M
Fructose, inulin, Glutamine, Fructo-

Ogliosaccharides (FOS), Lecithin, Citric

Acid, Hydroxycitrate Extract.

1 Percent Daily Value * Dally Value not established

: M ium § {releasing aid).

* These statements have not been evaiuated by the Food and Drug Administration. This product
is not intended to diagnose, treat, cure, or prevent any disease.

Pedia Loss
INULIN
OVERVIEW

Inuiin is a polysaccharide derived form the Jerusalem artichoke and Dahiia tuber. It is formed by
finking 30 fructose monomer units together in a long chain. A natural fiber, it helps to moderate
blood sugar levels in the body. Not only can inulin analog help aveid "sugar rushes and crashes”
commonly experienced, but it may aiso help reduce sugar craving, a frequent source of calories.
Inulin analog is not absorbed by the digestive tract and therefore contributes no extra calories
while improving energy levels

METHOD OF ACTION

Inulin analog is a water-soluble fiber and the ultimate complex carbohydrate. It is a storage
carbohydrate as well as one of the few known soluble fibers. It is the only carbohydrate that
extends carbohydrate-derived energy over extended periods without significant increases in
blood sugar level and does not require insulin in order o be metabolized. inulin analog can help
reduce insulin dependencies and requirements as well as provide better blood sugar control.
The iong-term energy release that inulin analog provides not only prevents low blood sugar
levels in diabetics but enhances endurance for the normal active individual,

Inutin analog spreads the absorption of carbohydrates over a longer period of time than
absorption without inufin analog. This is important because stretching carbohydrates over
periods of 2 to 10 hours delays the pangs of hunger that result from the sugar rush and low
experienced with carbohydrate consumption. For athietes, this capacity increases endurance
igvels as weil. For diabetics, the fact that inutin analog does not increase blood sugar levels and
prevents low blood sugar levels is important in preventing diabetic ketoacidosis.

Suppiement: INULIN

Scientific Names:

http://www.medpharmacy.com/-info PediaLoss 6/27/2003
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Beta(2-1)fructans.
People Use This For:

Qrally, inulin is used for hypercholesterolemia, hypertriglycendemia. hyperiipidemia, obesity and
weight loss, improving gastrointestinal function, and as a food additive

Safety:
POSSIBLY SAFE ..when used orally and appropriately, shortterm. Doses of 8 to 14 grams
daily have been safely used for up to eight weeks (7604,7605,7606.7607 8451)

PREGNANCY AND LACTATION: Insufficient reliable information available; avoid using.

Effectiveness:
POSSIBLY EFFECTIVE .. when used orally for hypertriglyceridernia. There is some evidence
that inulin can reduce triglycerides by up to 19% after eight weeks of treatment (7604),

Mechanism of Action:

Inulin is an oligosaccharide, cormposed of chains of 2 to 60 giucose and fructose molecules,
Although inulin is found in many fruits, vegetables, and herbs, #t is usually obtained by hot water
extraction from chicory root (7808). Because it contributes very little in dietary calories, inulin is
used as a food additive to increase buik and palatabitity (8449)

inulin is related to short-chain oligosaccharides (SCO), which are often referred to as fructo-
oligosaccharides. Partial hydrolysis of chicory inulin yields SCO, which are usually 2 to 7 sugar
molecules in length and have many of the same effects as inulin (7608)

inufin has a prebiotic effect, meaning that it is not digested or absorbed, and it promotes the
growth of specific types of bacteria in the large intestine. inuln preferentially promotes the
growth of bifidobacteria. Fi jon of inulin d fecal pH and increases fecal volume
{7605,8447). The products of fermentation are short chain fatty acids. that are absorbed and
metabolized (8449).

Inulin decreases serum triglycerides by decreasing fatty acid synthesis and reducing production
of very low density lipoproteins (VLDL) (7604). Preliminary evidence indicates that SCO can
reduce the formation of very iow density lipoproteins (VLDL) (8448)

Adverse Reactions:

Orally, inulin can commonly cause flatulence, bloating. gastrointestinal cramps, and intestinal
noises. These symptoms become more bothersome at doses over 30 grams (7604,8450,8509).

References: 7604 Williams CM. Effects of inulin on lipid parameters in humans. J Nutr 1988
Jul;129{7 Supp}):14718-38. 7605 Roberfroid MB, Van Loo JA, Gibson GR. The bifidogenic
nature of chicory inulin and its hydrolysis products. J Nutr 1998,128:11-9, 7606 Menne E,
Guggenbuhl N, Roberfroid M. Fn-type chicory inulin hydrolysate has a prebiotic effect in
humans. J Nutr 2000;130:1197-9. 7607 Hoeger WW, Harris C. Long EM, Hopkins DR. Four-
week supplementation with a natural dietary compound produces favorable changes in body
composition. Adv Ther 1998;15:305-14. 7608 Gay-Crosier F. Schreiper G, Hauser C.
Anaphylaxis from inulin in vegetables and processed food. N Engl J Med 2000,342(18):1372.
8447 Roberfroid MB. Functional effects of food components and the gastrointestinal system:
chicory fructo-oligosaccharides. Nutr Rev 1996;54{11 Pt 2):538-42 8448 Kok N, Roberfroid M,
Delzenne N. Dietary oligofructose modifies the impact of fructose on hepatic triacyiglycerol
metabolism. Metabolism 1996;45:1547-50. 8449 Dysseler P, Hoffem D. inulin, an alternative
dietary fibre. Properties and itati ysis. Eur J Clin Nutr 1995 49(Suppl 3):5145-52.
8450 Pedersen A, Sandstrom B, Van Amelsvoort JM. The effect of ingestion of inulin on blood
lipids and gastrointestinal symptoms in healthy females Br J Nutr 1997,78:215-22.< 8451
Abrams SA, Griffin 1J. Calcium absorption is increased in adolescent guis receiveing enriched
inutin, World Congress of Pediatric Gastroenterology, Hepatology & Nutrition, Boston, MA,
August 5-9, 2000: Abstract 821. 8508 Cummings JH, Macfarlane GT. Englyst HN. Prebiotic
digestion and fermentation. Am J Clin Nutr. 2001;73(2 Suppl}:4155-4208

Suppiement: FRUCTO-OLIGOSACCHARIDES

http://www medpharmacy.com/-info_Pedial.oss 6/27/2003
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Scientific Names:
Beta-D-fructofuranosidase

People Use This For:
Orally, fructo-oligosaccharides are used for constipation, increasing fecal mass, and reducing
serum cholesterol. Fructo-oligosaccharides are also used as prebiotics

in foods, fructo-cligosaccharides are used as a swestener,

Safety:
POSSIBLY SAFE ..when used orally and appropriately in amounts less than 30 grams per day
(741,745,8505)

PREGNANCY AND LACTATION: Insufficient reliable information available, avoid using.

Effectiveness:

There is insufficient reliable information available to rate the effectiveness of fructo-
oligosaccharides. However, some evidence suggests that fructo-oligosaccharides may relieve
constipation by increasing fecal mass (8505). More evidence is needed to rate fructo-
oligosaccharides for this use.

Mechanism of Action:

Fructo-oligosaccharides (FOS) are plant sugars that occur in a wide variety of fruits, vegetables,
and cereals. Chemically, fructo-oligosaccharides are made up of a giucose molecule joined to
fructose molecules. They are produced commercially from sucrose using an enzymatic process,
or they can be produced by partial hydrolysis of chicory inufin (750 8507 .8563)

Fructo-oligosaccharides have prebiotic activily. Prebiotics are substances that seleclively
promote the growth and aclivity of specific species of bacteria i the gut Fructo-
oligosaccharides pass undigested through the smali intestine. Colonic bacteria that produce
acids, such as bifidobacteria and lactobacilli, are symbiotic with fructo-oligosaccharides. In the
colon, fructo-oligosaccharides specifically promote the growth of beneficial bacteria, which in
turn produce enzymes that metabolize fructo-oligosaccharides
(750,8505,8507,8508,8508,8563). Fructo-oligosaccharides are not hydrolyzed by human
digestive enzymes (746), and they are not recoverable in the feces This suggests complete
metabolism by cotonic microfiora (747).

Colonic ion leads to ir fecal biomass, decrpased ceco-colonic pH, and
production of short chain fatty acids. The short chain fatty acids exert systemic effects on lipid
metabolism similarly to dietary fiber (744).

Preliminary evidence suggests that fructo-oligosaccharides might protect against colon cancer
(748). In experimental models of colon cancer, fructo-oligosaccharides seem to stimulate local
immune surveiliance to inhibit tumor formation (8508).

FOS are derived from asparagus. Jerusalem artichokes, and soybeans, or produced
synthetically (746,8563). FOS pass undigested through the small intestine and are fermented in
the colon,

Adverse Reactions:

Orally, the use of fructo-oligosaccharides can cause flatulence, beiching, abdominai pain,
intestinal sounds, and bloating (740,750,8609). These symptoms occur commonly but are
generally mild at lower doses (less than 10 grams per day) (745,750,8509)

interactions with Herbs & Supplements:
BIFIDOBACTERIUM BIFIDUM Concomitant use of fructo-oligosaccharides can promote the
growth of supplemental bifidobacteria.

Dosage/Administration:

ORAL, For treating constipation, a dose of 10 grams per day has been used (8505). For
prebiotic effect {to increase fecal bifidobacteria), the typical dose is 4 to 10 grams per day
(749,750}

http://www.medpharmacy.com/-info_Pedial.oss 6/27/2003
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Comments:

Fructo-oligosaccharides are used as prebiotics, food constituents that increase the number of
beneficial bacteria in the ntestine. Don't confuse prebiotics with probiotics such as factobacilius,
bifidobacteria, and saccharomyces, which are live organisms used to re-colonize beneficial
intestinat microorganisms (8509)

References: monograph: FRUCTO-OLIGOSACCHARIDES 740 Stone-Dorshow T, Levitt MD,
Gaseous response to ingestion of a poorly absorbed fructo-oligosaccharide sweetener. Am J
Clin Nutr 1987;46:61-5. 741 Bornet FR. Undigestible sugars in food products. Am J Ciin Nutr
1994;5%(Suppl):7635-9S. 744 Roberfroid M. Dietary fiber, inulin, and oligofructose: a review
comparing their physiological effects. Crit Rev Food Sci Nutr 1993;33:103-48. 745 Briel F, et
al. Symptomatic response to varying levels of fructo-oligosaccharides consumed occasionally or
regularly. Eur J Clin Nutr 1395,49:501.7. 746 Mitsouka 7, Hidaka H, Eida T. Effect of fructo-
oligosaccharides on intestinat microflora. Nahrung 1987;31:427-36. 747 Alles MS, ef al. Fate of
fructo-oligosaccharides in the human intestine. Br J Nutr 1896;76:211-21. 748 Pierre F, et al.
Shont-chain fructo-oligosacchandes reduced the occurrence of colon tumors and develop gut
associated lymphoid tissue in Min mice. Cancer Res 1997;57:225-8. 749 Gibson GR. Dietary
modulation of the human gut microflora using prebiotics. Br J Nutr 1998;80:5209-12, 750
Bouhnik Y, et al. Short-chain fructo-oligosaccharide administration dose-dependently increases
fecal bifidobacteria in healthy humans. J Nutr 1899;129:113-6. 8505 Chen HL, Lu YH, Lin JJ,
Ko LY. Effects of fructooligosaccharide on bowel function and indicators of nutritional status in
constipated elderly men. Nutr Res 2000;20:1725-33. 8506 Pierre F, Perrin P, Bassonga E, et al.
T cell status influences colon tumor occurrence in min mice fed short chain fructo-
oligusaccharides as a diet supplement. Carcinogenesis 1999;20:1853-6 . 8507 Menne E,
Guggenbuhl N, Roberfroid M. Fn-type chicory inulin hydrolysate has a prebiotic effect in
humans. J Nutr 2000;130:11987-5. 8508 Bouhnik Y, Ouarne FF, Riottot M et al. Effects of
prolonged ingestion of fructo-oligosaccharides (FOS) on colonic bifidobacteria, fecal enzymes
and bite acids in humans. Gastroentersl 1994;106:A598. 8509 Cummings JH, Macfarlane GT,
Englyst HN. Prebiotic digestion and fermentation. Am J Clin Nutr. 2001;73(2 Suppl):4155-
420S. 8563 Losada MA, Olieros T. Towards a healthier diet for the colon the influence of
fr i ides and it on inal heaith. Nut Res 2002;22:71-84. 8603
Circosta C, Occhiuto F. Ragusa S, et al. A drug used in traditional medicine: Harpagophytum
procumbens DC. It. Cardiovascular activity. J Ethnopharmacol 1984;11:259-74.

Supplement: Glutamine

Description

Glutamine is the most abundant amino acid in the body — comprising approximately half of the
free amino acids in the blood and muscie. As a non-essential amino acid, glutamine can be
produced in the body by conversion from another amino acid - glutamic acid (primarily by the
skeletal muscie and fiver. Glutamine’s main functions in the body include serving as a precursor
in the synthesis of other amino acids and glucose for energy. Cells of the immune system, the
small intestine and the kidney are the major consumers of glutamine.

Claims

Boosts immune system function
Maintains muscle mass

Prevents muscle catabolism {breakdown)
Enhances glycogen storage

Aids recovery from exercise

*v 0 e

Theory

Jntense exercise training results in a well-described drop in plasma glutamine levels. Chronically
fow glutamine levels have been implicated as a possible contributing factor in athletic
overtraining syndrome as well as the transient i ion and i risk of
infections that typically affects competitive athietes during intense taining and competition.
Under conditions of metabolic stress, the body's need for glutamine may exceed its ability to
produce adequate levels - meaning that a dietary source is required to prevent catabolism of
skeletal muscie — the primary source of stored glutamine in the body.

Scientific Support

A significant body of scientific literature exists to support the beneficial effects of glutamine
supplementation in maintaining muscle mass and immune system function in critically il} patients
and in those recovering from extensive burns and major surgery. When plasma glutamine levels
fail, skeletal muscles may enter a state of catabolism in which muscle protein is degraded to
provide free glutamine for the rest of the body. Since skeletal muscle is the major source of
glutamine (other than the diet), prolonged deficts in plasma glutamine can lead to a significant

http://www.medpharmacy.com/-info_Pedial.oss 6/27/2003
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Ioss of skeletal muscle protein and muscle mass.

in recent years, at least a bhalf-dozen studies have been conducted on glutamine
supplementation in athletes and a strong basis exists for the efficacy of glutamine supplements
in athletic populations. For example, glutamine's role in immune system support has been
shown to prevent infections foflowing intense bouts of physicai activity — which tend to reduce
plasma glutamine levels. Glutamine supplements have also been shown to play a role in
counteracting the catabolic {muscle-wasting) effects of stress hormones such as cortisol, which
are typically elevated by strenuous exercise The funchion of glutamine in stimulating glycogen
synthase, the enzyme which controls the synthesis and storage of glycogen fuel storage in
muscles and liver, may provide a mechanism by which giutamine supplements promote
enhanced fuel stores. Glutamine suppiements cause a rapid rise in cellular glutamine levels and
glutamine stores in muscle. Glutamine s alse thought to increase cell volume, where it may
stimulate the activity of enzymes in the liver and muscles involved in glycogen storage as weli as
those involved in anabolic activities such as protein synthesis. G Suppl 1ts have also
been hypothesized to increase levels of growth hormone, which may be expected to help
stimulate protein synthesis and encourage gains in muscle mass and strength, but reliable
evidence for this effect of glutamine supplements has not been demonstrated by clinical studies.

Safety

Glutamine supplements are well tolerated at levels up to at least 20 grams per day and intakes
of as much as 40 grams per day should induce no significant adverse effects outside of mild
gastrointestinal discomfort. As with any isolated amino acid supplement, consumption in divided
2-4 divided doses throughout the day shouid increase iotal body stores without posing significant
absorption issues.

Value

Glutamine supplements are relatively inexpensive compared to other amino acid supplements.
For anybody exposed to heightened levels of stress, such as those recovering from injury,
surgery, or intense exercise, glutammne supplements represent an economical way 1o promote
tissue repair, reduce muscle catabolism and help prevent infections.

Dosage
For the immune system support and anti-catabolic actions that are of interest to most athietes,
recommended doses range from 1-10 grams.

References 1. Alvestrand A, Bergstrom J, Furst P, Germanis G, Widstam U. Effect of essential
amino acid supplemnentation on muscle and piasma free amino acids in chronic uremia. Kidney
Int. 1978 Oct;14(4):323-9. 2. Acks TT, Brennan MF, Fitzpatrick GF, Knight DC. Leucine meal
increases giutamine and total nitrogen release from forearm muscle. J Clin Invest. 1981 Dec 68
(6):1522-8. 3. Aoki TT. Metabolic adaptations to starvation, semistarvation, and carbohydrate
restriction. Prog Clin Bio! Res. 1981:67:161-77. 4. Bonau RA, Jeevanandam M, Moldawer L,
Blackburn GL, Daly JM. Muscle amine acid flux in patients receiving branched<chain amino acid
solutions after surgery. Surgery. 1987 Apr;101(4):400-7. 5. Calder PC, Yagoob P. Glutamine
and the immune system. Amino Acids. 1999,17(3):227-41. 6. Carli F, Webster J, Ramachandra
V, Pearson M, Read M, Ford GC, McArthur S, Preedy VR, Halliday D. Aspects of protein
metabolism after elective surgery in patients receiving constant nutritional support. Clin Sci
(Colch). 1990 Jun;78(6):621-8. 7. Casteli LM, Newsholme EA. The effects of oral glutamine
supplementation on athletes after prolonged. exhaustive exercise. Nutrition. 1997 Jul-Aug;13(7-
8):738-42. 8. Elia M, Folmer P, Schiatmann A, Goren A, Austin 5. Amino acid metabolism in
muscle and in the whole body of man before and after ingestion of a single mixed meal. Am J
Ciin Nutr. 1989 Jun;49(6):1203-10 9. Giesecke K, Magnusson 1, Ahlberg M, Hagenfeldt L,
Wahren J. Protein and amino acid metabolism during early starvation as reflected by excretion
of urea and methylhistidines. Metabolism. 1989 Dec:38(12):1196-200. 10. Gleeson M, Bishop
NC. Elite athiete immunology: importance of nutrition. Int J Sports Med. 2000 May;21 Suppl
1:544.50. 11. Greenha#f PL, Gleeson M. Maughan RJ. The effects of diet on muscie pH and

holism during high i ity exercise. Eur J Appl Physiol Occup Physiol. 1988,57(5):531-9.
12. Haymond MW, Strobe! KE, DeVivo DC. Muscle wasting and carbohydrate homeostasis in
Duchenne muscular dystrophy. Neurology. 1978 Dec;28(12):1224-31. 13. Lundeberg S,
Beifrage M, Wernerman J, von der Decken A, Thunell S, Vinnars E. Growth hormone improves
muscle protein metabolism and whole body nitrogen economy in man during a hyponitrogenous
diet. Metabolism. 1991 Mar;40(3):315-22. 14. McKenzie DC. Markers of excessive exercise. Can
J Appl Physiol. 1999 Feb;24(1):66-73. 15. Newshoime EA, Calder PC. The proposed role of
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Supplement: Lecithin

Description

Choline is an ial nutrient, a B-vitamin. it can be mar sred in the body (from the amino
acid methionine), aithough there is some debate whether it can be made in sufficient amounts
for optimal health. Folic acid and vitamin B12 are also needed to process choline. Choline plays
a role in brain development {as an amine precursor for the neurotransmitter acetylcholine), liver
function and cardiovascular health. The recommended amount of chaline is 425mg/day for
women and 550mg/day for men. Food sources of choline include egg yolks (the major dietary
source), organ meats and legumes. Choline is available in supplemental form as lecithin (or
phosphatidyicholing) as well as purified choline capsules and as an ingredient in sports bars and
drinks.

Claims

Memory aid

Brain development
Cardiovascutar protection
Cancer prevention
Promotes energy

Delay fatigue

Theory

Choline is an important constituent of celt membranes, so choline has functions in virtually every
bodily system. Choline participates in lipid (fat) transport in the body and may reduce
accumulation of fat in the liver. As a dietary supplement and ergogenic aid, however, claims
surrounding choline are due mostly to its role as a component of acetyicholine, the
neurotransmitter needed for conduction of nerve signals and brain function. Claims in this area
typically involve mental performance, memory and reaction time.

Scientific Support

During pregnancy, choline intake of the mother may influence memory and brain development in
the growing infant. Studies on choline and lecithin supplementation clearly show an increase in
blood choline levels following supplementation with 1 - 5 grams of choline {or 5-15 grams of
Jecithin). Choline supplements have also been shown to improve marathon performance and
endurance cycling ability (time to exhaustion), but they have failed to demonstrate a beneficial
effect on shorter duration high-intensity exercise such as sprinting

Safety

No adverse effects of choline supplements are noted at levels of 1-2 grams, whereas doses
closer to 5 grams may be associated with side effects such as darthea, nausea, and abdominal
discomfort.

Dosage

The ‘gverage” diet supplies about 400 — S00mg of choline daily, which is presumed to be
adequate. Chotine was designated as an essential nutrient by the Food and Nutrition Board of
the National Academy of Sciences in April of 1998. The recommended amount of choline is 425
mg/day for women and 550 mg/day for men. Supplemental levels of 1.5 grams of choline may
heip improve exercise performance and promote adequate mental function
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Supplement: Garcinia (Hydroxycitrate acid)

Description

Hydroxycitric acid (HCA), is the active ingredient extracted from the rind of a little pumpkindike
fruit. Garcinia cambogia, from India and Southeast Asia. Dietary supplements and a wide variety
of weight loss formulas, contain Garcinia extract to inhibit fat production and suppress appetite.
A number of products include extracts (about 50% HCA) under the brand names Citrin (Sabinsa)
and CitriMax {interHealth} and a new one called Regulator is a 58% pure potassium HCA from a
small lrish supplement company.

Claims

Promotes weight loss

Suppresses appetite

Reduces blood lipids

Increases fat oxidation/mobilization
Promotes glycogen synthesis
increases energy levels

svseve

Theory

HCA can inhibit an enzyme in cells, citrate lyase, which is needed for the conversion of
carbohydrates into fat. In the cell, carbohydrates are broken down info citrate compounds, which
are then converied (by citrate lyase) into another compound: acetyi coenzyme A (acetyl CoA)—
the metabolic building block for fat synthesis. By blocking the conversion of citrate into acetyd
CoA, HCA can suppress fat synthesis. Acetyl CoA is further converted into maionyt CoA, a
compound which may block the actions of caritine acyltransferase in shutting fatty acids mnto
the mitochendria to be burned

It is important to note, however, that the citrate lyase enzyme, is only significantly active under
conditions of carbohydrate overconsumption. In others words, uniess youre eating a lot of
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carbohydrate-type foods (bagels, pasta. potatoes), and overloading your carbohydrate storage
capacity (muscle and liver glycogen stores) there is no significant conversion of carbohydrates
into fatty acids anyway (and HCA may not work for you). If, however, you're chowing down on
low-fat high-carb foods at every meal, then your glycogen stores will be over-flowing and your
citrate lyase enzymes are going to be working over time converting those excess carbs to fat

OK. so now that you've blocked the fat production, you have to do something with those excess
carbs. They can't be stored as glycogen because those stores in liver and muscle are already
full, so it is thought that the body disposes of them by increasing carbohydrate oxidation {burning
them). As a result of these fully loaded glycogen stores, some researchers have suggested that
a "side effect” of HCA s may be a supp: ion of appetite — which would reduce
food intake and promote weight loss.

Scientific Support

Animal studies have shown that hydroxycitrate decreases weight gain — primarily by suppressing
appetite and reducing food intake At least one rat study has also shown a loss of body weight
and reduced fat mass due to an 11% increase in daily energy expenditure. HCA appears to be
effective in both lean and obese rats, where it can reduce food intake, body weight. body fat
accumulation, fat cell size, and serum triglycerides

Studies of HCA supplementation in humans have been equivocal. In some studies, 1000-
2400mg of HCA per day led to a doubling or tripling of weight loss compared to placebo groups.
Just last year, however, the Journal of the American Medical Association (JAMA) published a
study showing no effect of Garcinia cambogia on weight loss in overweight men and women. In
the study, a commercially available product and weight loss plan was used (Thermogenic Ultra
Lean - Herbal weight loss plan with Garcinia cambogia ~ from Great American Nutrition, Sait
Lake City, Utah). A total dose of 1500mg of HCA per day for 12 weeks did not augroent weight
loss compared to the placebo group.

The JAMA study has been criticized by pro-HCA camps on a number of criteria including the
restrictive nature of the diet (low energy ~ 1210 kcal per day), the high fiber content (which
decreases absorption of HCA) and the failure to assess HCA absorption {to see if it actually got
into the cells where it becomes active). In defense of the study, however, is the authorg
assertion that they wanted to test the compound under conditions in which people might
normally try to lose weight (like a low calorie diet) — net exactly a bad idea. They also noted that
the possibility for HCA to be effective in blocking fat synthesis may be more evident when pecple
“fall-off" their diets or relapse and start consurning lots of high carbohydrate foods.

Safety
There are no serious adverse side effects associated with intake of Ga-sinia cambogia or
hydroxycitric acid supplements aside form some minor gastrointestinal distress mduced by high
doses.

Value

For weight loss, reguiar intake of Garcinia cambogia and HCA is supported by amimal studies
(and high carbohydrate diets). where it reduces food intake and body fat accumulation. Some
data from human trials support the effectiveness of HCA for weight control in humans

Given the apparent safety profile of Garcinia/HCA supplements and the clear difficuity
associated with mamntaining 2 reduced body weight foliowing weight loss, HCA may be most
effective as an aid to preventing weight re-gain ~ rather than as an approach to stimulating
significant fat loss (which is best achieved by fifestyle modifications in diet, behavior and
exercise patterns). Those individuals who have succeeded in losing body weight and fat mass
{not an easy task) may be better able to adhere to their new diet and maintain their new lower
body weight more effectively with the help of HCA dietary supplements.

Dosage

Typicai doses associated with suppression of appetite and reductions in body weight are 750-
4500 mg of Garcinia cambogia, (standardized for at least 50% HCA) taken in 2-3 divided doses
about 30-80 minutes before eating
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Usefulness of Highly Purified Extract of Proteinophallus
Rivieri Fibers in Childhood Obesity

Livieri C.*, Novazi F.**, Lorini R.
Tab 40

Index words: obesity, Proteinophallus rivierl, ehol L]
Abstract

To evaluate the effectiveness of highly purified extract of Proteinophullus Rivieri fibers in childhood
obesity, 2 study has been carried out in 23 obese children (12 boys and 11 girls, aged 5.2 — 15.8 years),
with excess welght of 51 % 16%, treated with 2-3 caps twice 2 day of the P, rivieri* extract
(Pediatropin***: 2.3 g/day), and in 30 obese children (aged S - 18 years) with excess weight of 51 +
10%, studied as controls. After a three-days food recall, a balanced diet with adequate caloric intske
was provided to all obese children. In all patients before and 2-4 months after the auxological data
(weight, height, weight excess) and laboratory data (serum levels of cholesterol, HDL, triglycerides,
glucose, fructosamine, glycosilated hemoglobin, RBC, WBC, hémoglobin, iron, calcium, Cu and Zn)
have been determined. Excess weight and triglycerides levels were significantly decreased in treated
obese patients than in obese controls 4 months after the beginning of the study. A decrease of
cholesterol levels was observed in treated obese patients, but not in controls, whereas serum iron,
calcium, copper and zinc persisted unchanged. No important side effects were observed in treated
patients. On the basis of our results highly purified P. rivieri fibers may be employed with
effectiveness in obese and dislipidemic children together with diet.

* Clinical Pediatry - University of Pavia

** Chemica clinical Laboratory analyses - IRCCS Policlinico S. Mattco - Pavia

Extracts must be requested from (address for reprints): Dr.sse Livieri C. - Clinica Pediatrica - IRCCS Policlinico S. Matteo « 27160
Pavia {ltaly)

*** Pediatropin™ is the trademark of Klein-Becker uss for DICOMAN 5: a highly puritied high molecular weight fibrous extract of
P vivieri

Introduction

Child obesity is in continual increase in countries with a high standard of living and constitutes a reason for
pediatric consultation ever more frequently.

The frequency of obesity reaches approximately 14%' in European school populations and in the United
States 25% or more, above sll among adolescents® > 3,

Obesity has a complex exopathogenesis characterized by the interaction of genetic’, psychosocial and
metabolic* ® factors which cause important endocrine alterations™.

Recent studies have showed a relation between some forms of obesity, accompanied by bulimia and
byperphagia, 2nd the production of endogenous opiates, specifically of B-endorphin and B-lipotropine,
which show higher levels than controls''.

‘The psychological aspects of obesity have been amply studied and described by Hilde Bruch*?. Evenina
group of owr own obese adolescents we have been able to show a high incidence of disturbance in body
image characterized by the sensation that one’s own body is grotesque and repugnant and for this reason
merits the hostility and contempt of the outside world®®,

In children, the majority of clinical cases concemn simple cbesity due to ovcrcatin% or bad diet, as seen from
a careful dietary recall, almost always associated with reduced physical activity™ 23,

Bad dietary habits acquired in infancy can not only provoke the onset of overweight, but can also play a
significant role in the onset of pathological conditions in adulthood, such as cardiovascular ilinesses,

pPL002336 'NFQRMATIQN



246

gastrointestinal disorders, diabetes mellitus and maybe some neoplasias™ ***, Independently of the origin
of obesity, above all in the face of the relevant weight excesses it is the duty of the pediatrician to
appropriately correct diet.

One should also try to change dietary habits at the level of all the components of the family, advising the
reduction of caloric intake, consumption of fats above all animal fats, of simple sugars and increasing the
intake of fruit, vegetables and foods rich in starches and fiber, following the guidelines suggested by the
National Institute of Nutrition™.

In addition to an incorrect diet and an elevated caloric intake in the recall of obese children, persistent
constipation and excessive cholesterol levels are often seen; on the basis of these recalled data and
experiments conducted in adults on the use of fiber supplements in the diet,™'® we administered vegetable
fibers composed of highly purified P. rivierd, along with adequate dietetic treatment, to 37 obese subjects.

Patlents and Methods

To evaluate the efficacy of the P. riviers based fiber 37 subjects, 18 males and 19 females, between
approximately 5 and 18 years old, with average excess weight of 52+14% (range 30-81) were examined at
random. All the patients were affected by simple obesity and did not take any drugs.

Before initiating the P. rivieri treatment all the paticats underwent clinical and laboratory evaluations.
Auxometry was carried out via Holtain’s stadiometer with reference to Tanner’s tables and with evaluation
of the pubertal stages according 1o Tanner'. Excess weight was evaluated by considering the difference
between actual weight and the ideal weight for the stature, divided by the ideal weight X 106 (AW-
IWAW%)

The measurement of arterial pressure was taken according to standard methods®, A blood sample was taken
in the moming before eating between 9 and 10 to determine the serum levels of hemochrome, nitrogen,
glucase, creatinine, bilirubin, clectrolytes, calcium, protein, iron, transferin, glycosilated haemoglobin,
fructosamine, triglycerides, total and HDL cholesterol, electrophoresis of lipoproteins, trace elements such

as zinc and copper (Zn and Cu).
Before consigning the patient to the diet, the recording of the dietary intake was requested by means of &
pre-prepared form to be filled in for three non-c ive days including one kend day. The diet

suggested by us was normocaloric for the age and size of the subject and anncxpated the percentages of
nutrients suggested in the physiological diet of the child: about 15% protein, 30% lipids, and 55% sugars.

All patients were advised to take regular physical exercise’,

The fiber was given to the patients in capsules of 500mg of highly purified, concentrated P. rivieri of high
molecular weight and consequently high viscosity (mw approximately 1,600,000 and viscosity 62000 cps)
and without any excipient.

The P. rivieri based compound was prescribed in the following doses: 2 capsules twice a day (equal to 2
g/day) to patients younger than ten yzars old, and 3 capsules twice a day (equal to 3g/day) to patients over
ten years old, taken with approximately 150-200 mi of water or other liquids from half an hour to an hour
before lunch and dinner.

A control group of 39 obese children and adolescents, 19 males and 20 females, between the ages of 5
years and 5 months and 18 years (average 11.8 years), with average excess weight of 50.3 + 11.5% (range
35-75) for whom only diet and physical exercise were advised, underwent the same studies.

Patients and controls were re-evaluated to check the drop in weight and blood chemical parameters: all
after two months, 50% after 4-6 months and 10% after 12 months,

The Student t-test for paired and unpaired data was used for statistical evaluation of the data.

Results

Of the 37 subjects (18 males and 19 females) who were prescribed the fiber based product (TO), 9 (24%)
did not present themselves for examination and 5 (14%) stopped taking the fiber capsules because they
complained of abdominal discomfort or because they had not noticed any reduction in appetite, The study
was therefore effectively carried out on 23 patients (12 males and 11 females) of average age 10 years and
2 months (range 5.2-15.8), with average excess weight of 51116% (30-81) (males EW 55.2115.8%,
females EW 46.5216.5%). Of the 39 obese subjects chosen as a control (CO), 9 (23%) did pot present
themselves at the next examinations; therefore 30 control subjects were effectively followed for
comparison with obese patients undergoing treatment (TO).

CONFiDENTY 2
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The 3-day dietary recall showed both overeating and bad diet across the two groups of obese subjects.

Excess weight (EW)

At the beginning of the study no significant difference was present between the EW of the obese patients to
be treated with the fiber (TO) and that of the obese patients chosen as a control (COYTO 51£16% vs. CO
51£10.6%, p ns). After two months from the beginning of the treatment, the 23 patients (11 females and 12
males) who had regularly taken the P. rivieri based capsules showed a weight drop from 51116%{30-81) to
41.3+15% (20-80) (p<0.0005). Specifically the obese girls went from an EW of 46.5+15.6% (32-81) to
that of 38.7415.8% (20-80) (p<0.0005) and the boys from 55.2115.8% (30-77) to 43.8£14.7% (25-68)
(p<0.005). After 4-6 months the EW of the TO paticnts successively significantly decreased with respect
to initial EW (p<0.005) (table 1).

In the CO patients, after 2 months of treatment the EW decreased but not significantly (51£10.6% vs
49.3+12.4, p ns.) and it remained constant even after 4-6 month (51+10.6 vs 4924133, p ns.);
consequently both after 2 and 4-6 months, the EW of the TO patients was significantly lower than that of
the CO patients (TO 41.3215% vs CO 49.3312.4%, p<0.005; TO 40.11+14.9 vs CO 49.2113.3, p<0.005)
{table 1),

Iablel
EXCESS WEIGHT (EW), SERUM CHOLESTEROL AND TRIGLYCERIDES VALUES (MEAN % SD) IN OBESE PATIENTS
BEFORE, AFTER 2 AND 4 MONTHS AFTER TREATMENT WITH DIET AND P. RIVIERI (TO) AND IN OBESE PATIENTS WITH
ONLY DIETETIC TREATMENT (CO}

Before Treamment After 2 months After 4 months

EW% (TO) stkte 413815 40.1414.9
[T, s p—
} 0.005 {
EW% (CO) 511106 493412.4 49.2413.3
L
1. k|
} ns ]
Cholesteral mg% (TO) 187.1426 177.6827 173,120
Jrrers0.00 5 —mmr]
} 0.005 |
Cholesterol mg% (CO) 184138 185,533 180.6£32
1"“““5_“‘"1 ]
i 1
Triglycerides mg% (TO) 819340  69.342 69.5:42
tl——--m-'--l .
Triglycerides mg% (CO)  83.3%34 9374469 103,762

s

i !
b 1

Blood Chemical Parameters
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At the beginning of the study (before treatment) the cholesterol of the TO patients was comparable with
that of the CO patients (TO cholesterol 187.11226mg% vs 184138mg%, p n.s.). After 2 months and 4-6
months of treatment, the 23 TO patients had significantly lower total cholesterol levels to those found
before treatrment (TO cholesterol before treatment, at 2 and at 4-6 months: 187.1+26mg% vs 177.6427
mg% vs 173.1320mg%, p<0.005) (table 1), and the decrease was much more noticeable in female patients
(F) than in the males (M).

In the CO group of patients, on the other hand, the total cholesterol remained unvaried or it decreased, but
not significantly, with respect to the initial measurement (CO cholesterol before treatment, at 2 and 4
months, 184138mg% vs 185.5£33 vs 180.6+32, p n.s.) (table 1).

Comparison between the TO and CO patients revealed a significant difference between the treated patients
and those of the control after 4-6 months of treatment. (TO cholesterol F 162.7+18.3 vs CO F 188132.7,
p<0.05).

The HDL cholesterol increased in 15 out of 23 TO subjects (65%), decreased in 3 and remained the same in
5; in the group of CO patients the HDL cholesterol increased in 3(13%), decreased in 4 and remained the
same in 16 subjects.

The serum levels of triglycerides in the TO patients were comparable with those of the CO patients at the
beginning of the study, but were significantly lower at the second and third measurements (TO triglycerides
81.9+40 mg% vs CO 83.36234, p n.s;; TO 69.312 vs CO 93.76446.9 p<0.025; TO 69.5+2 vs CO 103.7162,
p<0.05)(table 1). The glycosilated haemoglobin, elevated in 7 patients at the beginning of the study, was
normalized in 6 patients at the end of the study (9.5522% vs 7.91+0.6%, p n.s., normal range (v.n.) for the
laboratory 5.5-8.5%)

Tablel
SERUM IRON, ZINC AND COPPER LEVELS BEFORE, 2 AND 4 MONTHS AFTER TREATMENT WITH P. RIVIER]

Before Treatment After 2 months After 4 months
M 79.66120.8 80.16113.8 86.08%15.1
Tron
gamma%e
F 78123 81192 91.45420.7
M 1087118 97.7%17 10016
Zing
gamma%
F 1102413 99.7L1L7 106.7412.2
M 11843171 1173122 120420
Copper
gamma%
F 1124113 109.7414 119%19
M 9.910.3 5.410.4 10204
Calcium
mg%
¥ 98403 1040.3 9.710.2

Serum Iron (normal range - v.n.) = 50 - 120 gamma%
Serum Zinc v.n. = 55 - 136 gamma%

Serum Copper v.n. = 55 - 120 gamma%

Serum Calcjum v.n. = 9-10.8 mg%
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The serurn levels of iron, calcium and of trace elements such as zinc (Zn) and copper (Cu), evaluated only
in the TO patients, always remained within normal ranges (table 2). The other blood chemical parameters
taken into consideration also did not show significant variation.

In the TO patients who complained of constipation at the beginning of the study an improvement of bowel
voidance was shown.

Conclusion and Di

It has been noted for years that a diet based on excessively refined foods, almost totally lacking in fiber,
with reduced consumption of fruit and vegetables in favor of prepackaged products can be responsible for
numerous pathologies' %', Obesity, the increase in cardiovascular ilinesses and maybe cven some
intestinal tumors are attributable to changes in diet that have occurred between the post war period and
now. It has lost the genuine characteristics of the Mediterranean diet and is ever more in conformity with
that of the Anglo-Saxon countries or in any case with the highly industrialized countries,

The daily intake of fiber, which, according to Burkitt should be 30g, a day or approximately 10g per 1000
calories, rarely reaches those levels today'™ 2. In the recall of the obese child, who habitually acts like an
obese adult, consumption of fresh vegetables and fruit is often lacking. To bad dietary habits chronic
sedentarity is typically added aggravating the tendency to chronic constipation, symptoms often reported by
mothers during the compilation of the clinical recall of the child. In addition obese patients have &
preference for foods that are rich in animal fat, which often bring, even in childhood, grave alterations in
lipid Jevels.

All of these considerations have induced us to evaluate the efficacy of P. rivieri, in the form of a capsule in
a group of children affected by simple obesity.

This treatment was shown to work both by contribution to the decrease in excess weight, and in causing a
significant decrease in the levels of total serum cholesterol in particular in females?, Indeed, while on first
observation in 60% (7/12 males) of the obese patients treated, cholesterol levels were less than 180 mg %, a
limit considered normal by the Consensus Conference”, cholesterol levels were higher than 180mg% in
54%{6/11 females) of the obese patients that were treated, for the most part in puberty.

Even in relation to triglycerides, the females at the beginning of the study had base levels that were higher
compared to the males, at the end of the study a significant decrease was shown that was not observed in
the subjects of the control group.

The increase of HDL cholesterol took place in higher percentages in the obese patients treated with the P.
rivieri compared to those treated only with diet.

The serumn iron and trace element values did not undergo variation in the subjects who had taken the fiber-
based product, even for a long period of time, indicating the absence of an?( malabsorption. Indeed it has
been noted that excess or insufficient intake of fiber can cause malabsorption’ 2.

According to our experience, the best treatment of childhood obesity was obtained in the subjects who,
besides dietary treatment and physical exercise, took the P, rivieri based product, which, if sccepted and
tolerated can function to alter excess weight and dyslipidemia.

As regards compliance, some difficulty was observed in the children, with the exception of the cases where
the product was administered as if it were a “drug”. In the smallest children, when the mother can manage
the diet of her own child, compliance can be optimized. As for undesired effects of the P. rivieri, some
patients at the beginning of the treatment complained of feelings of bloatedness accompanied by abdominal
discomfort with increased frequency of bowel voidance. Those effects were no longer evidenced after a
short suspension in the administration of the product followed by gradual re-introduction of the capsule.
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Tab 41

A REPORTER AT LARGE

MIRACLE IN ABOTTLE

Dictary supplements are unregulated, some are unsafe—and Americans can’t get enough of them.

ne day last September, as Britney
Spears was about to board a flight to

Los Angeles from London, a rectangu-
lar blue borde fell out of her purse. She
quickly stuffed it back in, but not before
the paparazzi recorded the event. Neither
Spears nor her spokesman was willing to
comment on the contents of the bottle,
but the next morming London’s Daily Ex-
press published a page of pictures under
the headline “EXCLUSIVE: POP PRINCESS
SPOTTED AT AIRPORT WITH POT OF
SLIMMING TABLETS.” Spears was appar-
ently carrying Zantrex-3, one of the most
popular weight-loss supplements cur-
rently sold in the United States. The pill,
which retails at about fifty dollars for a
month's supply, contains a huge dose of
caffeine, some green tea, and three com-
mon South Ametican herbs that also act
as stimulants. It hit the U.S. market last
March and has had a success that would
be hard to overstate. Millions of bottles
have been sold, and during the Christmas
season it was displayed in the windows of
the nation's largest chain of vitamin shops,
G.N.C. (It is so highly sought after that
many of the stores keep it In locked cab-
inets.) Zantrex-3 is also sold at CVS, Rite
Aid, Wal-Mart, and other chains, and
over the telephone and on the Internet. If
you type “Zantrex” into Google, more
than a hundred thousand citations will
appear. At any moment, there are scores
of people auctioning the stuff on eBay.
Perhaps the most interesting element

of Zantrex-3's success story, however, is
that it is far from unique. There are hun-
dreds of similar products on the market
today, and they are bought by millions of
Americans. And though Zantrex’s man-
ufacturer makes some heady claims (“the
most advanced weight control com-
pound period”), so do the people who
sell Stacker 2 and Anorex (whose pub-
licity assures us that the “genetic link” to
obesity means that repeated diet failure
is “not your fault”), along with those who
selt Carb Eliminator and Fat Elimina-
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tor. Almost all of these compounds sug-
gest that they can help people lose weight
and regain lost vigor, and often without
diet, exercise, or any other effort.

The diet-pill business may be the
most visible segroent of the vitamin-,
mineral-, and herbal-supplement indus-
try, but it is by no means the largest.
Thousands of different tablets, elirs,
potions, and pills are sold in the United
States, and remarkably little is known
about most of them. That doesn’t deter
consumers. Since 1994, when Congress
passed alaw thar deregulated the supple-
ment industry and opened it to a flood of
new products, the use of largely unproved
herbal remedies——from blueberry ex-
tract for impaired vision to saw palmetto
for the wreatment of enlarged prostates
and echinacea to prevent colds—has in-
creased as rapidly as the use of any com~
monly prescribed drug,

Since that legislation, the Dietary
Supplement Health and Education Act,
became law, companies have been able to
say nearly anything they want about the
potential health benefits of what they
sell. As long as they don't blatantly lie or
claim to have a cure for a specific disease,
such as cancer, diabetes, or AIDS, they can
assert—without providing evidence—
that a product is designed to support a
healthy heart (CardiAll, for example),
protect cells from damage (Liverite), or
improve the function of a comprornised
immune system (Resist). There are al-
most no standards that regulate how the
pills are made, and they receive almost
no scrutiny once they are, so consumers
never truly know what they are getting,
Companies are not required to prove
that products are effective, or even safe,
before they are put on the market.

Still, there is more to the growing re-
liance on supplements than the lapses of
a single Jaw: Americans Jong ago wea-
ried of taking doctors’ orders, and, in-
creasingly, they are skeptical about the
motives of big pharmaceutical compa-

nies, People want 1o feel in control of
their own health. Supplements, with
their “natural” connotations and culd-
vated image of self-reliance, let them do
that, There is even a word to describe all
the things—other than plain food—that
people consume in the pursuit of health:
nutraceutical.

Nutraceuticals are found everywhere
today, in foods fortified with “extra” vi-
tamins, in sports drinks, in “enriched”
water, and now even in candy. Six out of
ten adults in the United States take one
or more supplements each day. Often,
these include multivitamins, which are
frequently recommended by physicians,
but a staggering number of amino acids,
weight-loss cures, and herbal tonics are
also swallowed every day, all in the belief
that they will improve health, fend off
disease, or make up for dietary and be-
havioral habits that have placed obesity
and indolence among the leading health
problems facing the United States. Last
year, Americans spent nineteen billion
dollars on dietary supplements—nearly
five times as much as they did just a de~
cade ago. And they spent that money on
everything from Vitamin C to garlic {the
uses of which vary, with benefits that
are never clear), from kava (which the
FD.A. says may cause severe liver dam-
age but which 1s stifl widely available in
health-food stores as a remedy for stress)
to comfrey (an herb of dubious value
commonly used to quell irritated stom-
achs), and even ephedra, which the fed-
eral government only recently decided 10
ban, despite reports over the last eight
years implicating it in scores of deaths
and hundreds of strokes, seizures, and
other severe maladies.

“For many people, this whole thing is
about much more than taking their vita-
mins,” Loren D. Israelsen, the executive .
director of the Utah Natural Products §
Alliance, and a principal architect of the g
1994 legislation, told me not Jong ago.
“This is really a belief system, almost a &
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religion. Americans believe they have
the right o address their health prob-
lems in the way that seems most useful
to them. Often, that means supple-
ments. When the public senses that the
government is trying to limit its access to
this kind of thing, it always reacts with
remarkable anger-—people are even will-
ing to shoulder a rifle over it. They are
ready to believe anything if it brings
them a lirtle hope.” Frequently, such
products come veiled in a cloak of sci-
ence. Ads for Zantrex-3, for example,
claim that its “superior power is validated
by a direct comparison of published
medical studies . . . scientific fact .. . ir-
refurable clinical data.” The people who
sell the pills on the telephone don't rely
on science at all, however, when they tell
callers that the capsules in those blue
bottles could change their Lives.

“When 1 train salespeople, I say w0
them, Do you know what people are
calling you for? It isn't the pill. They are
calling you for hope. That is really what
they want from you,”” Don Atkinson,
who is the vice-president of sales for
Basic Research, the privately held con-
glomerate that distributes Zantrex-3,
told me recently. I spoke with him in his
office in Salt Lake City, which regards
itself as the Silicon Valley of the dietary-
supplement industry. Atkinson, a hearty
and engaging man with a graving buzz
cut and a firm handshake, slowly wrote
the word “hope” on a lined piece of
paper soon after I came in. “The cus~
tomer has been overweight for years.
And they have tried everything. And
they have been on Atkins and every-
thing else and nothing has worked. And
some of these people are so incapaci-
tated by their weight and their problems
associated with it thar they would like to
die. Just wish they could just die. And
they dial up and they are unhappy peo-
ple. And they think, O.K., if T take this
and it doesn't work it's further evidence
that I am a failure. Our job is to give
them hope. To say, “You know what? You
can do this.”" Atkinson stopped for a
moment and pumped his right fist in
the air. “T love my job,” he said. “And do
you know why? Because when I get up
in the morning I know that somebody’s
life is better because we are here. Some-
body today got some hope.”

Atkinson told me that he was de-
lighted by the Britney Spears news, not
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so much because of the publicity wind-
fall but for the larger message it conveyed.
“You know what is great about that® It’s
the fact that she is using a weight-loss
product and she looks terrific. Just the
fact that we are even talking about what
Britney Spears uses or doesn't use to keep
her weight down tells the whole wide
world that it’s O.K. to be a litde over-
weight and it’s O.K. 1o work on ir. And
its O.K. to use things to help you get
there. That's what it all says to me, and
that is why we are here.”

Herbs have been ingested regularly,
in every conceivable combination,
for thousands of years, and many are
clearly beneficial. Vitamins and minerals
are essential for human health: calcium
supplements have prevented perhaps
millions of cases of asteoporosis; folic
acid helps prevent neural-tube defects;
insufficient amounts of Vitamin By, can
lead to dementia. Simply eating citrus
fruit, and the Vitamin C it contains,
was enough 1o vanquish scurvy, which in
the mid-eighteenth century killed more
British sailors than the wars that Britain
fought.

The way that nutrients work in foods
has come to be properly understood only
in the past hundred years. Because of the
lack of specific knowledge, the preceding
era had been one of open and unapolo-
getic quackery. Throughout the eigh-
teenth and nineteenth centuries, patent-
medicine men roamed the United States.
For every ilness irmaginable, they prom-
ised wondrous products and magical cures.

The rapid growth of patent medi-
cines was largely a result of two unre-
lated events, and they eerlly foreshad-
owed the 1994 Dietary Supplement Act
and the rise of the Internet as a com-
mercial tool. In 1793, Congress passed
patent legislation that permirted manu-
facturers to protect their formulas (with-
out requiring that they even work).
Around the same time, the number of
newspapers published in the United

States began to increase drannnwaily B
the beginning of the twenticth vents,
the patent-medicine business awcounted
for more newspaper advertising than un

other kind of product. Many mata
turers became rich; some becamie fa
mous. Lydia E. Pinkham's Vegetable
Compound, advertised as “A Positive
Cure” for “all those Painful Complaints
and Weaknesses so common to our best
female population,” made Pinkham’ face
as recognizable then as Martha Stewart’s
is today.

In 1914, officials of the American
Medical Association decided to analyze
Pinkham’s compound. It turned out to
be twenty per cent pure alcohol and
eighty per cent common vegetable ex-
tracts. Most patent medicines had simi-
lar ingredients. Sometimes they were
laced with cocaine, caffeine, opium, or
even morphine. It’s not surprising that
they provided a few houss' worth of re-
lief. There was no restriction on the vast
armamentarium of remedies on the mar-
ket until 1906, when the Pure Food and
Drug Act was passed, mainly as a re-
sult of the revelations in Upton Sinclair’s
book “The Jungle.” The act permitted
the Bureau of Chemistry, which pre-
ceded the Food and Drug Administra-
tion, to insure that labels contained no
false or misleading advertising. For a
while, ar least, snake-oil salesmen went
the way of the Conestoga wagon.

Since then, the pendulurn has swung
between unregulated anarchy and re-
strictions that outrage many Americans.
It has usually taken a disaster to persuade
Congress to adopt strict regulations. Sul-
fanilamide, a drug prescribed to treat
streptococcal infections, was used safely
and effectively for years in tablet and
powder form. Most children can't swal-
low pills, though, and in June, 1937, re-
searchers at one company found thar the
drug would dissolve in diethylene glycol;
they tested the mixture for flavor, appear-
ance, and fragrance~~but not for toxic-
ity—and then shipped it all over the
country. They overlooked one important
characteristic of the solution: diethylene
glycol, normally used as an antifreeze, isa
deadly poison. Within weeks, scores of
children were dead. The victims experi-
enced severe abdominal pain, nausea,
vomniting, stupor, and convulsions. In a
letter to President Franklin . Roosevelt,
one womnan described the death of her



child: “Even the memory of her is mixed
with sorrow for we can see her litle body
tossing 1o and fre and hear thar Ltde
voice screaming with pain and it seerns as
though it would drive me insane.” The
next year, after a hundred and thirty-
seven deaths, Congress passed the Food,
Drug and Cosmetic Act, which finally
gave the FD.A. the authority it needed
to regulate such products.

For many years afterward, there was
Little controversy about drugs or about
dietary supplements, which mostly
meant vitamins and minerals. “Tt didnt
use to be so complicated,” Annette
Dickinson told me. She is the president
of the Council for Responsible Nutri-
tion, which is the most influential of the
many groups that look after the interests
of the supplement industry. Each year,
supplement manufacturers contsibute
millions of dollars to political candi-
dates. The industry has been remarkably
successful in arguing that, because the
First Amendment protects commercial
speech, it can be used in defense of any
claim that includes even a hint of truth.
Dickinson is an aggressive supporter of
supplements, yet she acknowledges that
charlatans have proliferated wildly in the
past decade, making her job, and that of
most reputable manufacturers, much
harder. In Dickinson’s view, the industry
would be berter served if it returned its
focus to the core nutrients—basic vita-
min and mineral supplements. “In the
beginning, you had your one-a-days, and
there were minerals and herbal prod-
ucts, too. A drug was something in-
tended to treat or cure a disease, and you
needed to have proof that it could do
those things; the line between foods and
drugs was absolutely bright and clear. If
you made a disease-related claim for
something that was not approved, the
FD.A. would come down on you like z
tor of bricks. All through the forties and
the fifties and the sixues, that was true.”

By the middle of the nineteen-
seventies, as the complex relationship
between diet and health became more
fully understood, the distinctions be-
tween foods, drugs, and supplements
began to blur. First, with a major re-
port issued in 1977 by the Senate Select
Committee on Nutrition and Human
Needs, and then with studies by the Na-
tional Academy of Sciences and other
research groups, the government started

254

"It saddens me to think that so many of my customers are going to Hell.”

telling Americans to alter their diets if
they wanted to have long and healthy
lives. Advice about ways to reduce the
risk of heart disease, diabetes, and many
cancers and other chronic illnesses be-
came routine: eat less salt and fat and add
fibre and whole grains; eat more fruits
and vegetables and watch the calories.
Food companies were eager to promote
many of their products as medically
beneficial. It was illegal, however, to sug-
gest that there was a relationship be-
tween the ingredients in a commercial
food and the treatment or prevention of
a disease. Then, in 1984, the Kellogg
Company launched a campaign, in con-
junction with the Natonal Cancer Insti-
tute, in which All-Bran cereal was used
to illustrate how a low-fat, high-fibre
diet might reduce the risk for certain
types of cancer. These days, it is almost

impossible to pass by a supermarket shelf
and not encounter such claims; bur Ali-
Bran was the first case in which a man-
ufacturer issued a statement that was
interpreted widely as “Eat this product
because it will help prevent cancer” It led
to the era of product labels, and com-
pletely changed the way Americans think
about not only foods but dietary supple-
ments as well.

Since then, the English language has
been stretched to its limits in the at-
tempt 1o link products to health benefits.
Even claims that are true may be irrele-
vant. Vitamin A, for example, is impor-
tant for good vision—as supplements for
sale in any health-food store will tell you.
Insufficient consumption of Vitamin A
causes hundreds of thousands of cases of
blindness around the world each year,
but not in the United States; here people
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don't have vision problems arising from a
lack of Vitamin A, Although statements
advertising Vitamin A for good vision
may, like many others, be legally per-
missible, they are meaningless. “The
laws allow manufacturers to make fine
legalistic claims,” Paul M. Coates, the
director of the Office of Dietary Sup-~
plemnents at the National Institutes of
Health, told me. “What we now have is
an entire cottage ndustry of creative lin~
guistics dedicated solely to selling these
products.” Instead of mentioning a dis-
ease (which in most cases would be ille-
gal without FD.A. approval), compa-
nies make claims that a food can affect
the structure or function of the body.
Such claims can appear on any food, no
matter how ushealthy it is. You cannot
assert that a product “reduces” choles-
terol, but you can certainly say that it
“maintains healthy cholestero} levels.”
You cannot state that the herb echinacea
cures anything, since 1t has never been
shown to do that. But there is no prohi-
bition on stating that it “has natural an-
tibiotic actions” and is considered “an ex-
cellent herb for infections of all kinds.”
Gingko biloba has been recommended
to Alzheimer's patients because it “sup-
ports memory function.” Does it? Since
research is not required before a supple-
ment is released, there are not nearly
enough data to know.

In a report published in the Journal
of the American Medical Association, sci-
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entists compared the effects of echina-
cea with a placebo in treating colds.
Echinacea is one of the most commonly
used cold remedies in the United States.
But the study, of more than four hun-
dred children over a four~month period,
showed that a placebo worked just as
well, and that children treated with echi~
nacea were more likely to develop a rash
than those who took nothing. Studies
like that are rare, since they cost money
that manufacturers are not required to
spend. But they are at east as likely to
disprove benefits as to confirm them.
Ginseng has long been promoted as an
energy booster, for example, yet the mil-
itary, in studies of possible energy en-
hancements for troops, has found it
worthless. Still, in my Jocal health-food
store not long ago 1 saw more than a
dozen supplements advertising the “fact”
that ginseng improves energy.

“Tt was all done for crass commercial
reasons,” Marion Nestle told me. Nestle,
the former chairman of the Department
of Nutrition, Food Studies, and Public
Health at New York University, is the
author of “Food Politics,” which exam-
ines in detail the ways in which the food
and supplement industries influence the
matritional policy of the United States
and the health of its citizens. “In the
name of health! The companies have
masked it in an argument for freedom of
speech. And look at some of the ways it
all plays out. Obesity is an epidemic in

our country. Is this helping? Not a bit.”
She went on, *] was staying in Califor-
nia this summer at the house of some
friends. They had all sorts of health-
food products for kids, and, to my sur-
prise, among them were shark-shaped
fruit snacks with Vitamin C and gummy
bears with echinacea. It’s candy mas-
querading as something that will im-
prove a child’s health. It comes in one-
ounce packages. Just the right size to
throw in a Junch pail. It’s brilliant mar-
keting. Just brilliant.”

One recent Harris poll found that
most people believe that if a supplement
is on the market it must have been ap-
proved by some government agency (not
true); that manufacturers are prohibited
from making claims for their products
unless they have provided data to back
those claims up (no such laws exist); and
that companies are required to include
warnings about potential risks and side
effects {they arent). “When something
goes wrong, though, most people expect
government health officials to find a so-
lution,” David A. Kessler told me. Kess-
ler, who is the dean of the School of Med-
icine at the University of California at
San Francisco, was the FD.A. commis-
sioner when Congress passed the Dietary
Supplement Act, which he adamantly
opposed. “This is really the classic Amer-
ican ambivalence, and it has always been
part of our nature,” he said. “The view of
most people is simple: I want access to
everything and ] want it now.” The Fed-
eral Trade Commission-—not the
F.D.A —regulates supplement advertis-
ing. But the FT.C. is principally con-
cerned with commerce, not science: it
focusses on the content of the labels, not
the content of the pills. Although since
1994 the agency has sued more than a
hundred diet-pill companies, in 2002 it
found that at Jeast half of all weight-loss
ads contained false or misleading state-
ments. Despite its vigilance, the agency
has an impossible job; for each success,
ten neEw comPanies seem 1o appear.

When people get sick, Dr. Kess-
ler pointed out, the refrain is always
““Where the hell is the FD.A. to protect
me?’ The supplement industry doesn't
have to report adverse events, so the
FD.A. doesn't have the data it needs to
protect people. You cannot prove some-
thing is unsafe if you don't have the data.
It’s the ultimate Catch-22. It is also a



colossal failure to protect the public
health of this country.”

Until a year ago, when Steve Belcher,
a twenty-three-vear-old pitcher for the
Baltimore Orioles, died of heatstroke
after taking an over-the-counter product
that contained ephedra, it was by far the
most popular supplement in the United
States, bringing in 2 billion dotlars a year
and accounting for more than ten per
cent of the supplement industry’s an-
nual sales. Ephedrine, the herb’s active
ingredient, boosts adrenaline, stresses the
heart, raises blood pressure, and increases
the rate of a person's metabolism. De-
rived from the Asian herb ma huang, it
seems to help with short-term weight
loss and with increasing physical stam-
ina. When used in combination with caf-
feine, as it often is, ephedra is associated
with an increased risk of heart artack,
stroke tachycardias, palpitations, anxi-
ety, psychosis, and death, Even though
it was cited as a contributing factor in
Belcher's death, only three states—New
York, California, and Hlinois—subse-
quently banned supplements contain-
ing ephedra. After numerous studies and
nearly a year of review, the FD.A. an-
nounced, on December 30th, that it
would prohibit the sale of such supple-
ments. Yet, because ephedra is not a drug,
it will be several months before the rul-
ing works its way through the federal
bureaucracy. (The agency has recognized
for years that ephedra can be dangerous;
its use in over-the-counter medicine has
been regulated since 1983.)

Despite the risks, the appeal of diet
pills is not hard to understand. Each year,
obesity kills millions of Americans and
costs billions of dollars. Data from the
National Health and Nutrition Exami~
nation Survey show that almost sixty-
five per cent of the adult population
is overweight. The prevalence of obesity
among children is spreading, and if cur-
rent trends continue more than forty per
cent of Americans will be clinically obese
within five years. The burden on the
health system, not to mention the weak-
ened quality of life that obesity causes,
will be enormous.

stumbled across an advertisement
for Zantrex-3 while riding on the
subway in New York one day. The name
seemed coolly futuristic, and the ad was
inviting, featuring an impossibly lithe
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and attractive couple dancing the rango.
The copy beneath them promised-—in
“one amazing superpill™—both weight
loss and incredible energy. “You are
not obese,” Zantrex-3 ads say. “You
just need to lose a quick ten to fifteen
pounds . . . and you want energy . . .
plenty of energy.”

Whe could argue with that? Tooked
for the name of the company at the
bottom of the ad: Zoller Laboratories.
‘When 1 called the 800 number printed
on the advertisement, the woman who
answered told me thar the company was
based in Salt Lake City, but T couldn’t
find it listed in any of the databases that
1 normally use for research. Then I
noticed, in an article about Britney
Spears’s “weight problems,” that the
chief scientist at Zoller was quoted by
name. I dialled the 800 number again
and asked to speak with him. He an-~
swered the phone, but was startled
when T asked if 1 could fly out and talk
with him. He promised to call me back.
He never did, but eventually the public-
relations representative for a company
called Basic Research invited me to visit
Basic’s headquarters, in Salt Lake City.
He told me that Basic was the exclusive
distributor of Zantrex-3. Zoller Labo~
ratories does exist, but there are no of-
fices and no labs. It’s a company created
by the marketing teamn at Basic because
its name sounds scientific,

Basic Research is a privately held con-

glomerate based in a modern, hundred-
and-fifty-thousand-square-foot factory
that was previously the U.S. assembly
headquarters for Palm Pilot. Having
wripled in size in the last year alone, the
company is Jooking for more space nearby.
The headquarters is a five-minute drive
from the Salt Lake airport, and there
are more than 2 dozen similarly squat
industrial buildings scattered along the
highway among the Days Inns and Guest
Quarters. Most are home to companies
with names like Utah Scientific, Ce-
phalon, and Compeq. With the vigor-
ous help of Senator Orrin G. Hatch, a
principal-sponsor of the Dietary Sup-
plement Health and Education Act, the
area has become a magnet for supple-
ment companies. Hatch has been the in-
dustry’s greatest champion and has con-
sistently fought tighter regulations on
products like ephedra. (So has his son,
Scott, who has earned millions of dollars
for firms that lobby on behalf of supple-
ment companies.}

Arriving early for my meetings, 1
waited in the lobby, which was fes-
tooned with flyers and advertisements
for a stapefying variety of herbal ronics
and miracle cures. A banner bearing
the company motto—“We help people
feel great about themselves™was
stretched across an open bullpen area,
where dozens of salespeople worked
the phones. Basic has a remarkably
high “closure” rate; more than sixty per

V

“Sometimes I worry I'm a wolf dressed as me.”



cent of callers make a purchase. An ad~
vertisement for Zantrex-3 on the wall
declared, “Dietary Supplement Indus-
try Pinning Hopes on New ‘Super
Stimulant,” Non-Ephedra Diet Pill.
Decline in Ephedra Diet Pill Sales
Reversed by Zantrex™-3's Sudden
Populariry.”

Basic puts out scores of products,
which are marketed under the names of
nearly a dozen companies—a practice
that, according to Dennis Gay, the pres-
ident and C.E.Q.,, is intended to confuse
competitors and “protect our brands in
the Wild West atmosphere that exists
today in the supplement industry.” With
Zantrex-3, Basic has seized cleverly on
the fears about ephedra—marketng the
pills as the “high-tech” substitute. But
the company has many similar products;
the cynically named Anorex, for exam-
ple, is “the first weight-control com-
pound designed to mitigate the pro-
found effect that variations in the human
genetic code have on the storage, use,
and disposition of body fat,” and Relacore
is the “most significant weight-control
advancement in more than a decade.”
(“Excess ummy flab is not vour fault.”)
There is also Stvage Breast Augmen-
tation Serum, a topically applied bust
cream (“Yes They Are Real Breasts,” one
highly illustrative ad says), and Sévage
Lip Plumper, to increase the fullness of
one’s lips. The company also markets
rammy gels that promise “ripped abs”
(NutraSport Cutting Gel), and a variety
of tonics to help one think, relax, or steep
more soundly.

One product, Strivectin-sd, a cream
that is sold for more than a hundred dol-
fars a tube in Nordstrom, Lord & Taylor,
and other stores, is made by a company
called Klein-Becker USA, which calls
iself “the industry leader in providing
pateated and exclusive weight-control
and life-enhancement products that
meet your individual needs.” There is,
however, neither a Klein nor a Becker,
nor are there any specific emplovees who
work there. Like Zoller Labs, it's a com~
pany created by Basic because the name
sounds impressive and pharmaceutical.
Strivectin was originally intended for use
by women to reduce stretch marks (and
in many stores it is still marketed that
way), but people soon began to rub iron
their faces as well; Strivectin now asks,
without any data to justify the compari~
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son or the question, “Even better than
Botox?”

Daniel B. Mowrey, the man responsi-
ble for creating most of these products, is
a gentle-looking figure with blue eyes
and gray hair that is thinning at the top.
The day I met him, he was dressed in
chinos, a denim work shirt, sneakers, and
a loud paisley tie. “] used to be 2 hippie,”
he said, shrugging, when he saw me star-
ing at the tie. He told me he bought
it long ago in Haight Ashbury. Mowrey
is the director of scientific affairs at Basic
and one of the three owners. Everyone
calls him Dr. Dan. He received a Ph.D.
in psychology from Brigham Young Uni-
versity, and although he never studied
botany formally, he has written widely on
the medicinal uses of herbs. He laid out
his philosophy quite clearly in his book
“The Scientific Validation of Herbal
Medicine,” published in 1986:

The scientific method is a powerful tool,
but it has its limits. . . . Medical science in
America is a unique combination of economic
and political factors, which fuse together al-

most religiously to promote synthesized, highly
active chemicals.

Mowrey told me he believes that there is
almost always a “natural” alternative to
synthetic drugs: “One that is cheaper,
safer, and, often, more effective.”

Mowrey came up with the compo-
nents of Zantrex-3 the way he comes up
with the elements of most of the com-
pany’s products: by surfing the Internet.
“I never understand why my competi-
tors don't spend more time just look~
ing at the information on the Web,” he
told me. “It’s all out there,” he said,
showing me how he uses public data-
bases—such as those kept by the Na-
tional Institutes of Health—to see what's
new in fields like weight control, mem-
ory, and aging.

Basic makes two major claims for
Zantrex-3: that it will provide an imme-
diate and sustained burst of energy, and
that it will help people lose weight rap-
idly. For the first claim, Mowrey relied
on a study by the U.S. military that ex-
amined the effects of caffeine on Navy
SEALs who had been deprived of sleep
and exposed to the extreme stresses of a
training week. The study concluded that
it is more effective in combatting fatigue
than a placebo. One dose of Zantrex-3 is
like drinking four cups of strong coffee.
Whatever the merits of that study, al-

A




most anyone who takes the pills is sure
to feel the jolt—~and many people buy
them for that reason alone. (The clerk
at my local G.IN.C. warned me to take
the pill with food, or I might get “too
high.”)

The company attaches a tiny bro-
chure to the neck of each bottle which
says that Zantrex-3 caused “546 per
cent more weight loss” than America’s
No. 1 ephedrine-based diet pili—“with-
out diet and exercise.” It goes on, “Pub-~
lished clinical studies don't lie.” I asked
Mowrey to show me the data he used to
arrive at that figure. He acknowledged
that the figure was based not on a direct
comnparison of the two diet products but
on extrapolations of results from unre-
lated studies.

One of the studies, which Mowrey de-
scribes as a “groundbreaking” paper, pub-
lished in 2001 by two Danish researchers
in the British Journal of Human Nutrition
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and Dietetics, evaluated the effectiveness
of a mixture of three South American
herbs—-now used in Zantrex-3--in aid-
ing weight loss by making people feel
too full to eat. The study followed forty-
six subjects for forty-five days. Half were
given a placebo and the others received
the herbal mix, At the end of the study,
the herbal group had Jost eleven pounds,
on average, whereas the other group had
lost less than one. Seven participants
were followed for another year, during
which they neither gained nor lost more
weight.

The subject of obesity, after being
largely ignored by the medical estab-
Lishment, has finally gained currency in
the United States, and many major
medical schools and scientific institutes
now are pouring research money into
the field. Yer, despite thousands of
weight-loss studies and an increasingly
focussed search for solutions, there is
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no evidence that any prescription, over-
the-counter product, or supplement
has ever kept a person’s weight down
for much more than a few months. At
best, such drugs or supplements are
short-term answers to Lifelong prob-
lems; at worst, they intensify the dis-
orders they atternpt to cure. I asked
Mowrey if it was fair to assert, as he
has, that “whether weight management
or energy management is your goal,
Zantrex-3 represents the very best op-
tions available anywhere.”

“What options are betrer?” he asked.
“We have to look at the study. We are
not free to go beyond it, but it's not fair
to ignore it, either.”

Losing eleven pounds in forty-five
days certainly sounds promising, but the
results of a single six-week study involv-
ing fewer than fifty people would almost
never provide enough meaningful data
to prove the value of a drug or supple-
ment of any kind. It usually takes years
and involves hundreds, if not thousands,
of subjects before a srudy of a new drug
can yield clear evidence that it is effec-
tive. The main herbs in Zantrex-3—
guarana, yerba maté, and damiana, cou-
pled with caffeine, zanthene, and green
tea, among other ingredients—are stim-
ulants, laxatives, and diuretics. You do
not need 2 degree in nutritional sciences
to realize that if you take a combina-
tion of stimulants, laxatives, and diuret-
ics for six weeks you are going to lose
weight, or to know that, over the long
run, such a diet plan is certain to fail.
“The idea that a pill, a mixture of herbs,
or anything else will allow people to lose
weight and keep it off without any other
effort is completely ridiculous,” Kelly
Brownell told me when T called to ask
his opinion of Zantrex-3. Dr. Brownell
is the chairman of the psychology de-
partment at Yale, and he is also the di-
rector of the Yale Center for Eating and
Weight Disorders. “You look at a study
that, in the end, followed seven people
for a year and you can conclude nothing
from that.”

Mowrey argues that Americans ought
to have the chance to make decisions
about the value of supplements for them-
selves. “There are a lot of pharmaceuti-
cals derived from plants,” he said. “Lots
of times, the safety issues are not impor-
tant. And you have to remember what
you have to do if you develop a drug



today. Say you do a small study of maybe
a2 hundred and fifty people and you find
that as a result of the study cighty-five of
the women who take this who would
otherwise get breast cancer don't. The
FD.A. demands that the company spend
several billion dollars and fifteen years of
research answering every lirtle question
that comes along. Every mitpicky hirde
question. Now, how many people have
you killed before you introduce this drug
to the market?

“Drug companies don't offer money-
back guarantees,” he continued, empha-
sizing one of Basic’s main policies. “We
do. And if it isn't going to work, if it
not effective, then we have the ability to
give money back. There is satisfaction
guaranteed here. Can you imagine a
drug company doing that? We are in the
business of wellness, not of curing sick
people. A lot of dictary supplements are
designed to prevent problems from ever
happening. There is no drug thatis going
to prevent iliness. Drugs treat illness.
They are going to be very, very invasive.
Whereas dietary supplements are not
invasive. You can combine vitamins with
minerals and plants together in a thou-
sand ways without anything happening
that is bad.”

he notion that herbal combina-
tlons are “natural” and therefore
can't cause harm serves as a first princi-
ple for many people who take supple-
ments as a solution to their medical
problems. Iven the most seemingly
benign substances, however, can turn
out to have significant and wholly un-
expected cffects. Perhaps the best ex-
ample is grapefruit juice, which can dis-
rupt the work of a series of enzymes
that are found in the small intestine
and which serve to break down drugs
before they are absorbed into the
bloodstream. Taking medicine with
grapefruit juice permits it to enter the
bloodstream in dangerously high con-
centrations, which keeps it from do-
ing its job and can intensify many side
effects. Many common pharmaceuti~
cals—including antidepressants, anti-
histamines, and cholesterol medica-
tions—are not metabolized properly if
they are taken with grapefruit juice.
There are numerous examples of
herbs, drugs, and supplements that cause
reactions or that when taken together
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are harmful. Beta-carotene, found in
carrots, has always been considered
purely beneficial, vet recent research has
shown that, for men with certain types
of cancer, those who took beta-carotene
supplements had a significanty worse
prognosis than those who did not. There
is a scientific maxim that the dose makes
the poison—that any substanice, no mat-
ter how useful, can cause trouble if you
take too much of it. Most
physicians don't even know
what supplements their pa-
tients are taking, let alone
how much, so trying to warn
people about possible inter-
actions among them is im-
possible, “The remedy for all
this is to stop dangerously -
pretending thatr pharmacologically ac-
tive substances called dietary supple-
ments should be treated completely dif-
ferently from pharmacologically active
substances called drugs,” Sidney Wolfe,
the director of Public Cidzen's Health
Research Group, tld me. “You cannot
determine if they are safe or effective
without doing the studies. And with
supplements the studies are almost never
done.”

Some herbs do work, of course, yet
the absence of effective manufacturing
standards in the United States means
that even then consumers cant rely on
commercial formulas. Black cohosh has
been used for centuries to treat a variety
of common ailments, including, most re-
cently, menstrual and menopausal prob-
lems. In Europe, it is considered a drug—
and many studies have shown that it can
have value. Women often take some form
of the root instead of using hormone-
replacernent therapy. Still, m the U.S.
the herbal product that you buy tomor-
row may be different biologically from
the same product purchased next month.
1 have a friend who, at the onset of men-
opause, began to use a supplement that
is composed principally of black cohosh.
For several months, her symptoms dis-
appeared. One day, however, she bought
a new bottle, and within a week her
symptoms had returned so severely that
she called her doctor from a car on the
West Side Highway. “ demanded a pre-
scription for hormone-replacement ther-
apy,” she told me, even though she con-
siders it dangerous. Her doctor guessed
correctly that she had just bought a

new bottle of the supplement, and ad-
vised her to switch to a different prod-
uct containing black cohosh—Remi-
Femin-—which is made, by Shaper &
Brunner, in Germany, where it is regu-
lated as a drug.

With herbal products made in the
U.S., however, there is simply no way
to know what you are getting in each
bottle. In 2002, researchers at the New
York Botanical Garden
published a study in the
journal Economic Botany in
which they reported on
using DNA-fingerprinting
techniques to identify sev-
eral species of black cohosh.
They found great variation
in the herbal mixtures that
were turned into products for the mar-
ketplace. It’s hard to make a botanical
product exactly the same way every
time. Without rules, there is almost no
incentive to try.

Since the standards for making diet
pills are set largely by the people
who sell them, I decided it would be
useful to see how Zantrex-3 was made.
“You go look at the factory,” Dennis Gay
told me. “If you think we are a sleazy op-
eration, remember: we could do it for
half the price.” The next day, I drove to
Cornerstone Nutritional Labs, in Far~
mington, about twenty minutes north
of Salt Lake City on1-15. Cornerstone,
an independent company that produces
most of the Zantrex-3 sold in the U.S.,
pumped out 1.7 billion capsules, tab-
lets, and pills last year, nearly two hun-
dred thousand an hour for every hour
of every day. ] was greeted warmly by
Brent Davis, Comerstone’s director of
nutraceutical sales, who offered to show
me around the plant. We slipped on dis-
posable booties, gowns, and hairnets,
and removed the metal from our pock-
ets, 0 as not to contaminate the materi-
als. Our first stop was the receiving area
at the plant’s Joading dock, where dozens
of fifty-kilogram drums of raw herbs—
green tea, yerba maté, and pangea among
them—were lined up and stacked nearly
to the ceiling, forty feet high. As soon as
the herbs arrive at the factory, they are
sampled for color, consistency, density,
and purity. The raw materials are then
taken to a weighing room, where they
are collected by men in moon suits and
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sampled again. Most of the machines sit
in clean rooms adjacent to the factory
floor, cordoned off by walls of double-
paned glass.

After the herbs are collected, they are
mixed in a blender. This is not as easy as
it might appear; natural organic com-~
pounds are far harder to combine than
synthetically made drugs. A product like
Vitamin E comes in tiny balls, and most
herbs come in flakes. The sare herb can
vary in consistency, in provenance, and
even, at times, in species. Some need
water; others are ruined by the slightest
exposure to moisture. Some supple-
ments require a minute amount of an in-
gredient—Iess than a hundred and fifty
micrograms, for instance—to be mixed
evenly into more than a bundred cubic
feet of powder. And each supplement
must be made in such a way that every
capsule in every bottle is identical in
quality and strength. “It’s a hell of a job
to do,” said Michael Meade, the director
of operations for Basic Research, wha
was also on the tour, “Theres a recipe,
and once it’s worked out it’s fine. But it
takes time to get it right, and many com-
panies fail. The idea that you just throw
it all into the soup and wait is ridicu-
lous.” He said that Cornerstone was un-
usually rigorous in its testing, and that
Basic was pleased by the consistency of
the results.

Like other manufacturers in the se-
cretive and, for the most part, privately
owned supplement industry, Corner-
stone declines to talk about its revenues
or even name its clients, {Basic Research,
100, reveals almost nothing about its
carnings, expenditures, plans, or goals.)
But Zantrex-3 is obviously a big part of
Cornerstone’s current business. The fac-
tory’s largest blender, which was given
over completely to the production of
Zantrex-3 when 1 was there, can wrn
five thousand kilograrms of raw powder
into the equivalent of fifteen milkion pills
a day. As soon as the newly homoge-
nized herbal material leaves the blen-
der, it is pressed by another machine
into blue capsules, which are dumped
into giant drums——thirty-five thou-
sand capsules in each drum, They are
then collected in a hopper and fed into
bottles.

Cormerstone’s computer systern mon-
itors every gram as it passes down the
line, and supervisors keep the floors spot-
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fess. Onee the bottles arc filled, they are
capped and a tamper-proof seal is melted
on. Labels are applied by the same ma-
chine. Finally, one of the brochures ad-
vertising Zantrex-3's “amazing power”
is fastened by hand to the neck of every
bottle on the assembly fine. From there,
the bottles are packed into boxes that
are loaded into cartons, which are shrink-
wrapped and ready to ship. If Basic Re-
search were willing to cut a (totally legal)
corner or two, there is no doubt that
it could produce those pills for far less

money.

hen 1left Cornerstone, I drove to

anearby Wal-Mart, which, along
with such stores as Circuit City and Bed
Bath & Beyond, anchors a mall in a sub~
urb of Salt Lake Ciry called Murray.
‘Wal-Mart is the biggest of what Gay
refers to as the “big boxes,” the giant
chains that can insure a product’s success
simply by stocking it. By summer, all
four thousand Wal-Mart stores will
carry Zantrex-3; many of them will fea-
ture displays with the tango~dancing
couple that I had noticed on the subway
in New York.

The Murray Wal-Mart has an ex-
tensive section devoted to supplerents of
all kinds: botdes, packets, and cartons
promising the usual array of unproved
benefits, and promoting the health of the
eyes, the skeletal systern, the urinary tract,
the brain. A tiny asterisk appeared on
every product—including Zantrex-3—
that suggested a connection between its
contents and better health: “This state-
ment has not been evaluated by the Food
and Drug Administration. This product
is not intended to diagnose, treat, cure or
prevent any disease.” If a product whose
label promotes it as contributing to “well-
ness” is not intended to cure, treat, diag-
nose, or even prevent any health problem,
what, one has to wonder, is it supposed
to do? But there they all are, dozens of
brands: Stacker 3, with chitosan, and
Starch Away, which “blocks calories from

bread, pasta, pastries and other foods”
(“Dieting has never been easier,” the bot-
tle says). Zantrex was for sale, along with
ZN-3, a new product that advertises it-
self on the label as being like Zantrex. It
has the same ingredients and costs half as
much, but, since only the names of ingre-
dients are listed, not the amounts, what
comes in cach capsule is anybody's guess.

As I walked our of the store, I heard
an announcement on the loudspeaker:
“Welcome, shoppers. Right now at the
McDonald’s inside this Wal-Mart you
can get two cheeseburgers for only one
dollar. This offer is for a limited time
only. Also at this McDonald's we accept
MasterCard and Visa.”

Dennis Gayis a fifty-seven-year-old,
pear-shaped man who has been
waging an unsuccessfid war on his weight
for years. The first time I met with him,
he was dressed in shades of green: olive
pants, pale, pine-colored shirt, and loden
tie, He had a short, neatly trimmed gray-
ing beard. At that meeting, Gay was ac-
companied by a man who was described
as a “consultant” but who obviously
played a significant role in the company,
because he did most of the talking.
(Nearly every tune I asked Gay a ques-
tion, he deferred to his colleague.) The
man spoke fast, and had a New York ac-
cent. He didn't give me his name, al-
though 1 asked him for it three times.

1 wondered whether Basic Research
believed that new laws requiring more
regulation and stricter standards would
be bad for the industry, “They are simply
not needed,” the man who wouldn't iden-
tify himself blurted out.“The FD.A. has
the authority to act today if it wants to
remove something from the market. But
it always prefers to use the media.” He
went on 1o say that although he assumed
that ephedra would be banned there were
really no significant problems with the
herb, which Basic Research continues to
sell, and which its salespeople told me on
the telephone was the “best way by far
to lose that weight fast.” He said that
Zantrex-3 increased “metabolism with-~
out increasing the heart rate or blood
pressure”—which, 4s it happens, is al-
most never the case.

After the interview, | learned that the
man'’s name was Mitchell K. Friedlander,
and that he had made false claims about
diet pills, and in the nineteen-eighties



was prohibited by the U.S. Postal Service
from selling themn through the mail.

‘When I spoke 1o Gay a second time,
Friedlander was not there. I said it was
hard to ignore the fact that his most
trusted adviser—Gay described him to
me as a “marketing gentus™—had been
found to have made false claims about
diet pills. Gay told me that he had hired
a private investigator to “check Mitch
out” and that he was comfortable with
the report. “Mitch is valuable,” Gay said.
“He doesn' desire to become a part of
the company, and T dort think we want
him to be.” I asked if working with a
man with Friedlander’s past bothered
him, since he was trying to establish
Basic Research as one of the more repu-
table companies in an extremely irregu-
lar business.

“Remember the old days when the
banks hired safecrackers to protect them?”
Gay said. “Is this that different? What
are the standards in this industry? Tell
me what they are, because I really wish
1 knew, so that 1 could abide by them.
We try to do bertter, but there are no
clear rules. None.” He went on, “We
would welcome standards as long as
they don't take the choice away from the
public. I wouldn't welcome the standards
that exist on the drug side. Because then
you have no choice. And the Ameri-
can consumer is not stupid. He deserves
o make his own mind ap abour what
he does.”

Thisis Gay's bottom line, and that of
the industry as well. “I have to get into
my lecture,” he said, and walked over to
awhiteboard in the office. “Let’s say I've
got ninety-nine people that have a fatal
form of cancer. The way the F.D.A. reg-
ulates drugs now, a study would typi-
cally look like this.” He drew three big
circles and wrote the number thirty-
three in each of them. "A third will get
nothing, and they are going to die. Then
another thirty-three we are going to give
a placebo. The last third get the active
ingredient they are testing as a new drug.

“Let’s assume the first thirty-three
die. What about placebo? Well, most
studies show that placebo survival rate is
thirty-six per cent. That suggests that
eleven of the people on placebo will sur-
vive at least long enough to be signifi-
cant. And now let’s say that of the third
who receive the active ingredient eleven
survive. Based on today’s regulations,
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“In the store it was kitschy—in my apartment it was tacky.”

that drug would not be approved. It’s no
berter than placebo. And it would be
tossed in the wash. But this is what I
want to ask: What about these twenty-
two people here?” Gay drew a big line
under the eleven placebo and eleven
drug recipients who, in his reckoning,
would have lived. “What the govern-
ment of the United States says is that
those twenty-two people don't have the
benefit of a placebo or of the active in-
gredient. So you have zero people sur-
viving out of ninety-nine when you
could have had twenty-two surviving.”
Gay looked mournful. “All T am saying
is that I want to have the right to appeal
to those twenty-two people. I want to
give them a chance to live.”

There is a demonstrable placebo ef-
fect in most clinical studies, although
the idea that placebo could save even
eleven patients with fatal cancer is ludi-
crous. But Gay and Basic make their
money by selling the dream of wellness,
not the reality. If their products could re-
ally swell breasts, banish wrinkles, and
erase fat, Basic would probably become
the most successful company in Ameri-

-

can history. After all, is Zantrex-3 any
different from Lydia Pinkham’s miracu-
lous concoctions?

This year, Congress will consider a bill
that would modify the 1994 law so that
thousands of unregulated botanical sub-
stances would be treared more like drugs
than like foods. Supplement manufac-
and their custe are prepar-
ing to fight any such change with every
resource they can muster. The bill has
been advertised as an assault on the First
Amendment. The alarm has sounded
across the Internet, and congressional
offices have been besieged with protests.
Wilk into any health-food store and
you'll see Jeafless warning that the gov-
ernment is about to deny you the right
to choose your own fate.

Gay went back to his chair and sat si-
lently for a moment. “We put disclaimers
in our ads, and we give people the results
of the studies and a money-back guar-
antee,” he said. “What more could you
want? Don't prevent people from using
their own judgment. Let themtryit. M it
doesn't work, they can return it. That’s
what's fair. That's what's American.” ¢

turer:

THE NEW YORKER. FEBRUARY 2, 2004 75



262

January 2002

Tab 42

NBG 00555-11RKG-24

PediaLean’ roide R e G
(Peciatropin™) Clnica i snow ™
compound & wel by and
: g mui“wm.rmm
{losting), werporary decontinue uee of

FaciuLoen™® Albar i (Y8, g 0 CA o (1)
capeule twice & dey Contrus this reduced plan ko
emane the recommerncied

Specifically Developed

for the Weight-Loss

Needs of Children and 2
s Ages 6-16. Tt Vs o T e e

Orwg Acwinistsalion. Ths sracet it oot bdanies 3

teige  day sommmmm
120 capsules s Ginee, wih 8 curces of wetes, ko o
ooy Agad.

Ohiidren (adolessents) agim T1-98:
Trwres (3) oapaien, tuios & dey - 30 1 80
mincass belore kech and dinner, with 8
xances of weler, kit or cther quid.



263

New Product Update by Klein-Becker usa  Tab 43

Your Child Is
Overweight...

And it's destroying both your lives.
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Redbook
February. 2002

European Breakthrough Gives Hope
To You And Your Overweight Child

u Thusehay, Ne kser & 2008, aba W 3
conforence hostedd by The Anwrican Obesity

Assoriition, a frightening study entitled “Stigma and
Chitdhoot Obesity: Pty Yenes sed Counting” was presented
i some of this rddolrs oSt promuinem ohasity expeiss, n
the xtdy. children were stwown photogruphs amt asked 1o
pirk the person they iked the most - the thin person was
almost ahways chusen first, it the obese person... abwavs
chasen kst White the stirby's fimbhgs way lave been
growsdhrenking Hews (0 90me "rxpens,” e yesults are un
surpwise W vour overweleht clukl Rejection because of
body stze is real ~ it Iy, ancd i€ s 4 Jifetime.
[duditionatly, vers of pablishied research confirm thav
an overweight vhiftd will grow up to piun less mones, be less
fikely te marey, owre likely 1o be dit oreed, eonplete fewer
years of sehook, nl more Bkely to beenme a burden on an
ageing parmnt teven it that chikl becormes feaney in aduit-
hood). The stignia of rejection pever 20es away... never!

LU

Your Child Js Not the Only Victim

All purents cry for thelr childeen. But s dfitficutt i being overweiti is for your
chifid, thore's annther vetim - the mvisible victim of ehilithood obesiy.... it's
you Why? Beeanse nobody blames vour child for being ovenveight - they blame
you ~ the parent. Regardiess of how criel unlhir, or iisplaced the blame may
Ixx.... parents ol gverweight children are judged fashly (Rithough always in the
auictest of whispers) by their frivnds, neighbors. and relatives. A reeent sty
showed that muost people soe vour childs abesity as evidence of gopg ignotine
and sloth. They blame you... “Its veur fault for feading vour ehild oo muck”..
“your fault for Jetting your chitd lounge aronnd te house™... "your Gt for
working 100 Iate, Jeaving your vhild o TV video Wanites, aml nevec emting bags
of chipe” Jist o your ehild & stigratized - %0 e rou We ali kmow these cniel
poreeplions arenl e - bt they sl bt your quality of life suifess.

At fast, there's asafe awl offvctive cotgonmd clinieally praven
1t help ehilsdren tose sevtght, 1Us valied Pesbalean'™ aspecially prepased high
molecstar weiht, nderonized fber concentrie, naiinhike pxelusively
from Kiein-Beoker ws
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When Your Child Needs More Than Diet And Exercise

Safe, Natural Weight-Control Compound
Specifically Developed for Children,
Clinically Proven'in Europe ~ Finally Available in America
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Professional Support and 2 Shoulder to Lean On

Pedimboan™™ is wore Uum i groat weight-loss formula for your
chitd. ity o corplele program of online support sweeessible to
vew trony hoswe. atfice, or anywhere you may be. Simply Iog on to
veww: Weight Loss ForChildren.com - the exchmive. cass-1o-use,
anfiig sen e develnpul just for Pedinbean '™ parents - and you'll
sinkd 2 place where all yoa questions will be answored by ovr staff
of MPS, Phids, Regisrodt Distitiues, sud Exereise Spocialists. .
rach disticated to help yoo uxi your child sweeed
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A Winning Combination

The Pedialoan®™  WeighiLossForChildren.com combinaiion s 1
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Open 24 Hours
e Order Now: 1-800-617-6080 ext.PL103

Visit onfine at www.Pedialean.com

$79.00 USD
120 Capsules
Approx. 30-day Supply
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Klein-Becker usa™
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Specialized Weight
Control and Life
Enhancement
Formulations
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Featured Products

The Stretch Mark Reducer Crea
Turned Anti-Wrinkle Phenomeno

StriVectin-SD®

Specialized Weight Control Formuiations
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Emulsifying Gel
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Weight Contro!l
For Children

——— -~
P i
—_—

#

ull

Pedialean®

Prevent Breast Shrinkag
Due To Weight-Loss

Mamrialin-ARa®

Provides Thyroid Support
During Dieting

Thyrovarin®

increased Oxygen
Saturation - Increased
Endurance

Oxydrene®

Increased Sex Drive Fo
You and Your Partner

TestroGel®

CONTACT US | ABOUT US | MONEY-BACK GUARANTEE

hutp://www kleinbecker.com/
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New Product Update by Klein-Becker usa™

Weight Loss

Or Call 1-800-617-6080 Ext. KBWEB

“it's just baby fat,' 'She’ll grow

out of it and ‘Oh, he's just a

growing boy'... these are the

traditional excuses parents use fo

justify their child’s overweight

' condition. The old excuses can

no longer stand... especially now
that there 1s a safe, natural weight-loss
compound designed and developed specifically
for children. Combined with a proactive program
specifically created to support both parent and
child - this natural weight-control compound
resulted in significant weight loss in virtually
every child studied. For your child’s sake, for
your sake, you must take advantage of this
chinically proven solution.”

Dr. Nathalie Chevreau. Ph.D.. R.D. Director of Women's Heaith,
Klein-Becker usa

http://www.pedialean.com/

for

Children

Tab 46

'f you're the parent or grandparent of one of the more than 11
million overweight or obese school-aged children in the United
States, you know the pain and embarrassment this growing
“Epidemic” can cause. But now, a revolutionary, all-natural
weight-control compound offers new hope. It’s cailed Pedialeas
the first and only clinically proven, safe, and effective weight-
control compound designed for children and adolescents... and
finally available in America exclusively from Klein-Becker usa

What is Pedial.ean?

The active ingredient in Pedialean® is Pediatropin,™ an all-
natural, micronized fiber concentrate derived from a plant (tube
called P. rivieri. This tuber has been used as a food source for
thousands of years, but only recently have scientists discovered
effective method for micro-processing the plant into a high-
molecular-weight powder which makes it ultimately effective a
children’s weight-control tool.

Kiein-Becker's proprietary micronization process guarantees
Pedialean® is not only safe, but is the one and only weight-con
compound designed, manufactured, and clinically proven safe «
effective for use by overweight children and adolescents.

Does Pedialean® work? You bet it does! In a well-controlled
double-blind clinical trial, each and every child who used
Pedialean® as directed fost a significant amount of excess body
weight... a success rate of 100%!

Professional Support and a Shoulder tc

Lean On

But Pedialean® is more than a great weight-loss formula for
your child. It's a complete program of online support accessible
from home, office, or anywhere you may be. Simply log on to
www. WeighiLossForChildien com — the exclusive, easy-to-use
online service developed just for Pedialean® parents — and you

2/20/2003
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Puklick 1 Stiredi

d Medi Don't Lie...
Clinically Proven Safe and Effective

Study Design - To evaluate the efficacy of
Pedialean’s™* active compound, 23 children who
completed the study, 12 males and 11 females of
average age 10 years and 2 months (range 5.2-15.8),
with average excess weight of 51+16%, were given
Pedialean® (in conjunction with a suggested
normocaloric diet for the age and size of each child
{about 15% protein, 30% lipids, 55% carbohydrates],
and modest physical exercise), were then compared
to 30 controls (average excess weight of
50 3x11 5%, average age of 11.8 years) for whom
only diet and physical exercise were advised.
E ~  Results - After eight weeks, the 23
* Pedialean® children showed a drop
of excess body weight from
$1£16% 10 41.3+15% (p<0.00065).
Specificaily, the obese girls went
’ - from an excess weight of
46 5£15 6% to 38.7+15.8% (p<0.0005) and the boys
from 55.2415.8% to 43.8:+14.7% (p<0.005). In the
Control Group, no meaningful decrease occurred
(51210.6% vs 49.3+12.4, pn.s.).
More importantly, the weight loss persisted. After a
4 - 6 month foliow-up. the excess body weight of the
children who used Pedialean® continued to decrease
significantly {Pedialean® 40.}£14.9 Vs Contro}
49.2+13.3, p<0.005).

What does this mean in plain English?
Children who used Pedialean® along with a healthy,
but not calorie-restricted, diet and modest exercise
lost an incredible 20% of their excess body weight.
Those who followed the same diet and exercise
program, but did not take Pedialean®, failed to lose
any significant excess weight at all. In other words,
the only difference between success and failure was
Pedialean®. (Individual results may vary.)

_onmEnmy )
N MAILt N
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find a place where all your questions will be answered by our p
of Doctors, Registered Dieticians. and Exercise Specialists.... e
dedicated to help you and your child succeed.

You'll also get full access to a personalized, easy-to-follow
eating and exercise plan for your child based on gender. height.
weight, and age. In addition, you will find information on all
aspects of children’s health as well as practical solutions to
difficuit problems ~ like how to maintain good nutrition using
today’s “fast foods.” But that’s not all. The most popular feator
Weightt.ossForChildren.comn is our wonderful “Parents Only™
Message Board. .. a place of compassion and practical advice fi
a community of parents who have walked in your shoes and are
there to help. They understand how you feel because they’ve bt
there themselves. There’s even a free personalized weight-cont
pian for you at www MyFreeDiet.com.You will love both sites

Order Pedialean® Today!

So order today, then log on to
www. WeightLosstorChildren com and begin a new life for yor
and your child. By the way, as with ali Klein-Becker formulatit
Pedialean® comes with our no-nonsense, 100% money-back
guarantee: simply stated, if you’re not completely satisfied witt
your Pedialean® purchase, return the unused portion within 30
days for a full, prompt, and complete refund... no questions ask
Call now!

ingredients!

- Diroctions For Usal

Go To
VieightLossForChildren.com

Or Call 1-800-617-6080 Ext. KBWEB

Home | Luprino! | Anorex | Anarex-SF | Dermalin | Oxydrene | TestroGel | Mamralin | Thyrovarin | Strivectin

K

http://www.pedialean.com/

iy
REUABILITY
~ PROGRAM

2/20/2003
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Kiein-Becker usa

Tab 47 Pedialean®

Specifically Developed For The
Weight Loss Needs of Children Ages 6-16

120 Capsules 240 Capsules
Approx. 60-Day Supp!
{Approx. 30-Day Supply) (App SAVE 513'.00 pply)
$79.00 $148.00

. Add To Add To
Basket Now! Basket Now!

http://www.pedialean.com/pedialean.asp?sid=127556227 - 2/20/2003
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Tab 48 Pedialean®

Specifically Developed For The
Weight Loss Needs of Children Ages 6-16

Basic Research is very pleased to assist voluntarily the
Congressional Committee's understanding of childhood obesity and
our effective treatment for this condition. Tragicaily, obesity has
become a growing epidemic among children and adolescents in the
United States. Basic Research's commitment to help alleviate this
problem has led to its decision to reduce the price of Pedial.ean... a
clinicaly proven, effective and safe dietary supplement for
childhood weight control.

120 Capsules Was $79:00 Now $39.99

{Approx. 30-Day Supply)
Add To
Basket Now!

http://www.pedialean.com/pedialean.asp?sid=638384142 6/7/2004
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Ingredients Page ] of 1

Q: What are the ingredients in Pedialean®, and are they safe?
Tab 49

A: Pediatropin, the trade name for the active ingredient* in Klein-Becker's Pedialean®, is a
proprietary, high molecular weight, micronized natural fiber concentrate and contains no
ephedra or stimulants of any kind. The all-natural fiber concentrate is derived from a tuber
(plant) called P. rivieri. People have been using this tuber as a food source for thousands of
years, but only recently have scientists discovered an effective method for micro-processing
the plant in a way which makes it ultimately effective as a children's weight-controf tool. The
proprietary micronization process is exclusive to Klein-Becker usa, and guarantees that you
and your child obtain the finest, highest-quality product available. Thus, Pedialean® is not only
safe, but is the one and only weight-control compound designed, manufactured, and clinically
proven safe and effective for use by overweight children and adolescents.

*Pedialean® also contains negligible amounts of an all-natural binding agent (rice flour) which aids in the
encapsulation process.

Close this Window I

http://www.pedialean.com/ingredients.asp?sid=909565343 6/14/2004
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Directions Page 1 of 1

Pedialean Directions: Tab 50

Children ages 6-10: Two (2) capsules, twice a day — 30 to 60 minutes before unch and
dinner, with 8 ounces of water, juice or other liquid.

Children ages 11-16: Three (3) capsules, twice a day — 30 to 60 minutes before lunch and
dinner, with 8 ounces of water, juice or other liquid.

If your child has difficulty swallowing capsules, you may open the capsules and pour the
contents in a spoonful of applesauce, yogurt or custard. Have the child drink an 8-ounces
glass of water immediately after taking the PediaLean powder.

If your child’s school does not allow your child to take pills without a doctor’'s
prescription, you have 2 options: The best one is to empty the contents of the capsules in a
small plastic pill carrier or other small container and instruct your chiid to pour the powder on
his/her first bite of lunch, followed by 8 ounces of water or other liquid. (This method may or
may not be allowed by the school).

Another option is to have your child take the first dose of Pedial.ean with 8 ounces of water
upon awakening (or 30 minutes before breakfast).

Close this Window '

httpt//www.pedialean.com/directions.asp?sid=638384142 6/7/2004



273

Date: 31-0CT-03

To: Dr. Chevreau

From: Office of Extramural Research

Subj: Application Number: 1 R43 HD045097-01 A1

Program Code ENG -GG Tab 51

The scienific merit review of application 1 R43 HD045097-01 A1 entitled Micronized fiber, natural weight loss
agent for preteens is complete. The Scientific Review Group {SRG) designated your application as NOT
RECOMMENDED FOR FURTHER CONSIDERATION. Applications so designated cannot be funded in their
current form and they are not routinely scheduled for second level review by the National Advisory
Council/Board.

A Summary Stalement containing reviewers' comments will automatically be sent to you in approximately
eight weeks. Until then, no further information is available. After receiving your Summary Statement, you
may call the program administrator listed below to discuss the contents. Should a revised application be
indicated, follow the instructions in the PHS 398 instructions
(hup:/fgrants1.nih.govigrants/funding/phs398/phs398.htrmi). Current NIH policy limits the number of amended
versions of an application to two.

Contact:

GILMAN D GRAVE, MD

Center for Research for Mothers and Children
Endocrinology, Nutntion and Growth

9000 Rockville Pike, MSC 7510

Building 61E, Room 4B11

Bethesda, MD 20892-7510

Fax: (301) 480-9791

Phone: (301) 496-5593

E-Mail: graveg@mail.nih.gov

CONFIDENTIAL
PROPRIETARY
INFORMATION

PLO03410
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SUMMARY STATEMENT
GILMAN GRAVE M.D. { Privileged C ication ) Rels Date: 12/05/2003
(301) 496-5593
graveg@mail.nih.gov

Application Number: 1 R43 HD045097-01A1
CHEVREAU, NATHALIE PHD
BASIC RESEARCH, LLC
5742 W HAROLD GATTY DR
SALT LAKE CITY, UT 84116
SALT LAKE CITY, UT 84116

Review Group: ZRG1 SSS-T (10)
Center for Scientific Review Special Emphasis Panel

Meeting Date: 10/27/2003
Council: JAN 2004 PCC: ENG -GG
Requested Start: 03/01/2004 Dual PCC: NRK OBSB
Dual IC(s): DK

Project Title: Micronized fiber, natural weight loss agent for preteens

SRG Action: Not Recommended for Further Consideration
Human Subjects: 44-Human subjects involved - SRG concerns
Animal Subjects: 10-No live vertebrate animals involved for competing appl.
Gender: 1A-Both genders, scientifically acceptable
Minority: 1A-Minorities and non-minorities, scientifically acceptable
Children: 2A-Only Children, scientifically acceptable

Project Direct Costs

Year Requested

1 100,000
TYOTAL T 00000

CONFIDENTIAL
PROPRIETARY
INFORMATION

PL003433
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CHEVREAUN R43HD045097-01A1
PROTECTION OF HUMAN SUBJECTS UNACCEPTABLE

RESUME AND SUMMARY OF DISCUSSION: The revised Phase | SBIR application proposes a 16-
week, double-blind, randomized, clinical trial of overweight youth, ages 7-10 years of age. The
intervention group will receive soluble, micronized fiber at a dose 1,000 mg twice daily, while the control
group will receive identical capsules filled with Maltodextrin. Both treatment and control groups will
receive a behavioral, family based, weight loss management program called Trim Kids™. Strengths of
the application are the proposed behavioral intervention and a possible commercial potential for a cost-
effective means to promote healthy weight {oss in youth; the expertise of the team of investigators; and
the adequacy of the research environment. Weaknesses are the lack of commercialization plan for
phase Il; a lack of innovation; and methodological concerns. The profound concemns over safety of
children administered with the fiber were the focus of discussion at the study section mesting. The
majority view was that the investigators have not adequately addressed or aliayed concerns over
toxicity in children administered with the fiter. A minority view was that the investigators had addressed
the concerns in an appropriate manner; it is a product that is already on the market from health food
stores and the minority group was unaware of reports of adverse effects. The mation for not
recommending the application for further consideration was carried with 16 members voting for the
motion and 2 against. While the application upon revision is somewhat improved, concerns over safety
of children expressed by the study section should be addressed and overcome.

CRITIQUE 1

SIGNIFICANCE: The increasing occurrence of childhood overweight and obesity has lead to the
epidemic of type 2 diabetes in youth. A safe, efficacious, and cost-effective means to promote healthy
weight loss in youth would be a welcomed approach to curtailing the occurrence of childhood obesity
and type 2 diabetes.

APBROACH: This is a first resubmission of a Phase 1 SBIR application. The investigators have tried to
be responsive to the previous comments. However, attempts by the investigators to discuss the safety
of the currently proposed natural weight loss fiber formulation (Pedialean®) raised major safety and
_human subjects concerns about its use in & pediatric population. in this reapplicalion, The investigators
first describé thoking and i i i ion of the fiber extract, the Konjac
fiber extract reconstituted in tablet form (page 32). Further, the investigators’ disclosure of their safety
studies, (which included wafching the capsules dissolve in water, acidic, and alkaline solutions), does
not appear to be sufficiently rigorous to altay concems. Thus, the safety issues raised sufficient
concerns to prevent further consideration of this application.

The investigators propose a 16-week, double-blind, randomized, clinical trial of overweight youth, ages
7-10 years of age. The intervention group will receive soluble, micronized fiber at a dose 1,000 mg
twice daily, while the contro! group will receive identical capsules filled with Maltodextrin. Both treatment
and control groups will receive a behavioral, family based, weight loss management program called
Trim Kids™. The use of this behavioral intervention is a strength to the application. The study design
calls for the active treatment and placebo capsules to be given 30 to 60 minutes prior to lunch and to
supper (although there is inconsistency in the timing of the dose as it is noted at both 30-60 and 60
minutes prior to the main meals). It seems problematic that the lunchtime dosage will be administered
consistently to children 30 (or 60) minutes prior to lunch while they are attending school.

The soluble, highly purified, micronized fiber is an extract from a Japanese Tuber. Its efficacy stems
from the fact that it expands to 200 times its original size once it is solubilized in water. The
investigators speculate that the group provided the weight loss fiber will lose significantly more weight
than the control group such that body mass index will be significantly lower at the end of the 16 week

tmé‘sxfgamr?nwrma G Tollow measures of insutin resistance by obtaining no ing
CONFIDENTIAL
PL003434 PROPRIETARY

INFORMATION
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lipid levels, but also insulin and glucose levels at study entry and at the end of the 16-week trial.
However, they have not reported their planned measure of insulin resistance such as the calculation of
HOMA-insulin resistance. The investigators also aim to study the effect of the soluble fiber on muitiple
outcomes including body composition (measured with bioelectrical impedance, BMI, and waist and hip
circumference) and satiety (ascertained with a questionnaire).

While the investigators have attempted to respond to comments from the previous reviewers, some
questions remain unanswered. The application contains an extensive human subjects protection plan
utifizing a questionnaire concerning the occurrence of adverse events along with the appropriate
reporting mechanism and a data safety monitoring plan/board. However, the investigators-still-have-not
considered any potential impact on nutrient absorption with the use of a soluble dietary fiber(the fiber
based Pedialean® formula). in addition, the investigators plan to utilize a pediafric iurse practitioner in

their study rather than a physician as suggested by the previous reviewers.

Ancther issue relates to the testimoniais in the application, which lack scientific rigor. Furthermore,
there is a report of a pediatric nurse practitioner at a school in Connecticut utilizing this formulation in
seven overweight girls. This anecdote begs the question as to whether the parentsflegal guardians of
these children were invoived or even consented to the nurse’s administration of the compound. This
story raises additional red flags as to the investigators’ understanding of the proper conduct of studies
in children.

Another question involves the investigators’ understanding of normal growth and development in

pre W|ldren it appears tha%«p(e—pubenal status is an inclusion criterion for
enroliment. The investigators note that the youth can bé Tanner Slage 1 or 2. However, Tanner Stage 2
defines early puberty, not pre-pubertal status. Furthermore, Tanner staging is described as being
ascertained from self-report. While self-report is possibie by questionnaire with accompanying photos,
this is not fully documented. It would seem more appropriate for the Tanner staging to be an objective
part of the physical examination required at study entry and performed by a professional.

There are also questions about the three-day dietary records (along with the physical activity log). It
would seem that these should be part of the baseline data collection and not collected after one week
of the intervention. There are also no data describing the validity of measuring body camposition in
children with the bioelectrical impedance measure proposed for use in this study. Also, it appear that
while baseline lab work is intended prior to randomization, this seems to have been omitted from the
description of the plans for screening or visit 1. It is also unclear how group orientation will be
performed during visits 1 and 2. How many participants are planned for these group orientations? it
appears that 12 subjects will be enrolled as part of the initial assessment of toxicity, performed by
questionnaire, but it is unclear if all will be followed within the same group orientation.

In terms of measurement, weight and height are usually measured two to three times to ensure the
accuracy of the measurement. Measurements of height, weight, and BM! (for growth) are usually
reported as Z-scores {o take into account expected variation based on gender and age.

Finally, there is no clear description of the potential for commercialization or a clear plan for Phase 2.
While the use of a potentially safe fiber to assist with weight loss is an exciting area of study, there
remain multiple concerns with the current application.

INNOVATION: The use of a safe, efficacious, and potentially cost-effective means to encourage
healthy weight loss in youth is novel. However, multiple questions arise regarding potential safety
issues in a pediatric papulation,

INVESTIGATORS: There is a strong research team lead my Nathalie Chevreau, Ph.D., who is the
Principal Investigator and Director of Nutrition Research at Basic Research, LLC and American
Phytotherapy Research Laboratory. She has assembled a group of experienced consultants in the
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fields of behavioral research, nutrition, exercise, biostatistics, and pediatrics. The investigative team
appears capabie of performing the study as proposed.

ENVIRONMENT: The environment appears adeguate for the proposed investigation.

PROTECTION OF HUMAN SUBJECTS FROM RESEARCH RISKS: While there is a data safety
monitoring plan as well as a data safety monitoring board, many major concerns remain about this
clinical trial involving children, There are questions regarding the lack of attention to the absorption of
various nutrients in a growing pediatric population taking a fiber extract prior to meals (while there may
be no major impact, the investigators must demonstrate lack of an effect). This reapplication includes,
for the first time, allusion to earlier versions of the Konjac fiber extract when it was reconstituted in
tablet form. The earlier preparation was associated with choking and death. This new disclosure is
certainly worrisome. The investigators attempt to allay fear by describing their safety assessment,
which included placing the Pedialean® formulation with the gelatin capsules into aqueous (tap water),
acidic, or atkaline solution with constant agitation. The investigators report that it took at least 15
minutes for the capsule to disintegrate, which was followed by the constitution of a soft gelatinous
mass. Therefore, the investigators presume that safety is ensured because even “if (the capsule)
temporarily lodged in a child’s throat, (it} will not cause choking by sudden expansion shouid the child
continue drinking water or other fiuid.” (page 32) However, the disclosure of the association of choking
and deaths with an earlier formulation of this fiber raises many questions of safety for the proposed
study. in addition, other concems regarding safety invoive the dearth of information with respect to the
absorption of vitamins and minerals. There is no plan to measure iron, caicium, and other minerals and
vitamins.

INCLUSION OF WOMAN PLAN: Acceptable.

INCLUSION OF MINORITIES PLAN: Acceptable. It is estimated that 50-60% of the participants will be
from ethnic and racial minority populations.

INCLUSION OF CHILDREN PLAN: Only children between the ages of 7-10 years will be invoived,

OVERALL EVALUATION: This prospective, placebo-conirolied, randomized clinical trial offers a means
to study a fiber-based nutritional supplement aimed at weight loss in youth. However, many questions
remain regarding the safety of the intervention as described. Additional attention to details of the study
design is also needed.

BUDGET RECOMMENDATIONS: The budget is appropriate.
CRITIQUE 2:

SIGNIFICANCE: Childhood obesity is a very important problem. Limited treatment modalities are
available to clinicians. Most treatment strategies inciude a behaviorally focused intervention. Thus a
proposal of an agent that can be used as an adjunct to a behavioral program, which is both safe and
effective, would be appealing. An agent that works in the gastrointestinal fract, which is not absorbed
systemically, aiso has some appeal for a pediatric population. The agent proposed in this study has
many of these qualities. Thus, a study of this agent appears appropriate.

APPROACH: The applicants have proposed a randomized double blind placebo controlled clinical trial.
This is ultimately the appropriate design, however a question arises regarding whether the applicants
have coliected sufficient safety data before proceeding with an efficacy trial.

There is also a concern about th% length pf the proposed trail. Four months will only provide shori-term
outcome data. 1t would be useful der a longer-term randomized trial. The expected outcome is
not completely clear. It appears that the active treatment group is expected to lose 1 BMI unit more
CONFIDENTI/
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than the placebo group. This may be consistent with the small pilot study performed in Italy. However, it
is not clear if the applicants have taken into account that the behavioral program will also resuit in
weight loss in the placebo group. The expected BMI change with this program remains unclear,

There are some logistical concerns that have not been addressed by the applicants. The subjects are
expected to ingest the agent or placebo and drink water prior to iunch. it is not clear how this will be
accomplished in the context of school. In addition, many obese children ship lunch and consume most
calories in the afternoon. How will this be addressed in the study?

The applicants plan for an attrition of 30 percent. This may be appropriate, however some clinical
programs have attrition as high as 50% or more. What methods will be employed to reduce»gmition?

it is not clear why the applicants have chosen a BMI above the 85th percentile. This represents the cut
off for at risk of overweight. it is not clear that an agent such as the one proposed will be acceptable to
clinicians for treatment of children below the 95th percentile (overweight). It is also unclear why chiidren
who were the product of a pregnancy with gestational diabetes or low birth weight should be exciuded.

The measures are generally well described. However, the rationale for collection of both food frequency
data and a 3-day record as proposed is unclear. It is also unclear that the proposed method of
measurement of bicelectric impedance is acceptable, Reliability and accuracy data for overweight
children are not provided. What equations are used to caiculate the variables of interest?

The primary analysis will follow intent to treat principle and use a 0.05 level of significance. However,
an interim analysis is planned. It is not ciear whether this has been taken into account.

The applicants now propose a DSMB. It would be useful to consider what the prospective stopping
rules would be.

INNOVATION: There are novel aspects to the proposed treatment strategy.

INVESTIGATORS: The investigative team appears appropriate for the proposed study.
ENVIRONMENT: The environment appears appropriate.

PROTECTION QF HUMAN SUBJECTS FROM RESEARCH RISKS: The issues of patient safety,
bensfits and importance of knowledge to be gained have been addressed. This reviewer does not find

any concerns in regard to use of micronized fiber in children in the proposed intervention trial,

INCLUSION OF WOMAN PLAN: Acceptable. Equal number of female and male subjects will be
recruited.

INCLUSION OF CHILDREN PLAN: Acceptable. All subjects will be children.

OVERALL EVALUATION: Summary: This proposal for a randomized controlled clinical trial addresses
an important clinical question, The revised application is improved in many aspects. However, some
methodologic concerns persist which do lower the level of enthusiasm.

ADDITIONAL ELEMENTS: The applicants do not present a detailed plan for commercialization of the
product in phase .

BUDGET RECOMMENDATIONS: No concerns.
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THE FOLLOWING RESUME SECTIONS WERE PREPARED BY THE SCIENTIFIC REVIEW
ADMINISTRATOR TO SUMMARIZE THE OUTCOME OF DISCUSSIONS OF THE REVIEW
COMMITTEE ON THE FOLLOWING ISSUES:

PROTECTION OF HUMAN SUBJECTS (Resume): UNACCEPTABLE

Profound concerns over safety of children who are given the micronized fiber in the randomized
intervention trial was the majority opinion. it was stated that the investigators should attest lack of
toxicity of the fiber product in the pediatric subjects.

INCLUSION OF WOMEN PLAN (Resume): ACCEPTABLE
Equal number of girls and boys are proposed to be recruited.

INCLUSION OF MINORITIES PLAN {Resume): ACCEPTABLE
Specific percentage details of minority representation are given {page 49).

INCLUSION OF CHILDREN PLAN (Resume): ACCEPTABLE
All subjects recruited wiil be children.
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INTRODUCTION
This is the revised version of the Pedial.ean® proposal of December 1%, 2002, which received a
priority score of 306. We deeply appreciated the reviewers' comments and enthusiasm for the project,
and are grateful to be able to re-submit our proposal. We wholeheartedly agree that our original
proposal would benefit from more rigorous medical oversight and the inclusion of an independent
Data Safety Monitoring Board, We are confident that we have addressed these and all other
concems in this revision. Changes to the Research Plan are summarized below:

1. lssue regarding "inadequate safety monitoring, protection of human subiects and lack of medical
oversight’:
In rasponse to this concern we have established an independent Data Safety Monitoring Board
{DSMB) composed of Dr. Julia Steinberger (a pediatric cardiologist at UMIN and an advisor to the
www.weightiossforchildren.com Website), Dr. Daniel Jackson, pediatric gastroenterologist at Primary
Children's Medical Center in Salt Lake, and a local pediatrician. The DSMB will oversee the safety of
the study and monitor any adverse events, as detailed on pages 37 and 46-48 of the proposal. The
previous reviewers also raised concern regarding the lack of physician oversight in this study. As a
cost-effective solution, we have recruited Debbie Sandt, a highly qualified pediatric nurse practitioner
{PNP), to provide medical oversight of the children. She has worked in Pediatrics for over 20 years
and has assisted Dr. Jackson in his pediatric gastroenterology practice for 3 years. It is important to
note that Nurse practitioners in Utah have full prescriptive practice, can work independently of
pediatricians, and have become highly respected, invaluable members of the medical community.
2. lssue regarding "Minority children not adequately represented”;
Children’s Hospital in Salt Lake enrolls about 90 families per month for weight management and 50%
of them are Hispanic. Therefors, we anticipate that at isast 50% of our sample will be Hispanics.
3. lssue regarding “the lack of power calculation and criteria for assessing success”
Success at the end of the 4-month tral will be measured by change in body mass index as the main
outcome variable. We expect the children receiving Pedial.ean® to reduce their BMI by at least ona
BMI unit beyond any reduction experienced by the placebo group. Therefore, an 80-children sample
(40 in sach group) with a potential attrition rate of 30% will have 80 percent power to detect a
reduction of 1 BMI unit in the treatment group versus the placebo group at the end of the trial,

4. Issus regarding “lack of measurement for insulin resistance, blood glucose levels and concerm

with using different labs 1o analyze the samples™
We will measure fasting blood insulin and glucose levels at the beginning and at the end of the study.
Children wifl go 1o one of the 5 designated centers to have their blood drawn but all the samples wili
be analyzed by the same laboratory (Lab Corp), one of the 2 main labs in the Salt Lake area.
5. Issue reqarding the "lack of measure of nutrition status or monitoring growth™
We will also measure the effect of the fonmula on nutritional intake to ensure adequate nutrition for
appropriate growth. Height will be plotied on the CDC chart and both the dietitian and the PNP will
review the data to ensure that any increase in height over the 4-month period is appropriate and that
height increments are normal for the subjects’ respactive chronological ages.
6. Issue regarding "ths role of funding this research since the formula is already on retailers’ shelf’
The formula has not been tested in a rigorous manner in the United States or on a minority
population. Funding this clinical trial and demonstrating the efficacy of this formula would provide the
medical community with another tool to treat the growing pediatric obesity problem especially in
minority adolescents.
7. lssue regarding “preliminary evidence lacking the description of problem encountered”:
A small number of parents have bought the formula and mos! have reported success for their
children. There has been occasional bloating and gas, but no serious adverse sffects have been
brought to our attention. However, we want to test the safely aspect of this formula in 8 more
systematic. fashion so it may be used on a larger scale and be recommended by the medical
community.
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The revisions made to the research plan are in itaiics.

RESEARCH PLAN
A. Specific Alms:

For both adults and children, obesity has reached epidemic proportions in the United States. From
1976 to 1987, the prevalence of obesily in children 6 to 11 years oid increased by 54% and the
prevalence in those aged 12 o 21 years increased by 64%"*. The latest report in 1998 from Strauss
et al’ suggests that overweight prevalence in children ages 4 to 12 was 21.5% among African
Americans, 21.8% among Hispanics, and 12.3% among Caucasians. The health risks associated with
excess weight in childhood include “pre-diabetes,” type 2 diabetes, and high blood pressure. These
symptoms or conditions were, until recently, typically seen in adults. Treating the obesily problem &s
early as possible will have a subsequent impact on the health risk factors described above and is of
the highest priority. This proposed highly innovative study will demonstrate efficacy and effectiveness
of the first and only weight loss agent for preteens in the United States, paving the way for its targeted
marketing and distribution in an efficient manner, thereby lowering costs and enabling reduction in
pricing.

This specialized, highly micronized all-natural fiber-based formulation (PediaLean®) has been shown
in a European study to be a safe and effective adjunct to weight loss therapy, and it improved lipid
profiles in overweight children 6 to 16 years of age. 1t is therefore of utmost importance to test its
effects in a rigorously controlled trial of American overweight children so that the medical community
{and associated health insurance companies) will have an empirical justification to include this safe,
stimulant-free, all-natural fiber formula in the treatment of overweight preteen patients. In this Phase |
trial, we would like ta narrow the age range of the chiidren tested (7 to 10) o avoid the variability
associated with puberly and to treat the child before any weight increase linked to maturation occurs.

The overall objective of this research is 1o conduct a 4-month randomized and placabo-controlled
intervention trial in overweight 7-10 year old chiidren (preteens). The outcomes to be assessed in this
intervention inciude safety of the formula, body mass index (BMI), body composition, waist and hip
circumference, satiety, nutritional intake, fasting biood lipids, insulin and glucose levsis, and
compliance with Pedialean®. Both the treatment and the control groups will follow a family based
weight loss program to minimize or eliminate family difference and allow better detection of the effect
of Padial.ean®. The program developed by our consultant, Dr. Sothem (and her collaborators), is
described in the newly published book® entitled Trim Kids™.

The specific aims are as follows;
1. To assess the safely of the highly micronized oral fiber formula (Pedialean™) in children, 7-10

yaars of age, compared to an age and gender-mafched placebo group who will receive identical
capsules filled with maltodextrin.

2. To determine whether PediaLean® will result in a significantly greater reduction of BMI {main

outcome variable) in those preteen children, compared to an age and gender-matched control
group receiving a placebo.

3. To determing the effect of Pedial.ean” on the following secondary outcome variables:
a. Body composition
b. Waist and hip circumference
29
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. Nutritional intake

. Fasting blood lipid leve!
Fasting blood insulin and glucose ievels
. Compliance to Pedialean®

Principal Investigator: Chevrean, Nathalie

a™mepaon

Hypothesis.

Children receiving Pedial ean® will have 2 significantly greater reduction in BMI, waist and hip
circumigrence, significantly greater improvement in body composition, fasting blood fipids, insulin
and glucose levels, increased satiety, appropriate nutritional intake, and significantly higher
compliance to the treatment when compared to a control group of age and gender matched
children receiving a placebo.

in Phase Ii, we pian fo extend the duration of the trial to one year and measure the above variables
plus growth velocity, blood vitamins, and minerals status. We will involve another site with a large
African-American and Hispanic population so that minorities with a high incidence of obesity are well
represented in the study sample. We will also run a preliminary 4-month trial on young adolescents
{11-14 years oid}.

B. Background and Significance

B1. Prevalence of Obesity

The recently released NHANES {1993.2000) resulls showed that a large percent of the populalion
(adult or children) is overweight wilh a significant increase in the very overweight children. As many
as 15% of chiidren between ages 6 and 19 are overweight, nationwide®, with an age-adjustad BMI
greater than the 95"%ile. This represents a 4% increase from the overweight estimates of 11%
obtained from NHANES 1} (1988-94)%7. Another 22% of children are at risk far overweight (age-
adjusted BM! between the 85™%ile and the 95"%ile)®. The reasons are multifactorial, but clearly, as
Dr. James Hill put it at a conference of the American Dietetic Association (Qctober 21, 2002) the
increased prevalence is the result of a “successful” environment that supplies plenty of cheap foods,
and in which lechnology contributes toward making aduits and children more sedentary-—whether at
work, school, home, or participaling in popular entertainment. The increase is even more alarming in
minority groups, with & prevalence of 21.5% among African-Americans, 21.8% among Hispanics and
12.3% among non-Hispanic Caucasians in 1998. tn Utah, data coliecied in 1993 by the Health
Department showed a large population of overweight adults and children matching the national trend
at that time, and we have no reason to believe that this trend has changed today. Based on the 2000
census, this would translate into about 45,000 children being overweight in the greater Salt Lake City
area (Salt Lake, Utah, and Davis counties), which would provide an ampie number of subjscts to be
recruited for the study. A local obesity treatment center at the Primary Children’s Medical Center
reports seeing about 90 families per maonth, 50% of them are Hispanics. Despite the make up of Utah
population (89% Caucasian, 9% Hispanics, and the balance of Native Indians, Pacific Islanders,
Asian’s and African Americans), this implies that we will be eble to recruit an ethnically diverse
sample.
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B2_interventions for Qverweight Children

Research shows that family environments and parenting practices might significantly contribute to
childhood obesity>'®. Parents provide an overall food environment for their children's early eating
experiences, Family ealing environments include parents’ own eating behaviors and child-feeding
practices. Parents who are overweight, who have problems controliing their own food intake, or who
have concerns about their child's risk for overweight may adopt controlling child-feeding practices'*'2
The combination of these control attempts with genefic predisposition may promote the development
of the types of eating habits that result in an overweight child. By the time the child has reached
adolescence, the excess weight may be so great that it demands tremendous effort to adopt a
heatthier lifestyle. Many experts believe that the sooner the intervention occurs, the greater the
fikelihood of success.

Successful interventions for overweight children have targeted the entire family. They have been
based on the Social Cognitive Theory, which inciudes changes in behavior, diet and physical
activity'™*, Dr. Epstein and his coliaborators showed that encouraging the parents and their obese
children to consume mare foods with a higher nutrient density (i.e., fruits and vegetables) and/for less
of the energy-dense ones (i.e., fats) yielded significant weight loss in both parents and children
without a significant increase in the cost of the diet™ . Dr. Sothem and collabcrators have used a
family-based, multi—disciplinary aﬂpmach in outpatient clinical settings and have reported similar
weight-loss results in children’"'®*%22! Based on their experience, Dr. Sothem and collaborators
have written the book Trim Kids ™% that providss the framework for a family home-based program.
The book describes education on diet and nutrition, exercise, behavioral changes, motivational
exercises along with a complete set of processes and forms to aliow a child and his/her family to
foliow the program at home and for clinicians to follow their progress. It is a 12-week plan that we will
extend to 16 that requires parents to read a section every week, follow the prescribed exercise
routine, utilize the psychological tips, menu/meal plans, and recipes. This will be the ideal companion
to the testing of the fiber-based Pedial.ean® formuia. The Trim Kids™ program will minimize the
variations across families and across treatment groups. Dr. Sothern will serve as a consultant on this
study and will train Basic Research, LLC staff on the Trim Kids™ program.

B3. Fiber as a Weight-Loss Agent

The use of fiber as a weight-loss agent in adults is known to be effective as an adjunct to weight
loss/energy controlled programs. Subjects on fiber supplemented diets expenienced greater weight
loss than placebo controlled groups in double-biind studies™?*%. Soluble fibers also are known to
help to improve the blood lipids profile . However, none of the typical fibers (psyliium, oat bran, guar,
etc.) is specifically recommended for children.

In Japan, fibers extracted from the tuber Proteinophalius Rivieri or Konjac root have been used as
thickening agents and additives in foods for hundreds of years. The technique to extract and purify
the fibers has improved over the years to yield purer and smaller fiber particles. Pedialean®is a
highly micronized, unique fiber, unliike common, ordinary konjac or glucommanan compounds. In
1992, a 4-month clinical trial involving 53 obese Italian children was conducted to test the
effectiveness and efficacy of this fiber in decreasing weight and improving fipid profiles?’. Among the
23 children in the treatment group, those between 6 to 10 years were given two 500 mg capsules
twice a day 30 to 60 minutes before the 2 main meals and children aged 11 to 16 received 1.5 gram
dose (3 capsules), also twice a day. They were matched with controls who received a placebo. All
participants followed the same diet and physical activity recommendations. The children in the
treatment group lost up to 20% of their excess weight, which corresponded to a decrease of abouf 1
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BM! unit. Their lipid profile (total cholesterol, triglycerides, HDL, LDL) clearly improved and few side
~Jects {such as gas) were reported. The children reported a decrease in appetite and increase in
Latiety. The formation of a high-viscosily, gelatinous soft mass in the stomach after the capsule has
disintegrated is speculated to slow gastric emptying, heip contral the postparandial glycemic
responss, improve the lipid profile and increase stool sofiness. This formula, when tested over a
continuous period of 4 months, did not show any decrease of absorplion of minerals. PediaLean®
uses the identical micronized fiber as in the ltalian study. This proposed grant should render the
results gamered in the ltalian study. In addition, this grant proposal specifically will include & very
large proportion of minority subjects.

The micronized fiber has the unique capability of expanding up to 200 times its original volume after
30 to 60 minutes when mixed in water, and yields a soft gelatinous mass that helps children feel fuller
faster and longer after consuming the fiber. The effect extends over a period of a few hours. The
slight delay in gelling in @ soft mass is of benefit for children who cannot swallow capsules. The
capsules may be opened and the content placed in a tablespoon of applesauce or yogurt and taken
orally followed by a glass of water to gst the full effect. The micronized fiber is a bland white powder
with no taste and no grittiness.

The safety of the mode of delivery of Pedial.ean packaged in gelatin capsuiles has been tested in our
laboratory. When placed either in an aqueous (tap water), acidic, or atkaline solution under constant
agitation, the capsules filled with Pedial.ean softened but retained their full integnity (oniginal shape
and volume) for al least 15 minutes before they started to wrinkle and disintegrate. Following the
disintegration of the capsule, its content slowly swelled fo form & soft, gelatinous mass. The fact that
the capsules retained their original volume in ali of the mediums is crucial to prove that the capsules,
“f temporarily lodged in a child’s throat, will not cause choking by sudden expansion should the child
continue drinking water or other luid. The capsules are the preferred mode of defivery compared to
the hard compacited Konjac fiber tablets of the past, which were associated with choking and death™.
The hard tablets contained fillers and accelerated expansion excipients that caused the tablefs to
instantly burst upon contact with water when being swalfowed and to yield a hard, expanded mass
that caused choking.

B4, Prescription medications for the treatment of childhood obesity

There are NO drugs that currently are approved by FDA for treatment of obssity in children. There are
only two FDA-approved drugs for treatment of obesity in adults: Orlistat™ {trade name Xenical), which
works by reducing the ability of the gut to absorb dietary fat, and Sibutremine™® (trade name Meridia),
which is an appetite suppressant and works by increasing the amount of certain brain chemicals
affecting mood and appetite. They have been approved for longer-term uss in significantly obese
adults. However, because FDA regulations do not restrict a doctor's ability to prescribe medications to
children in different doses than those approved for adults and/or for different lengths of time, some
morbidly obese adolescents have been treated with these drugs. Another drug called Metformin
(trade name Glucophags), the original purpose of which was to help treat Type 2 diabetes, has been
used {0 treat children’s obesily. Metformin lowers blood sugar by influencing the liver, and helps lower
blood lipids (Uriglycerides and cholesterol). Metformin aiso has been shown to decrease appetite and
lead to a small amount of weight loss at the start of treatment®’.

The above drugs have been used in some adolescents, although not in preteens. This is why it is so
important to demonstrate in this Phase | trial the efficacy and effectiveness of this highly, micronized
fiber formula supplement in preteens—so that an early treatment option exists for that popuiation.
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Using the Trim Kids™ home-based program for all children will add rigor to the testing of the
micronized fiber formula.

C. Preliminary Studies and Expertise of the investigative Team

Dr. Nathalie Chevreau will be the Principal Investigator of this study. She received a Ph.D in
chemistry from the University of Bordeaux in France in 1982 and a Masters in Foods and Nutrition
from the University of Utah in 1993. She is fluent in French, reads and is conversant in Spanish. She
served as the nulritionist in the Salt Lake City site of the Phase [H diinical trial for Sibutramine as a
weight loss agent in adults in 1992-1993. At Basic Research where she is currently the Nutrition
Research Director, she has been the driving force behind the development of the
www.weightiossforchildren.com Website for Kiein-Becker usa, LLC, for which Basic Research
provides marketing, sales and fuffiliment services. Dr. Chevreau recruited experts in childhood
obesity from around the United States to serve as experienced advisory board members for the site.
She continupusly interacts with them to keep the site current and resourceful to the parents. She was
a driving force in bringing the micronized fiber formula (Pedial.ean®) to the US where it is sold in GNC
stores, on the www.Pedial ean com and www weightiossforchildren.com Websites. Some parents
have purchasad the formuia for their children and a few have volunteered success stories via the site
message board. A compilation of the 15 testimonials {that can be read on the site) is presented in
Table 1.

Table 1:
Posting Date Parent’s report
March 11, 2002 Daughter lost § pourkis in 3 weeks
March 30, 2002 Son Jost & pounds in 2 weeks
April 8, 2002 Daughter lost 13 pounds in 3 months _
Aptil B, 2002 12-year-old lost 10 pounds from 219 to 20Bpounds
| April 18, 2002 Daughter lost 14 pounds in 2 months
| April 29, 2002 Son lost 10 pounds
Apni 28, 2002 1-year-old son lost 5 pounds in one month
April 29, 2002 Son lost 10 pounds
May 24, 2002 Daughter went from a size 22 10 a 14/16 between Februrary and May
June 27, 2002 11-year-old daughter lost 16 pounds
July 29, 2002 18-yaar-old daughter lost 10 pounds =
July 31, 2002 Son lost 15 pounds
July 31, 2002 Daughter lost 15 pounds
Sept 1, 2002 Daugltter lost 28 pounds in 7 months
Oct 18, 2002 15-year-old son iost 15 pounds in 5 months

Three testimonials were directly sent to the experts. They included an 8-year-old boy who lost 4-1/2
pounds in the first week, a boy who lost 6 pounds in 2 weeks and a 12-year-old girf who lost 11
pounds in one month, Most parents stated that their children have experienced a decrease of appetite
and eat less as a result. Parents report that their children are thrilled with the weight 10ss and are
being more physically active. No side effects have been reported. Additional anecdotal reporis come
from Rebscca Murray, pediatric nurse practitioner and Certified Diabetes Educator in a Connecticut
middie school with mostly low-income students. During the school year 2002-2003, she ireated seven
overweight girls, age 13-14, who were gaining an average of 1 pound a week and were at high risk
for diabetes. In the last 4 months she treated the girls with 3 capsules of Pedial.ean® 40 minutes prior
to lunch and gave them a modified lunch. The schoo! lunch the girls had typically consumed was a
high fat, 800-calorie lunch. She reported “because of Pedialean, the girls did not coms to the
cafeteria ravenous and were satisfied with a 450 calories lunch consisting of a large salad with 3 oz of
33
PL003244



290

CONFIDENTIAL
PROPRIETARY

FORMATION o . )
N Principal Investigator: Chevreau, Nathalie

tuna”. Those girls have experienced a 1 1o 2 pounds weight loss per week rather than their weekly
weight gain; “the girls are thrilled to be losing weight” At the end of the school year, one of the girls
had lost 30 pounds. When the school year resumes at the end of the summer, the Nurse Pract(tfoner
intends to prescribe an evening dose of Pedial_ean® to the girls to help prevent over consumption
during their large family dinners to further their weight loss.

Outside of Basic Research, LLC, Dr. Chevreau maintains a private clinical practice where she
counsels overweight women and cancer patients. in 1993, Dr. Chevreau, as the Pl, was awarded a6
month SBIR Phase 1 grant to study protective effects of protein on chemotherapy. She is currently an
adjunct faculty member for the Foods and Nutrition Division at the University of Utah where she guest
lectures to graduate students on weight management. She will sponsor and mentor a graduate
student who will be involved in the study as part of her master's thesis project. During the proposed
study, she will also draw on the expertise of Dr. Melinda Sothem, Dr. Myles Faith, and Dr. Michael
Goran.

Debbie Sandf, PNF, will be medical consuitant to this project. She will perform ali medical and
physical exams al each visit (including at screening) to ensure safety of the formula, and monitor
growth, and monitor health status of the subjects during the study. She will prescribe and review the
lab tests to be run for the study. Debbie has worked in a pedialric sefting for over twenty years and is
highly skilled to examine, assess, and monitor the children. She was the nurse coordinator for 3 years
at the Pediatric Gastroenterology and Nutrition Clinic at Primary Children’s Medical Center working
with Dr. Daniel Jackson who is specialized in nutrition and in liver transplants. She cumently is
working in the department of pediatric nephrology at the University of Utah Medical Center. She will
be on sife 2 fo 3 days a week to examine the subjects. She also will be available around the clock, by
pager, should an adverse event arise and will be in contact with the DSMB when needed.

Ms. Shala Wes! will be Dr. Chevreau's research assistant and wilt act as the study coordinator. She
completed her Masters in Foods and Nutrition at the University of Utah in December 2002. Her
Master's project consisted of coordinating a 3-month study involving 32 overweight children from age
5 and 12 with BM! over the 95™%ile. The study’s goai was to determine the feasibility of a Low
Glycemic index diet taught by pediatricians in the department of Pediatrics at the University of Utah
Medical Center. She understands how to set up a study, maintain confidentiality, counse! parents and
children, and manage data. in addition, she has been employed by IHC's Primary Children's Medical
Center for 4 years as a Diet Technician. She is responsibie for the calorie counts for chiidren of all
ages throughout the hospital and for doing the skin fold measurements. She also performs all initial
nutrition screening for newly admitted patients, following up with the patients who are of a high
nutrition risk. Shala performs various data enlry for calorie counting, medical nutrition therapy
charging, and TPN orders. She will join Basic Research, LLC at the end of 2003 to work on the
www.weightiossforchildren.com Website.

Tiffany Strobel, a certified pediatric and adult exsrcise trainer will instruct each subject and his or her
family on exeggisa She will teach and demonstrate the proper techniques of the exercise described in
the Trim Kids ™ book and provide support to the parsnts and the subjects. She has been writing all the
exercise-related sections for both www.myfreediet.com and www. weightiossforchildren.com sites for
the last 3 years, inciuding topics on motivation, reinforcement, and creating success. She reguiarly
interacts with Dr. Melinda Sothern, our Advisory Board member, to bring current and valid information
fo the site. She is a former competitor in the bodybuilding arena.

Dr. Daniel Mowrey, Director of Scientific Affairs at Basic Research, has a Ph.D in Experimental
Psychology with an emphasis in psychopharmacology. He initially will teach the principles of behavior
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modfication as described in the Trim Kids™ book to the subjects and families. He will mest with each
family at mid-study to review progress and discuss success and batties. His work has included the
development of behavioral modification programs for counselors, host families, and teenagers in
foster homes in the State of Washington. He also contributes to the content of both

www myfreediet.com and the www.weightiogsforchildren.com Website, as a behaviorist.

Dr. Melinda Sothem will be a consultant to this project. She will come to Salt L.ake City at the
beginning of the study to train the staff on the Trim Kids™ program. A Spanish version of her book
currently is being completed. She will orient the research staff on the program and the forms that the
parents and children need to fill out at home and bring to the coordinator at thelr visits. A
complimentary copy of the baok will be given {0 the parents of both groups at the beginning of the
study. Dr. Sothem will be available to the staff for phone consultation as the study progresses.

Dr. Myles Faith will be a consultant on this project. He will come to Salt Lake city at the beginning of
the study to help train the staff on teaching and implementing behavioral changes. He also will train
the staff on the use of the satiety scale that he has developed and validated™?'. He also will be
available for phone consultation to the staff as the study progresses.

Dr. Michael Goran will be a consuitant on this project. He has advised the Pl on the study’s
experimental design and outcome measures based on his experience on clinical studies involving
children. He will advise on detta analysis and interpretation, and will assist in writing the technical
paper for publication.

Dr. Julia Steinberger, one of the advisors on the www.weightiossforchidren.com Web site will lead the
Data Safety Monitoring Board (DSMB). She is a pediatric cardiclogist in the Division of Cardiology at
the University of Minnesota. Her research focuses on identifying risk factors for heart disease and
diabetes in children and young aduits. She and two local practitioners (one psdiatnc
gastroenterologist and & general pediatrician) will review all toxicity data at the end of the 8-week
safely study and throughout the trial. Any of them will have the authonity to stop the study at any time
should they find the safety of the children is in question.

Dr. Daniel Jackson, pediatric gastroenterologist will be part of the DSMB. He is the director of the
Nutrition Clinic at Primary Children’s Medical Center. He sees many overweight children in his
praclice and has expressed an interest in our study.

D, Research Design and Methods:

We will conduct a double blind, prospective trial involving 80 prepubertal, overweight children from 7
to 10 years of age to be randomized into 2 groups (one treatment and one control). The treatment
group will receive the oral micronized fiber formula in the form of 2 capsules of 500 mg each to be
taken twice a day for a total of 2 grams of micronized fiber per day. The placebo control group will get
identical capsules filled with maltodexirin. Each 2-capsule dose will be taken 60 minutes before lunch
and dinner. The capsules will be swallowed whole with an 8-0z. glass of water. Subjects who have
difficulty swallowing capsuies will be advised 1o open the capsules, pour the content on a spoonful of
yogurt or applesatce and consume it immediately. They will drink 8 oz of water right aRer having
swallowed the spoonful. The study will last 16 weeks. Duning the first B weeks, a safety evaiuation of
the formula will be conducted with a subgroup of subjects as described belaw in the Safety Evaluation
section.
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Behavioral treatment is currently seen as the treatment of choice for childhood obesity. Therelore,
~ather than merely giving a placebo to the controi group and Pedial.ean to the ireatment group, we
il provide to both groups @ behavioral intervention as described in the Trim Kids ™ book. By offering
an intervention to the control group, we hope to decrease the probability of attrition. _lf the controt -
group were to receive only a placebo and no other intervention, we are almost certain that the aftrition
from that group wouid make it more difficult to establish the validity of the study.

Randomization process, Sample Estimation and Power analysis:

Eligible subjects will be randomly assigned to the treatment or placebo contro! group. Uniform, fixed
randornization (P = 0.50) will be used with all enrolled subjects and parents consisting of single
stratum, enroliment blocks of 4 subjects, and random numbers for biocked assignment generated
using the Excel XP pseudo-random number generator™.

Qur main study outcomne variable is body mass index. In the ltalian study cited in the introduction and
background, there was a reduction of 20% of the excess weight that may be translated into a
reduction of one BM| unit in the treated group of children betwsen ages 6 and 18. Qur goal is fo
demonstrate a similar or greater effect in the reduction of BM| in our prepubertal sample. Based on
growth charts for that age group and assuming that the subjects will gain no more than one vertical
inch during our 4 month trial (children of that age gain about 2 vertical inches per year), we are
extrapolating that the children on Pedialean coulg lose between 5 to 10 pounds above and beyond
what the placebo group will lose on the Trim Kids ™~ Program). A semple size of 29 in each group will
have 80 percent power to detect a moderate effect size of 0.667 (a reduction in 1 BMI unit assuming
a standard deviation of 1.50) using a two-group t-test with a 0.050 one-sided significance levs.
Assuming a 30% attrition rate, we plan to enroll 40 subjects per group to compensate for the
dropouts.

Methods

1. Safety Evaluation:

A data safely monitoring plan has been developed for this study and is described in details in section
E (Protection of Human Subjects). As part of the plan, a Data Safety Monitoring Board {DSMB} will be
selected prior to study initiation. it will consist of 3 outside independent pediatic experts (Dr.
Steinberger, Dr. Jackson, and a pediatrician). This Board will be charged with the evaluation of
interim data, as described below. ! will conduct a thorough foxicity review on a 2-month basis. The
Board will be informed of all adverse events in a timely manner (see below). It will have the power to
place the study on hold, le%uire stat safety amendments, and ask for medical intervention when
needed, should Pedial.ean® or the placebo have significant adverse effects.

The study will begin with énroliment and blinded randomization of 12 patients from 7 to 10 years of
age to one of the two groups (6 in the Pedial.ean® treatment and 6 in the placebo contro! groups). At
each visit the PNP will monitor the subjects for toxicity using the NCI toxicily criteria. She will fill the
pertinent celfs of the Gastrointestine! and Pain sections of the NCI foxicity document™ and the results
will be compiled in a data toxicily report by the coordinator for each patient. After the 12 patients have
been enrolled and have completed 8 weeks of participation, further enroliment will be temporarily put
on hold for 2 weeks. Copy of the data toxicity report will be sent to the DSMB for interim analysis.
Only if the treatment is considered reasonably safe by the DSMB will additional patients be permitted
to enroll.

Even if the treatment is deemed safe with the initial subgroup of patients, toxicity evaluation will

conlinue for all subjects throughout the study. Every 2 months, the study coordinator will compile the
toxicity report of all subjects so the Pi may submit it 1o the DSMB. The DSMB will evaluate this report
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and respond to the Pi within 30 days. The PNP or the coordinalor immediately will report any adverse
event graded 2 or greater to the P, who wifl inform the DSMB. The DSMB will have the power to
place the study on hold or take other appropriate measures to ensure the safely of the participating
children.

2. Subject Recruitment and Eligibility:

Participants will be recruited via advertisements placed in pediatricians’ offices, family practices, and
clinics serving minorities around tha Salt Lake valley. Our goal is to enroll 80 overweight children
(50% girls, 50% boys, 60% of them from an ethnic minonty [principally Hispanics] and 40%
Caucasians). The child and one parent will be phone-screened by the coordinator. After they pass the
phone screen, the child accompanied by one parent will be invited to our facilities and meet with
Shata West and with Dr. Nathalie Chevreau. Families who live 25 miles or more {one way) from the
Center will be reimbursed for the exact mileage at 35 cents per mile.

Ms. West will lead the orientation procedure and prepare the families for the screening session. The
orientation will consist of a brief description of the study, its importance and risk factors. Parent and
subject will complete a medical history and a physical activity questionnaire. This will be foilowed by a
screening procedure where the child will undergo a physical examination and be interviewed by
Debbie Sandt (PNP) to determine eligibility. if eligible, the parent(s) and subject then will participate in
the IRB approved consent procedures. Al the conclusion of the testing, the parents will be given a
$15.00 testing incentive payment. The schedule confirming the first day of intervention class and the
next testing visit will be distributed (o the parents. They also will be given the phone number of the
study coordinator should they experience any problems or have any questions. The study coordinator
will perform a follow-up call to the parents to answer any questions and remind thern of the next visit
{Visit 1 ~ bassline). The subject will be randomized to be either in the treatment group (PediaLean®)
or the control group (placebo).

a. Screening Visit (approximately 1-1/2 hours):

» Orientation, screening and consent procedures (approximately 30 minutes)

« Family and subject medical history and physical activity questionnaire (approximately 15
minutes)

* Measurement of weight, height, for body mass index (BMI) calculation (approximately 5
minutes)

» Measurement of waist and hip circumference (approximately 5 minutes)

s Physical (Approximately 20 minutes})

+ Tanner maturation seif assessment {(approximately 15 minutes)

Inclusion criteria:

« Subjects must be prepubertal (Tanner score less than 3) and between 7 and 10 years with
a BMI greater than the 85™%ile for age and gender.

* Only one child per family may bs included.

» Subjects of any ethnicity may be included. However, parent and child must be able to
communicate in English, Spanish or French.

* Subjects’ parent must have a home or work phone number.

Exclusion criteria;

Based on the medical and family history guestionnaire, children who had a low birth weight
(<2.5 kg) or from mothers who had gestational diabetes will be excluded. Subjects with
evidence or history of imegular heart beat; heart palpitation or syncope, liver disease, viral
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disease, lung disease, or nervous system disease will be excluded. Individuals currently taking
medications including diurelics, steraids, or other drugs that stimulate the adrenal gland aiso
will be excluded. Individuals with significant emotional problems or who cumrently are taking
medication for clinical depression or other diagnosed psychological conditions will not be
eligible for this study.

3. Intervention:

After the subjects have been determined to be eligible, they will come for a lotal of 6 visits to our
facility over the 4 months period. The variables to be measured or calculated at each visit are
summarized in Table 2:

Table 2:
Variables/Time Week 1 Week 2] Week4 Week 8 Week 12 Week 16
{baseline)

Medical/Physical X X X X X X
evaluation

Toxicity Evaiuation X X X X X X
{Adverse events report)

Weight X

Height {to caiculate BMt X X X X X

and growth over the 4

months)

BMi calcutation X X ‘X X X X
Waist and hip X X X X

circumference

Body compasition by X 1
Bioefectrical impedance X X
Treatrnent compiiance X X X X
Satlety questionnaire X X X X X
Fasting blood Lipids {totai X X
choleslerol, HDL, LDL, TG)
Fasting blood glucose X X
Fasting biood insulin
Food frequancy X X v X
questionnalre
3-day dietary records X X
Physics) activity X X
quastionnaire/ exerdse log
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a. Week 1 visit - baseline {about 2 hours): Subjects and at least one parent will come to
the Center for group education and testing. The families will receive a free Trim Kids™
pook and will attend a two-part orientation on the different aspects of the program.

i. Group orientation Part1:
+ Commitment a 10-minute session on intermnal and external motivators and willingness
{o change.

Nutrition: a 20-minute session on the basic principles of nutrition, food type and portion
size, and building their own menus, Subjects will be instructed on appropriate serving
sizes using plastic food models.

Goal setting and compliance: a 20-minute session action plan, self-monitoring, and log

keeping.

ii. Yesting: Each subject's weight, height, waist circumference and body {at will be
measured, Growth curves will be plotted. The subjects with the help of the family
member wili complete a food frequency questionnaire. For details on the testing
procedures, please refer to section 7 below on Testing and Measurements,

»

iii. Medical Evaluation: Each subject and family will meet the PNP for a medical
evaluation, and a review of growth and potential adverse avents.

iv. Meeting with the study coordinator: The subjects will be given a one-week supply
of the placebo or Pedial.ean capsules based on the study randomization. They wiil
be instructed on how to fill the capsule compliance log. Thgy will be scheduled {o
come back the following week and bring the first Trim Kids ™~ Weekly Checklist, a 3-
day diet-log, the capsule compliance fog and the bottie with any remaining pills.

b. Week 2 visit {90 minutes): One week later, parent and child will come back to our facilities
for part 2 of the orientation of the Trim Kids™ program.

i. Group orientation Part 2;

s Exercise: a 30-minute session on praper techniques on exercises (choosing an
exerciss, resting, stretching, taking heart rate).

« Behavior modifications: 20 minutes on modeling, role-playing, problem solving, limit
setting, habit formation.

ii. Testing: Weight, height, waist and hip circumference will be measured (see section
IV for details on the procedure).

iii. Medical Evaluation: Each subject and family will meet the PNP for & medical
evaluation, review of growth rale, and review of adverse events, if any.
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iv. Mgeting with the study coordinator: Each subject and family member will meet
with the coordinator ardd tum in his or her 3-day food diary and capsule compliance
log. The coordinator will count the capsules left in the bottle and review with them
the procass of paper work and expectations of the study. She will record any side
sffects or adverse reaclions reporied by the parents.

The subjects — with the help of the family member present — will be asked to complete &
food frequency questionnaire, an activity questionnaire, and a satiety scale.

Subjects will be dispensed 2 weeks regimen of capsu!és and will be scheduled to return to
the center in two week's time with their exercise Jog and their weekly checklists.

. Week 4 visit: Subjects’ weight, height, waist and hip circumference will be measured.
Subject and family member wili meet the PNP for @ medical assessment and report any
side effects. They will meet with the exercise specialist to review the exercise log and
discuss success and barriers. Prior to meeting with the coordinator, they will fill in the
satiety scale. The coordinator will review it along with their capsule log and weekly
checklist. Subjects will be asked to fill in a 3-day food record prior to the next visit.

. Week 8 visit: Subjects’ weight, height, waist and hip circumference, and body fat will be
measured. The PNP will examine the subjects and assess growth. Any adverse events
reported by the parents will be documented. Subjects and parents will meet with the
exercise specialist, who will review the exercise log, and with the psychologist, who will
review the Trim Kids™ Checklist. The specialists will identify the areas of success,
perceivad woakness and failure,.and instruct the subject accordingly. The coordinator will
review the subjects’ 3-day food record and the satiety scale. Upon review of the capsule
log, the coordinator will give a small reward in the form of sports equipment to the subjects
who report to be at least 90% compliant with taking the capsule. She will remind them to
bring another activity log for the next visit and dispense another 4 wesks’ worth of
capsules. The subjects will be scheduled to return back in 4 weeks.

. Week 12 visit: Subjects’ weight, height, waist and hip circumference will be measured. The
PNP will examine the subjects, assess growth, and record adverse effects. She will give a
prescription for blood to be drawn so parents can take the subjects to have their fasting
insulin, glucose and lipid profile testing before the Iast visit. Subjects will meet with the
coordinator and review the capsule log, weekly checklist, and satiety scale, Subjects will be
asked to fill in a 3-day food record prior to the next visit,

Week 16 (Final visit): Subjects’ final weight, height, waist and hip circumference, and
body fat will be measured. Subjects will meet with tha coordinator and review the capsule
log, weekly checklist, 3-day food diary and exercise log. Subjects and family will complete
the satiely scale and the food frequency guestionnaire. A small reward in the form of sports
equipment will be given if the subject is at ieast 30% compliant with taking the capsule. if
the parents have not missed a visit, they will be given a $20.00 cash reward. The PNP will
administer an exit physical examination and review the results of the insulin, glucose and
lipid profiles with them.
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4. Nutrition Education and Diet Supervision:
Nathalie Chevre'gu PhD, RD, and Shala West, RD will instruct both groups on nutrition as presented
inthe Trim Kids  book.

Education will continue via feedback on the 3-day dietary record (weeks 8 and 16), and the findings of
the food frequency questionnaire.

Subjects and parents will evaluate the subject’s compliance to the plan by filling out and submitting
the Trim Kids ™~ weekiy Checklist and the 3-day food diaries, at weeks 8 and 16.

5. Exercise Instruction:

Tiffany Strobe! will instruct both groups on physical activities and exercises as describad in the Trim
Kids ™ book. The exercise activities will correspond with the child's physiological condition of obesity
and ability to comprehend, and apply health and fitness information to daily life situations. Exercise
duration and intensity will be tailored to fit the progress that subjecls make during the study. All
subjects will receive examples of the routine to follow at home, and will be instructed on proper use of
the jog form.

Subjects and parents will evaluate compliance to the exercise plan by compieting and submitting the
self-reported activity log forms.

6. Famlly Behavioral Counseling
Shala West, assisted by Dr. Daniel Mowrey, will instruct the family on behavior modifications skills as

described in the Trim Kids™ book. She willteach how to use discussion, modeling, role-playing, and
guided problem solving to achieve desired habits. Topics such as self-monitoring, commitment, fimit
setting, habit formation, goal setting and action plans, decision-making skills, attitudes, and
asserliveness training will be discussed.

7. Testing & Measurements:
Every child will be tested for the outcome variables according to schedule shown in Tabie 2.

s Toxicity Evaluation: Any adverse events reported by the parents or assessed by the PNP
during medical examination will be scored using the NC) toxicity criteria. A toxicity report wili be
recarded for each subject and submitted to the DSMB for evaluation. If the subject drops out of
the study, every effort will be made to contact the family in order to assess whether the
dropping out was due fo adverse events or other reasons (i.e, time constraints, elc.).

+ Measurement of Weight: The subject will be asked to arrive close to the same time for each
visit. A calibrated Health O Meter 402KSL Physician Balance Bearn Scale will be used to
obtain the weight in kilograms of each subject. Subjects wili be weighted without their shoes
and the result will be recorded on the data statistical form.

« Measurement of Height: A calibrated Health O Meter 402KSL stadiometer will be used to
obtain the height in centimeters of each subject. The subject will be measured without their
shoes. Height will be recorded to the nearest tenth of a centimeter (0.1 cm).

» Growth: Growth will be measured as a change in heighf over the 4-month period. Height will
be measured as a function of age and gender. 1t will be plotted on the 2000 COC growth
charts at each visit. The dietitian and the PNF will review the data to ensure that the increase
in height over the 4-month period is appropriate and that height increments are normal for the
subjects’ respective chronological ages.
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BMI calculation: Body Mass Index will be delermined using the following formula: Weight in
kilograms/height in maters?.

Measurement of Waist and Hip Circumference: A measuring tape with metric scale will be
used. Waist: Subject will be undressed or wear light ciothing for this measuremsnt. The
subject will stand erect with abdomen relaxed, arms at sides and feet together. The
measurement will be taken at the narrowest part of the torso, above the level of the navel.

Hips: Subject will stand erect with arms at sides and fest together. The tape will be positioned
at the maximum circumference of the buttacks.

Measurement of body composition by Bioelectrical Impedance: A Tanita TBF-5571 fat
monitor will be used to measure body composition. It uses a simpiified version of BIA that uses
leg-to-leg bivelectrical impedance analysis. The subject will step barefoot on the unit to allow
contact between the footpad electrodes and the bare fest. The footpad sends a safe, low-fevel
electrical signal through the body. A computer software in the microprocessor imbedded in the
unit measures the electrical resistance, and based on the subject's gender, height, weight and
age, determine the body fat percentage. The process will be repeated two additional times.
The average from the 3 measures will be calculated and recorded on the data statistical form.

Treatment Compliance: Compliance will be measured by subtracting the number of capsules
brought back by the subject at a subsequent visit from the number of dispensed capsules at
the precading visit. A ratio of compliance will be calculated.

Satiety: Subject's satisty will be measured using the ordinal silhouette scale developad by Dr.
Myies Faith et al designed to quantify feeling of fullness (satiety) in children at every visit {see
attached pictures on Figure 1.

Figure 1: satiety scale for boys and girls

SELURELL

Lipid Profile Testing: in this Phase 1 trial, the most economical and practical way to have the
subjects' fasting blood lipids fevels measured is to use an outside blood center. Parents will
take the child to any of the designated blood draw centers before the subjects go to school.
Prior to the study, we will have secured agreements with at least 5 centers that will be able to
draw biood samples for the study and we will use Lab Corp fo conduct the analyses. Subjects
will be required to fast for 12 hours prior to the test. 1.8 cc of whole blood will be obtained by
venous punclure, collected in serum separator tubes (conteining 1.5 mg/mi EDTA), centrifuged
immediately to separate celis from serum and refrigeraled for transport. Total cholestarol,
triglycerides, and high density lipoproteins will be measured on a Beckman Synchiron CX5
automated chemistry analyzer and the L.DL cholesterol will be caiculated using the Friedewald
equation,
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¢+ Fasting serum glucose Jevel: Fasting serum giucose lavel will be measured by an enzymatic
method.

« Fasting serum insulin level: Fasting plasma insulin level will be measured by
chemiluminescent immunoassay.

s Nutritional intake
Food intake will be recorded on weekly diaries found in the Trim Kids™ book. Subjects will be
instructed to review the diaries every week with their parents and assess how well they met
their goals. In addition, the children in both groups will be required to bring a 3-day food diary
at weeks 2, 8 and 16 to the coordinator. Calorie, grams of carbohydrates, protein and fat,
number of serving of fruits, vegetables and milk products will be calculated using the Food
Processor software and compared with the diet goal. For each time the subjects bring their
diaries and meet their diet goal, they will earn points that will be converted into lottery tickets
(i.e. the more points they eam, the greater chances of winning). Three participants wilt have a
chance to win $20 at the lottery drawn every 4 weeks (points for activities will be included ~
see below). At weeks 8 and 16, they will fill in a food frequency questionnaire for an additional
measurement of compliance with the week meal plan, at our facility.

» Physical Activity Report
The subjects will record the number of minutes of exercise per day on a self-report exercise
log. Like the food record, the subjects will be required to bring their logs on weeks 4, 8, and 16.
The coordinator will give feadback at those times. Similarly, for each time they bring their
activily log and meet their goal, they will sam points {o be converted into ticke!s and added to
the poal for that week's prize !ottsry;

8. Statistical Analysis;

The coardinator will enter the data into the Microsoft Access XP relational database for data
management. Data analysis will be conducted using STATA 7.0 and SPSS 11.0 and performed by
Dr. Stephen Alder, biostatistician and director of the Research and Statistical Consuiting Service in
the University of Utah Department of Family and Preventive Medicine.

The primary statistical analysis will focus on differences in BMI between treatment and control group
subjects at the conclusion of the trial (week 16). Secondary statistical analyses will focus on
differences in body composition, waist and hip circumference, satiety, nutrient intake, blood kpids,
giucose and insulin level and compliance with the treatment, and longitudina! trend analyses of
outcome variables during the duration of the study. Baseline comparisons between study groups will
be conducted to determine whether meaningful differences exist between subjects assigned to the
treatment and control conditions. Differences observed between the two groups will be assessed for
inclusion as covariates for outcome comparisons. Analyses also will be conducted to determine
whether adjustments are needed in the final analyses due to systematic attrition associated with pre-
randomization measures or group assignment. Assessments of these analiyses will be used to
determine whether the missing values can be considered missing completely at random (MCAR),
missing al random (MAR), or informative. Descriptive statistics will be calculated to characterize the
sample in order to assess generalizability and subject/parent use of freatment or control intervention
rescurces. Fidelity analyses will also be included that compares each subject’s: 1) nutritional plan
with responses 1o the food frequency questionnaire and the 3-day dietary records, and 2) exercise
logs with exercise instruction received.

43
PLO03254



300

CONFIDENTIAL
PROPRIETARY

FORMATION - . .
i Principal Investigator: Chevreau, Nathalie

Two types of statistical analyses will be considered for the primary and secondary analyses. The first
type, a post-intervention analysis of week 16 measurements using independent samples {-tests, does
not account for differences in baseline measures between study groups and assumes that endpoint
differences in the absence of a reatment effect will be zero. The second type, analysis of covariance
{ANCOVA), allows for the accounting of baseline measures when comparing week 16
measurements®. For some variables, multiple measures will be available (e.g., BMI, body
composition etc.). Likelihood-based inferential methods, available {o address iongitudinal analyses
with missing data, will be evaluated for use (using SAS PROC MIXED). Repeated-rmeasures analysis
of variance and methods for frend analyses will be assessed to further analyze the nature of the
difference between groups over the course of the study. All analyses will use an aipha-leve! of 0.05.

All statistical tests will be evaluated to determine if assumptions are sufficiently met. If meaningful
vioiations are observed, attempts will be made either to make adjustments {e.g., transforming
variables) or use altemative slatistical methods more suitable to the data, including non-parametric
tests. The primary analysis will follow an infent-to-tfreat approach, with otiginal group assignment
maintained throughout the analysis regardless of the aclual tréatment received. On-protoco/ anelysas
will also be conducted based on fidelity analysis assessments of compliance and will be considered
as secondary.

E. HUMAN SUBJECTS RESEARCH

PROTECTION OF HUMAN SUBJECTS
The following data and salety plan has been developed for the study and a DSM board is described
in details in the Mathod section on page 37.

>

1. Risks to the Subjects:
a. Human Subjects involvement and characteristics:

Eighty prepubertal children between ages 7 and 10 will be enrolled in the study. They will
all be overweight with a BMI-for-age greater than the 85® percentile. They will be spiit info 2
groups of 40; the treatment group will receive gelatin capsules filled with a micronized fiber
{Pedial.ean) and be instructed fo fake 2 capsules twice a day with at least 8 oz water 60
min before lunch and dinner (for a total of 2 grams of micronized fiber per day). The control
group will receive similar looking capsules filled with Mallodextrin as the placebo. They will
also take 2 capsules twice a day before meals as indicated above, We plan to enroll 50%
boys and 50% girls. Because minonly experiences a higher rate of obesity than Caucasian,
we will aim to enroll between 50% and 60% minorily children. Children who enter the study
will pass the inclusion and exclusion criteria described in the Research and Design Section
{page 38). Participation will be totally voluntary.

b. Sources of Materials:
Data that inciude demographic, medical history, anthropometrics, age, gender, body
compasition, waist and hip measurements, food intakes, adlivity logs will be obtained solely
for the purpose of the study and kept confidential for any purpose other than for the study.
Parent and child confidentiality will be upheld at all tmes. Parent and child will have the
right to withdraw at any time. Parent(s) will be present during all screening and testing
procedures.

John Stillman, director of The investigational Review Board of the University of Utah has
confirmed that his board will review, approve, and monitor the study.
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c. Potential Risks:
Most of the testing and measurements will be non-invasive and not physically demanding.
The intervention includes taking a fiber-based formula orally and receiving nutrition, fitness
education and family counseling. The risk of taking the capsules is minimal, The capsule is
soft and will disintegrate easily in the stomach, releasing the powder. Those subjects who
have difficuity swaliowing pills will be able to open the capsule, pour the contents in a
spoonful of applesauce or yogurt, and drink water afterward. Potential risk, also referred to
as Adverse Events, may include bloating and cramping associated with an increase in fiber
that can be resoived by decreasing or stopping the dose until resolution of the symptoms
and gradually restarting the formula. Other complications that are associated with a typicel
fitness regime may arise. The two blood drawings to measure lipid profiles, insulin and
glucose levels which are minimally invasive, will be done by certified phlebotomists at
selected blood centers.

Principal Investigator: Chevreau, Nathalie

2. Adeguacy of Profection aqainst Risks:
a. Recruitment and informed consent:
Children will be recruited by advertisements in local pediatricians’ offices, and family clinics,
espedially from those that serve the minonty population. We plan to enroll 80 children from
80 families {one child per family) with no exclusion of specific ethnic groups.

After the eligibility criteria have been met (see page 36) and the parent and child choose to
participate, the intervention team will individually meet with each family. An explanation of
all procedures, potential risks, temporary side effects, anticipated benefits, and altemative
methods will be given to both the child and parent(s}. Assurance that all questions have
been answered will be obtained “Names and telephone numbers of the coordinator, the Pi
and the PNP will be given to each study subject for use if future questions arise. Signatures
of both parent and child will be obtained on the consent form. No money or gift will be
offered to the parent as an incentive to enrol! their children.

b. inst Ri
A PNP will be available to monitor any adverse avents that may arise from tesling or intervention
recommendations. She will examine the child at each visit and fill in the toxicity report for that period.
Occurrence and severity of adverse events will be graded according to the NC! Common Terminology
Criteria for Adverse Events version 3.0%. Foliowing the visit, the coordinator will compile the toxicity
Gata for each child. When the first twelve children have completed the first 8 weeks of study, she will
give the toxicity report.to the Pl who will send it to the DSMB. Any adverse event graded 2 or greater
immediately wifl be reported to the DSMB. The DSMB will have the power to place the study on hold
or take other appropriate measures o ensure the safety of the participating children. Enroliment of an
additional 68 subjects will complete our study sample, and toxicily data will be collected at each visit.
Every 2 months, the coordinator will give the compilation of the toxicity data to the Pi who will send it
to the DSMB for review. )

i. ADVERSE EVENTS definitions

An Adverse Event (AE) is any untoward medical occurmence in @ patient or clinical
investigation subject who was administered & pharmaceulical or nutraceutical
product and that does nol necessarily have a causal relationship with this treatment.
An AE can therefore be any unfavorable and unintended sign (including an abnormal
iaboratory finding), symptom, or disease temporally associated with the use of a
investigational product, whether or not related to the investigational product. Signs
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and symptoms related (o lack of efficacy of the product (in this case, subjects’ 8M!
increases more in the Pedialean group than in the placebo) should not be
considered adverse events. Also planned surgical interventions should not be
considered adverse events.

A SERIOUS ADVERSE EVENT (SAE) is any event that suggests a significant
hazard, contraindication, side effect, or precaution, whether or not it is considered fo
be associated with the frial product. An SAE is one that meets any of the following
crtera:
i.1 Results in death.
i.2 Is life-threatening
.3 Requires inpshient hospitalization or prolongation of existing
hospitalization.
i.4 Results in persistent or significant disabilify/incapacity.
i.5 Other important medical events that based upon appropriate medical
Judgment are thought to jeopardize the patient or subject and/or require
medical or surgical intervention fo prevent one of the outcomes defining a
serious adverse event.

AN UNEXPECTED ADVERSE EVENT is any experience not previously reportad for
PediaLean®

ii. Classification of Adverse Events

Severity -

For this study, the severify of an adverse event will be rated according to the
following definitions:

Mild:

» Symptom barely noticeable to subject; does not influence performance or
functioning. Frescription drug not ordinarily needed for relief of symptom but may
be given because of personality of subject.

Moderate:

» Symptom of a sufficient severity to make subfect uncomfortable; performance of
daily activities influenced; subject is able to continue in study; treatment for
symptom may be needed.

Severe:

+ Symplom causes severe discomfort. May be of such severity that subject cannot
continue in study. Seventy may cause cessation of treatment with test product;
treatment for symptomn may be given and/or subject hospitalized.

Relationship fo Study Formula
For this study, the adverse event cause and effect relationship with the study drug will be classified as
follows:
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Definite: When the event. i
« foliows, in a reasonable temporal sequence, the administration of the drug or in which the drug
Jevel has been astablished in body fluids or tissues.
+ foffows a known or expected response pattern of the suspected formula.
« is confirmed by improvement after de-challenge or dosage reduction of the formula.
o reappears after repealed exposure (re-challenge).

Principal Investigator. Chevreau, Nathalie

Probable: When the event.
« follows, in a reasonable temporal sequence, the administration of the formula.
»  follows a known or expected response pattern of the suspected formula.
s s confirmed by improvement afler de-challenge or dosage reduction of the formula.
o cannot be reasonably explained by the known characternistics of the patient's clinical state.
« no re-challenge test or laboratory confirmation is available.

Possible: When the event:
» follows, in a reasonable temporal sequence, the administration of the formula.
« foliows a known or expected response pattern of the suspected formula but could have been
easily produced by a number of other eliologies.

Unlikely: When there is no reasonable temporal association between the study drug and the
suspected adverse event. The event could have been related to the patient's clinical state or
concomitant treatment(s).

Not related: When sufficient information eists fo indicate that the etiology is unrelated fo the studly
formula !

Unknown or ble: When ¢ lity is not assessable, e.g., because of insufficient
evidence, confiicting data, or poor documentation.

iii. Reporting Adverse Events

All AEs, irrespective of the relatedness to the study formula, reported in interviews or found by
medical examination will be recorded on the toxicily report. The coordinator will submit the report to
the PI. The P! will be responsible for ensuring that all information concerning AEs is reported to the
DSMB and the IRB.

iv. Reporfing Serious Adverse Events

Parents must report immediately any SAEs occurring within 7 days post study fo the Ff and the
DSMB. The Pi or study coordinator will call as well as fax the foxicity report to the DSMB within 24
hours of observation or notification of an SAE (phone and fax numbers will be determined at the
beginning of the study). The IRB will also be notified of any serious adverse event which is
unexpected and at least possibly related to the study formula according lo the policies of the
respective institution's IRB.

The DSMB will review all incoming toxicity reports for accuracy and completeness and will decide
whether to place the study on hoid. SAEs will be reported to the FDA by the DSMB.

v. Follow-Up Period for Serious Adverse Events and Non-Ssrious Adverse Events
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Follow-ups of all SAEs will be done until the outcome is resolved, or, in the PNP’s opinion, a stable
conditior: is reached, or until the patient is unavailable for follow-up.

Based on the medical judgment of the PNP, all non-serious AEs (including any apnormal laboratory
values identified as AEs by the PNP} will be followed up to 4 weeks after the patient compietes the
study. All non-resolved, non-serious AEs beyond such Cate will be recorded as "ongoing” without
further follow-up.

vi. Interim Analyses

In this study inferim analyses of data oblained from the first 12 randomized patients for safety will be
evaluated. The interim analyses wilf be performed as soon as possible after the 12 patient has
compieted 8 weeks of the study. However, approval for continuation of the study by the DSMB will be
given not earfier than 15 days after the 12" patient has completed the 8 weeks of the study, because
serious agverse events occurnng within 15 days post study formula administration should be
considered for the decision of the DSMB. For statistical issues and methods refer fo foliowing
sections.

For the interim analysis of the data from this double-blind treatment arm only the stalistician
performing the analysis and the DSMB will be unblinded. All other members of the study team will
remain blinded until final anslysis.

vii. Safety Analysis

Descriptive statistics (and 95% Conﬁdencg Intervals} will be provided for the incidence of adverse
events. In addition, all adverse events will be listed. The laboratory data will be analyzed and
described as follows: Iisting, counting of values out of the reference value range, counting of marked
abnormalities. "Shift tabies” will be used to evaluate categorical changes in clinical jaboratory
pararneters by examining the proportion of pafients whose test values are outside the specific ranges
at their final visit or changed at the final assessment. Summary value will be generated for
quantitative vanables and observed abnormalities will be documented.

3. Poteptial Benefits of the Proposed Research to the Subjects and Others

Participation in this research will benefit the parents and the subjects by providing information on the
subject's health status and disease risk related to obesity. Children (with their parents) will be enrolled
in a non-invasive treatment program at no cost. Parents will be able to use the knowledge and
strategies with other members of the family. Weight loss of already overweight children in that age
group will bensfit these children by decreasing the likelihood of disbetes or any other complications
related to obesity and decreasing the teasing and chastising that oflen occurs in schools and public
places.

4. {mportance of the knowledge fo be gained

Children in the United States probably are the heaviest on the planet and the need for a safe,
pharmacologic, treatment is needed especially for youngsters. This research will demonstrate efficacy
of a fiber-based formula in polentisting the decrease in BMI achieved with behavioral treatment alone.
Regardiess of whether weight loss occurs (Subjects who maintain weight while growing in stalure will
see their BMI decreased), this fiber-based formula will, without doubt, help improve lipid profiles and
blood glucose control while having a very low probability of minimal side effects.
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INCLUSION OF WOMEN

We intend to enroll 50% boys and 50% giris in all ethnic groups. There is a higher degree of
overweight children among minority children, but the proportion between the 2 genders is relatively
the same. An obesity study of 7208 chiidren from 5 to 17 years old in Texas by Parker et al
(International J. of Obesity, March 2001) showed 23% of Mexican females, age 6-11 werg overweight
(BMI > 95™%iie) as well as 26% of Mexican boys of same age. Therefore a 50/50 spiit is appropriate
for this study.

INGLUSION OF MINORITIES

Hased on the National Longitudinal Survey of Youth conducted from 1096 to 1998 on 8270 children
(ages 4 to 12 years old), overweight prevalence (BM| greater than 95%%ile) was 21.5% among
African Americans, 21.8% among Hispanics, and 12.3% among non-Hispanic Caucasians (Strauss et
al., JAMA 2001). This shows that there is roughly twice the occurrence of obesity in Hispanic children
than non-Hispanic Caucasians. We wouid like to enroll subjects close to this rafio, or between 45 io
55 Hispanic or black American children and 30 fo 35 Caucasians.

INCLUSION OF CHILDREN

This study targels overweight children. We are including prepubertal children from ages 7 to 10 fo
avoid the variability of weight associated with puberty and to treat the child before any weight
increase linked to maturation occurs.

DATA AND SAF! MONITORING PLAN

The data and safety plan has been described in detail under the heading *Profection of Human
Subjects”. Please refer to pages 450 49. In summary, the plan includes a Data Safety Monitoring
Board comprised of 3 pediatric experts who will review all toxicity reports submitied by the Pfon an
ongaing basis. A PNP will conduct all medical examinations and assess whether the subjects
experience any adverse evenls due fo the treatment or other reasons. Tha DSMB will have the
authority to stop the study if the safety of the children is in question, and may request amendments to
the protocol and/or request medical treatment for the chidren. The team will foliow the plan
thoroughly to ensure the well being of the children at all times.

F. Vertebrafe Animals; N/A
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CHEVREAUN R43HD045087-01
INCLUSION OF MINORITIES PLAN UNACCEPTABLE
PROTECTION OF HUMAN SUBJECTS UNACCEPTABLE

RESUME AND SUMMARY OF DISCUSSION: The Phase | SBIR application is from a team of
experienced investigators. This study proposes a 4-month double blind, randomized prospective trial of
104 pre-pubertal, overweight children between the ages of 7-10 years who will be randomized into 2
groups, one treatment (receiving Pedialean) and one controf. Other strengths include potential for an
early treatment of childhood obesity; and the innovation in usage of micronized fiber in children as a
weight loss agent. These issues and the identified weaknesses of the clinical trial were the focus of
discussion at the study section meeting. Major weaknesses identified are all in respect to the
experimental design of the clinical trial. There is a general lack of quantitative criteria to measure
success. in addition, there is lack of sufficient pediatric medical expertise to monitor safety and efficacy
in this trial. Further, it is proposed that the laboratory work wilt be carried out in five different sites and
the study section is of the opinion that this may lead fo errors. These issues and the lack of data safety
monitoring plans for the randomized trial and the lack of attention to higher degree of prevalence of
overweight in minority children have weakened the application.

DESCRIPTION (provided by applicant): The objective of this research is to demonstrate the efficacy
and effectiveness of the first and only weight loss agent for preteens in the United States paving the
way for its widespread marketing and distribution. This would serve as an early treatment and/or
prevention of childhood obesity that is critical in preventing related complications and in stemming the
tide of pediatric obesity in the US.

The experimental compound (Pedialean™) is a highly purified, micronized fiber extract from a
Japanese tuber. We will conduct a rigorously controlled, double-blind, randomized, 4-month trial in
overweight 7-10 year old children. The major outcomes to be assessed in this intervention will include
body mass index (BM), body fat, hunger/satiety and lipid profile. One hundred and four prepubertal,
overweight children will be randomized into 2 groups (one treatment and one control). The treatment
group will receive the oral micronized fiber as 2-500 mg capsules taken twice a day (2 grams of fiber
per day) 60 minutes before meals. The placebo group will get maltodextrin-filled capsules. Both
treatment and control children will follow the Trim Kids TM program, shown to be an effective family-
based weight loss management too! based on the Social Cognitive Theory (S8CT). This will minimize or
eliminate family differences and allow better detection of the effect of Pedialean™, Differences between
treatment and controf groups at the conclusion of the trial (week 16) will be measured by independent
sample t-tests. Analysis of covariance (ANCOVA) will allow for the accounting of difference in baseline
measures when comparing week 16 measurements. Repeated-measures analysis of variance methods
will be used to further analyze differences between groups over the course of the study.

CRITIQUE 1:

SIGNIFICANCE: This proposal addresses the need for a safe and efficacious approach to treating
pediatric obesity. The proposal provides a background regarding the development of Pedialean, which
is a micronized fiber capsule derived from Japanese konjac root - a traditional as a thickening agent.
The advantages of this product over other fiber sources and medications are carefully described but
most statements do not included citations from the scientific literature as evidence.

APPROACH: The aims and hypotheses to be tested appear to be logical, but more issues may need to
be addressed. Case reports and testimonial are included as preliminary evidence of the acceptability
and potential efficacy of using Pedialean in the treatment of severely overweight chiidren, but these
data do not address issues such as those who do not do well or problems encountered. Pedialean is
produced commercially by a Japanese company, and Dr. Chevreau was instrumental gefingitie=nmiaL
PLO03084 PROPRIETARY
Produced to the Committee INFORMATION

on Energy and Commerce
06/30/03



310

ZRG1 888-T (10) 3 1 R43 HD045097-01
CHEVREAU, N

General Nutrition Centers as the American distributor, The product can currently be purchased in the
United States from a website.

The study design is simple and will determine if the addition of Pedialean increases weight loss in the
Trim Kids program. However, a number of dependent variables are listed, but insulin resistance and
nutritional status (intake or biomakers) are not addressed. A total of 100 children will be enrolled in the
study, but there is no power calculation indicating how many children will be needed to determine
weight change or any other dependent variable. The analysis of covariance seems to be naive and
does not address the importance of each variable included. While fiber supplements are widely used by
adults, there are no measures of nutrition status or monitoring of potential problems in the growing
children who will be in the study. The use of fiber supplements as a strategy to address the emerging
pediatric weight problems is appealing, but more information is needed regarding methods for the
study.

INNOVATION: This approach is highly innovative as a strategy for treating overweight youth. While
fiber supplements have been used with adults, their use in pediatric weight control in limited. Therefore,
a study of this type is timely, However, the fact that the product being evaluated is currently on the retail
market raises questions about the role of the funding with respect to product development etc.

INVESTIGATORS: This is a strong research team lead by Natalie Chevreau, PhD, who is Pl and who
became the Nutrition Research Director at American Phytotherapy Research Laboratory in 2001, Dr.
Chevreau has a number of research publications and is experienced in obesity research. Her work has
been largely in the area of adult obesity, but other members of her team have considerable experience
in weigh control in children from a clinical and research perspective. A nurse practitioner wiil be
regponsible for the clinical trial, but the study participants who are likely to be a high risk may need
physician oversight.

ENVIRONMENT: The resources needed to conduct the study are readily available to the investigators.
This project will effectively use consultants to expand the resources and expertise of the research team.
Pedialean is currently available for retail sales in the United States. Thus, product development per se
will not be needed.

PROTECTION OF HUMAN SUBJECTS: The proposal outlines potential risks and benefits and
addresses how human subjects will be protected. More attention to the health status of growing
children should be included. A little more aftention to privacy and the role of parents and children in the
consent process will be needed. The University of Utah will provide IRB review for the study.

INCLUSION OF WOMEN: The proposal does not address the distribution of study sample with respect
to gender and ethnicity as a separate section in the proposal.

INCLUSION OF MINORITIES: The demographics of the population in Utah are included in the
proposal in included. With 90% of the community being Caucasian, the investigators need to consider
issues regarding the higher degree prevalence of overweight in minority children.

INCLUSION OF CHILDREN: All study participants will be overweight children who are 7-10 years of
age.

CRITIQUE 2:

SIGNIFICANCE: There is a significant rise in childhood cbesity along with an increased occurrence of
type 2 diabetes in youth. Thus, it is imperative that interventions be developed that focus on safe and

effective weight loss for overweight children. N .
PROPRIETARY
INFORMATION
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APPROACH: This study proposes a 4-month double blind, randomized prospective trial of 104 pre-
pubertal, overweight children between the ages of 7-10 years who will be randomized into 2 groups,
one treatment and one control.

The treatment group will receive an over-the-counter experimental compound, calied Pedialean, which
is a highly purified micronized fiber extract from a Japanese tuber. The control group will receive
placebo. The intervention group will receive this therapy as two 500 mg capsules taken twice-daily 60
minutes before meals while the contro! group will receive placebo at the same schedule. This study will
also incorporate a behavioral, family-based intervention entitled TrimKids, which will be provided to
both the treatment and control groups. This program has been shown to be an effective family-based
weight loss intervention based on social cognitive theory,

While the study design appears rigorous with the inclusion of a placebo contro! group, there are no
clear expectations for differences between groups. Primary outcomes include BMI, waist/hip
circumference, body fat, satiety, blood lipid changes, and compliance with treatment or placebo.
However, there are no power calculations or criteria for assessing success. For example, there is no
estimation of an expected difference between the treatment and control groups. There is no
presentation of statistical power.

In addition, the investigators may consider measuring markers of insulin resistance such as fasting
insulin and blood glucose levels. Also, the physical assessments of the study patients omitted signs of
insulin resistance such as acanthosis nicrigans and hirsuitism. While the investigators plan to study pre-
pubertal or early pubertal (Tanner stages 1-2) children, it is possible that some of these overweight or
obese {BM! >85th %tile) children will display such findings, especially with the association of an earlier
onset of puberty with childhood obesity.

There are potential concerns about this oral compound as the background data only include a single 4-
month study involving 53 obese, talian children. There are no data presented lo ensure safety with
respect to absorption of nutrients or G motility with the use of this experimental treatment. Therefore,
there appears to be inadequate monitoring of safety issues, particularly in a group of healthy, growing,
and developing youth.

INNOVATION: The use of a safe and effective weight loss agent for management of overweight and
obese youths would be a welcomed innovation.

INVESTIGATORS: The study team is highly qualified to carry out this proposal. In addition to the
Principal Investigator, Dr. Chevreau who is an RD with training in organic and inorganic chemistry, the
team includes a behavioral psychologist, exercise physiologist, pediatric trainer, and biostatistician.
However, medical expertise appears to be deficient as the proposal only includes a pediatric nurse
practitioner.

ENVIRONMENT: The study will recruit patients and families from many different offices/areas. The
main study site will be at the office of the PI. it is proposed that the lab work will be obtained at 5
different sites, which may lead to potential errors due to the large numbers of labs to be utilized in this
clinical trial.

OVERALL EVALUATION: Overall enthusiasm for this proposal is tempered due to the lack of
quantitative criteria to measure success. In addition, there is lack of sufficient pediatric medical
expertise to monitor safety and efficacy in this trial.

PROTECTION OF HUMAN SUBJECTS: There is no data safety-monitoring plan. This trial invoives
overweight, healthy youths without appropriate medical monitoring. In addition, an external data safety
monitoring board or monitoring plan may be necessary due to the recruitment and inclusion of children R
from many different sites. ;g&'}f;lRE ;Z‘Fﬁ\t
Produced to the Committee PLO03086 INFORMATION
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INCLUSION OF WOMEN PLAN: Acceptable. Adequate numbers of female children are recruited.

INCLUSION OF MINORITY PLAN: Unacceptable. The investigators should consider issues of higher
degree of prevalence of overweight in minority children, rather than explaining the issue of lack of
minorities on basis of local demographics.

INCLUSION OF CHILDREN PLAN: Acceptable. The entire cohort will consist of pre-teen children.
CRITIQUE 3:

SIGNIFICANCE: The rise in childhood obesity continues unabated in U.S. At the present time, there
are no currently approved drugs for the treatment of obesity in chiidren. The discoveries of safe and
effective treatments for childhood obesity are of extreme importance and will help reduce the
compiications associated with complex nutritional disorder.

APPROACH: The applicant proposes to use soluble fibers as a weight loss agent in obese children.
The approach is a double blind, randomized, prospective trial of 104 prepubertal overweight children
from 7 to 10 years. The study is well designed and she added a behavioral intervention to both arms,
which justifies the use of a placebo. Moreover, she is using one of the better behavioral intervention
programs available for children: Trim Kids, by Dr Sothern. The study is hypothesis driven and the
prefiminary data provided are supportive of the hypothesis.

The proposed fiber to be used is an extract from a Japanese tuber called Konjac roct that has been
used as a thickening agent and additives in many foods. A small trial of 4 month has been done in ltaly
in obese children, which was accompanied, by 20% weight loss, improvement of lipid profile and no
side effects.

INNOVATION: The use of micronized fiber is a novel modality for reducing weight in children.

INVESTIGATOR: The applicant is well qualified for performing such a study. In addition she has
assembled a number of experts in the field of Childhood Obesity that will help in performing and
analyzing this important clinical trial. Letters of support are provided in the grant.

ENVIRONMENT: The environmentis excellent.

OVERALL EVALUATION: This is a very well designed trial and the enthusiasm is high for this
application.

PROTECTION OF HUMAN SUBJECTS: Unacceptable. Data safety monitoring plans are inadequately
addressed.

INCLUSION OF WOMEN PLAN: Acceptable. Female children are adequately represented in the
clinical trial.

INCLUSION OF MINORITY PLAN: Unacceptable. Minority children are not adequately represented,
even though there is a higher degree of overweight children among minorities.

INCLUSION OF CHILDREN PLAN; Acceptable. Only children of age 7-10 will be recruited.

THE FOLLOWING RESUME SECTIONS WERE PREPARED BY THE SCIENTIFIC REVIEW
ADMINISTRATOR TO SUMMARIZE THE OUTCOME OF DISCUSSIONS OF THE REVIEW

COMMITTEE ON THE FOLLOWING ISSUES:

CONFIDENTIAL
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Data safety monitoring plans are inadequately addressed for the proposed randomized clinical trial; this
study involves recruitment of overweight and healthy youths without appropriate medical monitoring. 1t
is also necessary to have an external data safety monitoring board or monitoring plan due to the
recruitment and inclusion of children from different sites.

INCLUSION OF WOMEN PLAN (Resume): ACCEPTABLE
The targeted recruitrment table on page 46 shows that 62% of children recruited will be females.

INCLUSION OF MINORITIES PLAN {(Resume): UNACCEPTABLE

Minorities are not adequately represented. The investigators should redesign their studies so as to
address issues of higher degree of prevalence of overweight among minority children. An explanation
on basis of local demographics to account for inadequate recruitment of minorities is not acceptable.

INCLUSION OF CHILDREN PLAN (Resume): ACCEPTABLE
The entire cohort will consist of children of age between 7 to 10.

COMMITTEE BUDGET RECOMMENDATIONS: The budget was recommended as requested.
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PedialLean

From: Jennifer Collard

Sent:  Thursday, June 05, 2003 1:25 PM Tab 54
To: Kimm Humpherys

Subject: RE: Pedialean question from Hong Kong

T haven't heard or seen anything..did they send it to Nathan or directly to Japan?

From: Kimm Humpherys

Sent: Thursday, June 05, 2003 1:14 PM

To: Jennifer Collard

Subject: RE: Pedialea?i question from Hong Kong

do you know if this was taken care of? I recieved a note from carla saying that it had been taken care of.

From: Jennifer Collard

Sent: Thursday, June 05, 2003 7:20 AM

To: Kimm Humpherys

Subject: Pedialean question from Hong Kong

I sent you a customer inquiry log on Pedialean yesterday from Hong Kong, they were inquiring
about the safely of the product because some organizations were questioning the product here
in the US, You asked for more info. about these organizations and this is what T was sent from
Hong Kong:

Dear Jen,

Please visit the following Web page for those are the government body who send out the
quires and complaints.

http://www. house.gov/commerce democrats/press/108Mr19 htm

Or, use the key word, pediatropin, to search the Website: www.yghoo.com. You can find more
relevont news.

Thanaks, Shirley

. ND
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PedialLean

From: Jennifer Coliard
Sent:  Tuesday, June 10, 2003 9:26 AM
To: Kimm Humpherys
Subjact; RE: asiai00 Tab 55
Thanks...I will lef the customer know.
----- Qriginal Message-----
From: Kimm Humpherys
Sent: Tuesday, June 10, 2003 9:26 AM
To: Jennifer Collard
Subject: asial00

The issue has been resolved with the organization questioning pedialean. We have provided the safety
and efficacy data to the organization.

PL002342 INFORMATION
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Pedialean

From: Jennifer Collard

Sent: Friday, June 13, 2003 11:32 AM

To: Don Atkinson Tab 56
Subject: FW: Safety issue of Pedilean

Our Distributor in Hong Kong is trying to get Pedialean approved, however, the Tiawan
government heard that pedialean was not safe and that agencies in the U.S were guestioning
the product. We'll Carla has some information that she sent to this agency in the U.3 and
cleared everything up. Taiwan is now asking for documentation (proof) that is issue was
resolved before they will approve the product to be imported.

Carla said that we need to get Dennis's approval on this issue before she will release the
documents that were sent to this agency. Can you help me get approval from Dennis so we
can get Pedialean approved for Hong Kong to order.

Jenn

————— Original Message-----

Carla Fobbs

Sent: Friday, June 13, 2003 11:22 AM
To: Jennifer Collard

Subject: RE: Safety issue of Pedilea n

I AM NOT DOING ANYTHING ON THIS TO GET AN ANSWER., 1 WOULD LIKE SALES TO GO TO DENNIS FOR
HIS APPROVAL AND THEN HE CAN LET ME KNOW WHETHER AND WHAT HE WOULD LIKE TO PROVIDE TO YOU.

----- Original Message-----

From: Jennifer Collard

“sent: Priday, June 13, 2003 11:07 AM
To: Carla Fobbs

Subject: RE: Safety issue of Pedilea n

Thanks for letting me know. I will just hang tight until we have an answer,
Thanks Carla

----- Original Message-----

From: Carla Fobbs

Sent: Friday, June 13, 2003 11:03 AM
To: Jennifer Collard

Cc: Kimm Humpherys

Subject: RE; Safety issue of Pedilea n

Jenn,

I forwarded Kimm's e-mail to Dennis yesterday and cc Kimm so she would know that I
cannot give this information out without Dennis’® approval. So, the answer is "no® you
cannet get what we sent to the agency until Dennis gives his approvalt

Carla

----- Original Message-----

From: Jennifer Collard

Sent: Friday, June 13, 2003 11:01 AM
To: Carla Fobbs

Subject: FW: Safety issue of Pedilea n

Can I get a copy of the pedialean studies that were send to the agency who was gquestioning
Pedialean. The Taiwan government wants to see proof that Pedialean is safe before they
will approve it to be imported into their area. CONFIDENTIAL

PROPHIETARY
PL002145 INFORMATION
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————— Original Message-----
Kimm Humpherys

Sent: Friday, June 13, 2003 10:56 AM
.To: Jennifer Collard

subject: RE: Safety issue of Pedilea n

Can you send them a copy of the studies? That is really all we sent to the agency who was
questioning pedialean

-Original Message-
: Jennifer Collaxrd

: Thursday, June 12, 2003 5:41 AM
To: Kimm Humpherys

Subject: FW: Safety issue of Pedilea n

Do we have any documents that prove we have contact the organizations here in the states
that were gquestioning Pedialean. Before Hong Kong can bring the product in the Taiwan
government wants proof.

(This is regarding the customer response I sent you last week).
Jenn

----- Original Message-
Shirley Cheung at Heatlh Supp Asia —
Sent: Thursday, June 12, 2003 2:31 AM

To: Jennifer Collard

Subject: Re: Safety issue of Pedilea n

Hi Jen,

Any related doucement you can send to me for this issue? ‘cos Taiwan Government send these
doucement back and we need some doucement to ssupport this issue have been resloved.

Tks, Shirley

CONFIDENTIAL
PL0O02146 PROPHIETARY

INFORMATION
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Kristen Jones

From: Cst8rv

Sent: £ 2, 2002 6:30 AM
To:
Subject: E: Pediatric wt. loss

Tab 57

Dear customer,

Thank you for taking the time to email us. Here is where you may find the published
studies for Pedialean:

Denmark. Study was completed independently of Klein-Becker usa and its holding company,
Basic Research. It was published in "Ped. Med. Chir., 1992.¢

To reach Dr. Natalie Chevreau, call 801-517-7000 which is our corporate office and they
may assist you.

If you have any further guestions, please let us know.
Athena

customer service representative
1-800-898-5153

B er 21, 2002 5:54 PM
To: customerservice@basicresearch.org
Subject: Pediatric wt. loss

Where were the studies published for your products that take weight off
childrens?

How do I reach Nathalie Chevreau, Ph.D?

CONFIDENTIAL AND
PROPRIETARY
PLO00344 INFORMATION
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Kristen Jones

From: CstSrv

Sent: Thursday, August 15, 2002 8:16 AM
To:

Subject: : PediaLean Studies

Tab 58

Thank you for inquiring about the Pedialean. It is wonderful to see that you and your
patients are interested in the Pedialean. The study was completed independently of Klein-
Becker usa and its holding company, Basic Research. It was published in "Ped. Med. Chir.,
1992." It was studied in Denmark. If you have any further guestions, please let us know.

Thank you,
Melanee Jensen
Customer Service
1-800-898-5153

----- Original Message-----
Sent: Tuesday, August 13, 2002 2:06 PM
To: customerservice@basicresearch.org
Subject: Pedialean Studies

I am a practicing Pediatrician. One of my parents
asked me to look into the safety & efficacy of
PediaLean.

I have read reports of a "well-controlled,
double-blind study" of PediaLean, but cannot find
references to the source Journal.

Please e-mail me or provide links/details as to
any such studies that have been published in the
U.S. or overseas,

Many thanks in advance.

Do You Yahoo!?
HotJobs - Search Thousands of New Jobs
http://www.hotjobs.com

CONFIDENTIAL AND
PROPRIETARY
PLO00329 INFORMATION
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Pedial.ean

From: Carla Fobbs

Sent: Friday, March 07, 2003 3:08 PM
To: ‘Stephen Nagin®

Subject: RE: www,pedialean.com

1 have my days! :) Tab 59

----- Original Message-----

From: Stephen Nagin ?
Sent: Friday, March 07, 20 T08 DM

To: Carla Fobbs

Subject: RE: www.pedialean.com

Gosh. Can't your magic wand wave faster????7277%

————— Original Message-----
From: Carla Fobbs

Sent: Friday, March 07, 2003 4:58 PM
Te: Stephen Nagin

Cc: Kristen Jones; Dennis Gay
Subject: FW: www.pedialean.com
Importance: High

FYI!!1

————— Original Message-----

From: Pam Hiett

Sent: Friday, March 07, 2003 2:56 PM
To: Carla Fobbs

Cc: Michael Meade

Subject: RE: www.pedialean.com

It's been removed!

----- Original Message-----
From: Carla Fobbs
To: Pam Hiett

Ce:

Sent: 3/7/2003 2:37 PM
Subject: www.pedialean.com
Importance: High

I need the BBBonline membership logo deleted from this website immediately! Please
confirm by e-mail once this is done.

Thank you!

PLO01742
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Kristen Jones

From: CstSrv

Sent: dav, September 24, 2002 7:27 AM
To:

Subject: RE: Question

Tab 60

Dear Tashia,

Thank you for taking the time to email us. Below the ages of 18, we recommend one of our
greatest products called the Pedialean. Basically, what pedialean does for is restrict
your caloric intake to the point where you will not eat and snack as you normally would.
We have received an overwhelming response from our customers who have seen great and safe
results, and you could experience them too

If you have any further questions, please let us know.
Athena

customer service representative
1-800-8388-5153

----- Original Messaie--—--

Sent: nesday, september N H
To: customerservice@basicresearch.org
Subject: Question

wi®

<PRE>Y wonted to know what to take at all most being 18 years of age i would like
to lose at leastl0 to 15 pounds maby 20 I would like to know what kind of
your medaction to use Thank you

CONFIDENTIAL AND
PROPRIETARY
PLO0D335 INFORMATION
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Kristen Jones

From: CstSrv
Sent: Monday, September 08, 2002 5:05 AM
To: ﬁ
Subject: . Taking Med. in School
Tab 61

Hello QIR thank you for taking the time to email us. The Pedialean acts kind of like a
Jell-O substance. It actually expands in the childs stomach so that they fill full. It
should not cause any long term problems for your child. Don't be alarmed by what it did
in the water, if you let it sit a glass of water for a while it expands and kind of turns the
water in a gel like substance. The Pedialean is not FDA approved ( which is prescription
products) but it is FDA regulated. The FDA reviews every product on the market, but
will not approve uniess it is a prescription. They do however monitor and regulate the
Pedialean. Please let us know if you have anymore questions or concerns.

Thanks Again

Jessica

Customer Service

1-800-898-5153

----- Original Message-----

From:

Sent: Sunday, September 08, 2002 9:22 AM
To: CstSrv

Subject: Re: Taking Med. in School

| also wanted to let you know that | put this product in a bottle of water and { didn't like what |
found out. How does this work though the body? It looks like it would stay in the body and
congest the child. Would this cause the child to have problems in the future. | also called our
famnily doctor and she said that because Pedialean is not FDA regulated that she would not
recommend this product to my child. How can | find out if this is safe for my child?

-—-- Original Message —--

From: CstSrv

Sent: Thursday. September 05, 2002 8:04 PM
To:&

Subject: RE: Taking Med. in School

Thank you for taking the time to email us. Some of our customers who are in the same situation have their
children take the Pedialean at breakfast and then at dinner. Try and see if that works better for you.

Thanks again,

Tanna Shumard CONFIDENTIAL AND

PROPRIETARY
PLO00332 INFORMATION
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Customer Service dept.

----- Original Message-—---

From: S
Sent: Thursday, September 05, 2002 6:23 AM

To: customerservice@kleinbecker.com
Subject: Taking Med. in School

My daughter is not able to take this med. in school. Our family doctor will not sign for it because it
is not fda regulated. What can I do? I want her to have it be for lunch. I tried to put it in water
but it did not Jook right and my daughter was afraid she wouid get in trouble.

CONFIDENTIAL AND
PROPRIETARY
PLO00333 INFORMATION
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Pedialean Page 1 0f2

Kristen Jones

From: Daniel Mowrey
Sent:  Wednesday, February 13, 2002 11:46 AM
Tou ‘Kramer, Robert!
Subject: RE: Pedial.ean
’ Tab 62

Dear Dr. Kramer,

Please excuse my tardiness in replying to your request. Normally, the reguest would be handied by our Dr. Nathalie
Chevreau, but she has been called up to serve as a liaison with some of the French delegates involved in the Olympics (Dr.
Chevreau is French, and we are located near Sait Lake City).

Anyway, in response to your questions, you should be able to download the study on the Pedialean active constituent from
the website (weightlossforchildren.com). This material is produced in Japan, and has been used in foodstuffs in this
country and around the world for at teast 25 years. it comes from the tuber of a cultivated cash crop, P. rivier!. The
material is highly purified and concentrated. It doesn't work as a dietary aid when processed in foodstuffs because it is fully
hydrated during processing. As a raw material, hawever, it was useful in the study fo heip the youngsters reduce weight.

As you can determine from the website, Pedial.ean is meant as an adjunct, not as a primary weight loss agent. We see it
as tool parents can use to help maximize other weight management techniques they are using to reduce obesity in their
own children, such as diet, exercise and behavior management.

Basic Research has a reputation as the weight loss experts. The website was born from a desire to provide support for
overweight children. There has been virtually nothing available for kids from a supplement point of view and as the experts
on the Advisory panel will attest, managing weight in this age group is extremely difficult. Parents need all the heip they can
get. Hence the website.

sic Research has worked out an agreement with American Phytotherapy Research Laboratory to donate 10% of the
ofits from the sale of PedialLean to a research fund that will be used to finance research on childhood obesity. The first
project wilt probably be a replication of the Ralian study on American soil,

That is somewhat of an introduction to weightiossforchildren.corn and Pedial ean. If you have further questions or would
simply fike to discuss this project, please call me on my personat celt phone: 801.921.6004, or office phone: 801.234.7012.

Sincerely,

Daniel Mowrey, Ph.D.
Director of Scientific Affairs
Klein-Becker usa
dmowrey@apriws

-—--Qriginal Message--
From: Kramer, Robem
Sent: Friday, February U8, 2:22 PM

To: ‘customerservice@weightiossforchiidren.com'
Subject: PediaLean

| was wondering if you could provide the reference to the study that you mention in your website, it seemns you
overiooked providing the details of the publication. i was also wondering if you could provide me with some kind of
rationale of why you feel this fiber supplerent is effective in weight-foss, and what kind of safety trials it has
undergone. Thanks.

Robert E. Kramer, MD
Division of Pediatric Gastroenterology
University of Miami School of Medicine CONFIDENTIAL AND
PROPRIETARY
PLO00350 "NFORMATION

6/11/2003
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Blank Page 1 of 2

Carla Fobbs

From: MKF555

Sent: Monday, June 16, 2003 12:39 PM
To: Carla Fobbs

Subject: Fw: kidde instructions

Tab 63

—- Original Message ~---

From: Ralph Order
ro#
Sent™Tuesday, December 18, 2001 11:48 AM

Subject: kidde instructions

DIRECTIONS:

Pedial ean is easy to use - there are no special restrictions, no
harmful side effects.

Children age 6 — 9: two (2) capsules, twice a day — 30 to 60
minutes before lunch and dinner.

Children and adolescents age 10 or older: three (3) capsules,
twice a day — 30 to 60 minutes before lunch and dinner.

Note: It is recommended that the capsules be taken with 8 ounces
of water, juice or other liquid.

To Parents: Before your child begins using the PediaLean
compound, we strongly suggest that you visit

www. WeightLossForChildren.com -- Klein Becker’s online
information and support site for Pedial.ean parents. Along with
expert advice and information, you’ll get a personalized, easy-to-
follow eating and exercise plan for your child, that takes into
account your child’s gender, height, weight and age.

For additional information call 1-800-xxx-xxXx

CONFIDENTIAL.
PLOO1 PROPRIETARY
577 INFORMATION
6/16/2003
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WeightLossForChildren.comn Comment Page 1 of |

Carla Fobbs

From: MKF555

Sent:  Monday, June 16, 2003 12:39 PM Tab 64
To: Carla Fobbs

Subject: Fw: Contact Us email message from: Mary Varrone

- QOriginal Message ~—-~

From: Mitch Friedlander

To: Tneah Strobel

Sent: Wednesday, May 01, 2002 7:41 AM

Subject: Fw: Contact Us email message from: Mary Varrone

- Original Message -

To: customerservicel@weightiossforchildren.com

Sent: Wednesday, May 01, 2002 7:35 AM

Subject: Contact Us email message from: Mary Varrone

My 9 year old daughter has been on Pedialean for four weeks. The first two weeks she gained a
pound each week. The next week she lost 1/2 a pound. The fourth week she gained 1 1/2 pounds,
Is this normal? Should I purchase another month's supply and keep going on with the program? I
left a message on the support board and received one response from another parent that is having
the same problem but didn't get any help either. His daughter is becoming frustrated. Mine isn't
yet but I'm sure it's only a matter of time! I remain supportive and try to encourage her but I can
tell she is starting to get disappointed. Any suggestions would be greatly appreciated. Mary
Varrone

CONFIDENTIAL

P PROPRIETAR!
L001578 INFORMATUO;;
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Taking Advantage of Overweight Children? ‘Skinny Pill for Kids' May End Up in Court ... Page 1 of 3

Carla Fobbs
From: MKF5554 NG

Sent:  Monday, June 16, 2003 12:36 PM
To: Caria Fobbs
Subject: Fw: lt made it to Yahoo Tab 65

- Original Message —

From! .

To: Mitch Friedlander

Sent: Saturday, December 07, 2002 10:58 AM
Subject: Re: it made it to Yahoo

DIDN'T I TELL YOU SATURDAY WAS BETTER -- YOU WANTED TO WAIT TILL MONDAY!i! WHEN

- Original Message --—--

From: Mitch Friediander

To: Nick at Verticai ; Dennis Gay ; Daniel Mowrey
Sent: Saturday, December 07, 2002 8:31 AM
Subject: it made it fo Yahoo

Welcome, ralphk9 [Sign Ouf] Money Manager - My Yahoo! View - Custoi
Financial News

Enter symbol(s) | |Basic <G8t Symbol Lookup

Waterhouse ¢
n ticket - 'Tis the Season i Feast on

510_&(?“!;9_\:0513 {7:42 am)
Press Release Source: Basic Research - N.U.T.8. Stock Play May G+
$Short Run - Reuters 7:11 am)
e Bankruptcies Have

Taking Advantage of Overweight Children? Mixed SUCGRSSES - Rewters 7
'Skinny Pill for Kids' May End Up in Court Before

. » Markets Glad O'Neill Gone,
it Hits the Shelves Questions Loom - Reuters (7:4
Saturday Decernber 7, 5:00 am ET Mg

SALT LAKE CITY, Dec. 7 /PRNewswire/ — Basic Research®, manufacturer of iled articl
Pedial. ean({TM) — the first and only weight loss formula for children supported by a mallec articies
published, peer-reviewed clinical trial — and developer of « Most-viewed articles
www . Weightt ossForChildren.com is considering legal options to counter the
outrageous claims made by Florida-based, self-proclaimed "America’s favorite
nutritionist” Edita Kaye about her so-called "Skinny Pill for Kids."

* Most-el

Finance Spotiight
= MarketTracker

“On her web site (www.skinny.com) Ms. Kaye claims that her 'Skinny Pill for Kids' is a ‘sjg’gss/"eam'"g quotes for
‘... safe, effective weight loss formula for children ages 6 -12," explained Dr. Danie! -9oImo
Mowrey, Director of Scientific Afairs for Kiein-Becker, PediaLean's exclusive North - Credit Reports
American distributor. "However, a review of the National institutes of Health (NiH)
CONFIDENTIAL

PROPRIETARY
PL001595 INFORMATION
6/16/2003
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Taking Advantage of Overweight Children? 'Skinny Pill for Kids' May End Up in Court... Page2o13

database {PubMed) reveals not one single published clinical trial that has been Find out your credit score
conducted with anything called the 'Skinny Pill for Kids’ or the combination and instantly

amount of active ingredients that make up the formula related to weight loss in

children ages 6 to 12."

"As Americans become more aware of the obesily epidemic plaguing our children,™
said Dennis Gay, President of Basic Research, "it's fo be expected that diet pills and
weight foss plans aimed at overweight children will begin to enter the market. But
those who offer pills, products and diets lacking any scientific substantiation to
guarantee safety and effectiveness may be doing more harm than good — confusing
parents with sales jargon and false promises, while, in my opinion, potentially
compromising the credibility of effective compounds that have been clinically shown
to help children lose weight.”

Basic Research's Pedial.ean formula and www.WeightLossForChildren.com, an
integral support and information component of the Pedialean program, were
developed over two years in conjunction with many of the world's leading pediatric
cbesity specialists. The Pedial.ean formula itself was clinically tested with chiidren
and proven 1o help kids lose weight. No other weight-loss product for children has
clinical trials or such an extensive, continually updated online support program.

"This 'Skinny Pill for Kids' product contains, among other things, herbal diuretics (Uva
Ursi and Juniper Berry), which could be problematic for some children,” explained
Nathalie Chevreau, PhD, RD, Director of www.WeightLossForChildren.com . "in my
opinion, the unregulated use of diuretics for children and the cavalier way in which
so-calied natural herbs are being offered to overweight kids is not in the best interest
of children or their parents.”

"Pedialean remains the first and only natural formula supported by a peer-reviewed,
published weight loss study involving children, not adults, and claims to the contrary
are not accurate,” said Gay. "We've spent an enormous amount of time and money
developing a comprehensive solution for overweight children and their parents —
starting in 2001 with Pedialean and building an exclusive online dietary plan that is
calculated to match a child's age, weight, sex, and activity level. Suggesting, as Ms,
Kaye does, that a single 'quick start' diet can work for all children ages 6 to 12 is, |
have been advised, ludicrous. In response to recent developments, 1 am consulting
with our legal team and scientific staff to determine what actions can or should be
taken.

s (For the clinical study on Pedialean, please go to
www.WeightLossForChildren.com)

For More Information Contact:

Nicholas J. Lester, Chief Information Office
Dr. Daniel B. Mowrey, Director of Sciemtific Affairs
Basic Research

Source: Basic Research
Email this story - Set a News Alert

ADVERTISEMENT
Special Offers ONFIDENTIAL
o ENTIAL
PLO01596 PROPRIETARY
INFORMATION
6/16/2003
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Kristen Jones

From: Nathalie Chevreau

Sent: Wednesday, February 08, 2002 10:11 AM

To: Daniel Anderson Tab 66
Ce: Mitch Friedlander

Subject: RE: invitation to become part of the advisory committee to the ww w.we

ightiossforchildren.com site

yes, we need to sit down with Mitch. I'1l ask him when it is a good time.

----- Original Message-----

From: Daniel Anderson

Sent: Wednesday, February 06, 2002 3:27 AM

To: Nathalie Chevreau

Subject: RE: invitation to become part of the advisory committee to the
ww w.we ightlossforchildren.com site

Nathalie,
Whe do we need to sit down and visit with on this issue, is it Mitch? Kirsten has raised

some issues that are not easy to resolve. I think that this agreement may not work for
her.

----- Original Message-----

From: Nathalie Chevreau

Sent: Tuesday, February 05, 2002 10:41 aM

To: Daniel Anderson

Subject: FW; invitation to become part of the advisory committee to the
ww w.we ightlossforchildren.com site

Hello Dan,
Could you please look at her comments and see what we can do about them?
Thanks

Nathalie

-~Original Message-----

From: Kirsten Krahnstoever Davison M
Sent: Tuesday, February 05, 2002 10:

To: Nathalie Chevreau

Subject: RE: invitation to become part of the advisory committee to the
ww w.we ightlossforchildren.com site

Hello Nathalie,
I have read the contract and there are certain aspects of it that concern me.

The clauses that I have problems with are as follows:
#5 inventions. 1 disagree with this clause because it is very difficult to
define what is my knowledge and what is the

company’s knowledge. Work that I publish during the time that I
consult with the company is my own. I also

would not put advice on the website if as a result, it is no

longer defined as my work and I do not have the freedom CONFIDENTIAL AND
to pursue additional research in the area independent of the PROPRIETARY
"eompany® . NENRMATION

#10 Articles and likeliness. This clause would prohibit me from making my

PLO0040T
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work available to the website. If I did make

work available, I would not expect to be financially compensated,
but I would expect to be informed about, and to

agree with, how the information will be used {(i.e., what it will
be used to promote) and I would reserve the right

to withdraw my article at any time if I think it is being used to
promote something other than intended by myself.
#13 and #14. This I will not sign as it makes me too vulmerable to large
litigation as a result of

unintentionally breaking some rule that was defined in law jargon.
I would sign a clear cut list of things that I am not to do.

Also, I am not prepared for my name to be used to endorse Pedialean. I am
a behaviorist and I strongly believe that obesity

can be addressed through a healthy lifestyle without the use of drugs and
supplements -~ particularly among children.

Kirsten

At 10:21 AM 2/4/02 -0700, you wrote:

>Hello Kristen,

>

>It is my pleasure to send you the consulting agreement. Please take a look
>at it and if you find it agreeable, please sign it and fax it to Carla
>Fobbs, our legal administrator at 801.234.8108.

>

>

>As soon as it is signed, I would like to get your bio, picture ({either
>digital or printed) and your CV. We also would love a letter of support of
sthe site. I have enclosed Dr. Steinberger's one that you could use for
>model if you wanted to.

>

»I look forward to talking to you scon. feel free to call me if you have
sany questions at 801.234.7026.

>

»>Will you attend the nutrition conference in San Diego? {(Feb. 23-27) I will
>be there and would love to chat with you if you come.
>

»Sincerely,

>

>Nathalie

>

LR Original Message- -

>From: Kirsten Krahnstoever Davison
>{<mailto

>Sent: Fri . February B 2 3:47 PM

>To: Nathalie Chevreau
s>Subject: Re: invitation to become part of the advisory committee to the
>www.we ightlossforchildren.com site

>

>Helle Nathalie,

»Sorry it has taken me so long to respond to your email. I was out of the
scountry for a month for

>Christmas.

>8ince arriving home, I have been researching your website and I have
»>corresponded with some

»0f the current advisors and, consequently, I have decided that I would like
>to take you up on your offer.

>
»Please let me know what I need to do.

>Thank you ZONFIDENTIAL AND
>Kirsten Davison PROPRIETARY
:At 12:03 PM 12/10/01 -0700, you wrate: NENRMATION

PL0O00408
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Kristen Jones

From:

Sent: Monday, May 13, 2002 10:25 PM Tab 67
To: customerservice@weightiossforchildren.com

Subject: Contact Us email message from: tamar mezrahi

She has been taking pedialean for 5 days and she does not know what is that for, i told her,they are
vitamins. The first day she could not sleep, then the third day she felt a pain in her chest so i didnt give
her the pill the next day, she took it the four day and she didn't complain, today she took only one, i didn't
want to give her two, and she came from school feeling the same pain in her chest. I just want to know if
there is something related to Pedia-lean. She is 8 years old.

coNFlDEN'}\;\Fl{\;-
- OPRIET.
PLO00612 INFORMATION
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Kristen Jones

From: Nathalie Chevreau

Sent: Monday, May 06, 2002 3:45 PM -

To:

Ce: aniel Mowrey, Tneah Strobel

Subject: RE: Contact Us email message from: Edna L. Sipaque
Dear Edna, Tab 68

The success rate with Pedialean has been amazing and | would lfike to talk to you about your
daughters’ results and possibly make some recommendations. Please call me on my cell phone at
801.414.3356 during the day time. We are in Utah, therefore on Mountain Standard Time.

Sincerely,
Nathalie Chevreau PhD, RD
Nutritional Research Director

----- QOriginal Message--—--

From:

Sent: Monday, May 06, 2002 2:02 PM

To: customerservice@weightlossforchildren.com

Subject: Contact Us email message from: Edna L. Sipaque

1 brought Pedialean for my daughter she's 11 yrs. I notice some changes 3 weeks after she started to
used Pedial.ean but now she's almost finish the 2nd bottle and she’s gaining more she started with 160
pounds and now she has 170 pounds there's any way you can help me to find a way to help my
daughter to losse weight and lower her colesterol? she has 240 in colesterol.Please could you help me.
Thank You, Edna

CONFIDENTIAL

PROPRIETARY
PL000591 INFORMATION
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Pedial.ean

From: Carla Fobbs

Sent: Monday, February 18, 2002 3:57 PM
To: Gina Gay

Subject: GGG

Tracking: Recipient Read
Gina Gay Read: 2/18/2002 4:28 PM

Tab 69

Here you go!

----- Original Message----

From: Daniel Mowrey

Sent: Monday, February 18, 2002 3:52 PM
To: Carla Fobbs

Subject: PediaLean gma.doc

The history of pediatric weightloss management is replete with examples of products that have
simply failed to pass tests for effectiveness and safety. They either didn’t work or they posed
undesirable risk for children. PediaLean is the first and only product designed specifically for childhood
obesity that has proven to be both safe and effective. As such it represents a watershed in this critical
area.

Pedial.ean (Pediatropin) is the outgrowth of research and technology in which the fibers from the
tuber of an Asian plant, Proteinophallus rivieri, were subjected to a rigorous extraction and purification
process to yield a highly purified, concentrated, high molecular weight product. Unlike a// other less
purified and concentrated P, rivieri extracts, this unique product (DICOMAN 5) proved viable in a
clinical trial exploring its role in reducing body weight in obese children. In this trial, the group of
children that took Pedial.ean lost weight, while the group that didn’t, did not lose weight.

No other P. rivieri raw material, extract or product of any description, and no other root fiber of
which we are aware, indeed, no other product at all, has ever produced positive results of this kind.
Furthermore, the product was shown to be perfectly safe for use by children.

After obtaining a copy of the study, Klein-Becker usa tracked down the manufacture of the fiber
and learned that DICOMAN 5 represented a significant breakthrough in the processing of this particular
fiber. Next, Klein Becker usa obtained the exclusive rights to DICOMAN 5, and developed the product
for use as an adjunct to a reasonable pediatric diet and exercise program. (It was in discussions of what
those programs should look like that the decision was made to create a website
(weightlossforchildren.com) to help parents of obese children access the best advice this country’s
experts could provide as to what diets, menus, exercises, psychological and social support could be
given to parents. Additionally, it was decided that 10% of the profits arising from the sale of Pedial.ean
would go directly toward research in the area of pediatric obesity, the nature of which would be decided
by an International Board of Advisors, several of which are now listed on the website.)

In summary, where all other attempts to provide viable weight loss products for children have
failed, PediaLean has succeeded. Combined with a reasonable (normocaloric) diet and moderate
exercise program, children who use this product can be assured of weight loss for the very first time.

PL002871 CONFIDENTIAL
PROPRIETARY
Produced to the Committee INFORMATION
6/17/2003 on Energy and Commerce
06/30/03
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Pedial.ean
From: CstSrv
Sent:  Tuesday, July 02, 2002 3:01 PM

T D

Subject: RE: Pedialean Tab 70

Thank you for taking the time to email us. To our knowledge there is no common name for the micronized fiber
found in the Pedialean. However, we will forward your emait onto those who heiped in the formulation of the
product. If they have any further information regarding this, we will contact you.

Thanks again,
Tanna Shumard
Customer Service Dept.

From: Nancy Grant|

Sent: Monday, July 01, 2002 4:06 PM
To: customerservice@basicresearch.org
Subject: Pedialean

1 have searched for hours on herbal suppliment encyclopedia sites and always come up
with nothing when looking for "P. rivieri". Just what is this ingredient's common name? [
don't like giving my child herbal suppliments when I don't know anything about them.

Sincerely,

Nancy Grant

CONFIDENTIAL
PROPRIETARY
INFORMATION

PL00271 1 Produced to the Committee

on Energy and Commerce
6/17/2003 06/30/03
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Kristen Jones

From: Nathalie Chevreau

Sent: Friday, December 20, 2002 9:11 AM
To: ‘Robert Mendoza'

Co: Daniel Mowrey

Subjact: RE: Pedial.ean

Dear Dr. Mendoza, Tab 71

Thank you for your message. I appreciate your comments about the study and they are
definitely valid. I would like to emphasize that Pedialean is an adjunct to a traditional
weight loss program (better nutrition, physical activity and behavioral changes). It is by
no means a miracle pill. That is why we offer parents the free website
www.weightlossforchildren.com for them to get help for the program. We have had also very
good response from parents who have posted success stories on the web or called us for
which the combination of the site and Pedialean have wade a difference.

One of our goal is to be able to conduct a clinical trial in the US as 10% of the sale of
Pedialean goes into a research fund. We have expert advisors such as Dr. Sothern, Dr
Goran, Dr. Steinberger to name 3 (you may see the list on the site) who contribute every
month to the site.

Childhood cbesity is an ongoing problem and we had and intend to continue to provide help
to parents.

Feel free to call me if you have other guestions. I was wondering what your line of work
is and whether you work or do research on obesity. I would love to know.

Sincerely,

Nathalie Chevreau PhD, RD
Nutritional Research Director
B0O1-517 7026

————— Original Message-~---

From: Robert Mendoza [mailtop
Sent: Friday, December 20, 20 8:02 AM

To: Dr. Chevreau

Subject: RE: PediaLean

Dear Dr. Chevreau,

Thanks for pointing me to the published Italian study with

Pedialean. Although the test and control groups provided results (weight

loss) that were statistically different, the standard deviations are rather

large for the two groups. Although, I realize that it is difficult to get

smaller deviations with the type of study you are doing {(weight loss) and

the small number of subjects. However, what the statistics do not indicate

is the change in weight for each individual, and a graph depicting this

would have been quite useful. So, I don't know if 10% or 90% of the

children taking PediaLean experienced weight less, and I don’t know if any

children gained weight after taking Pedialean. From the paper, I did

notice that the overweight range (before and after among girls) remained as

high as 80%. This tells me that at least one girl was 80% overweight

before taking Pedialean and she remained B80% overweight {or did another

girl gain weight after taking Pedialean?). Finally, the results are a bit

skewed because some children taking Pedialean did not complete the study,

and your publication states that these individuals may not have experienced

a change in diet (in other words, they did not feel that they were losing

weight). In all, I am sure Pedialean can provide some benefit for CONFIDENTIAL
overweight children, but it appears to be only a small benefit and a simple PROPRIETARY

PLO01408 INFORMATION
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change in diet or a little more exercise might serve children just as well.

Thanks again for taking the time to give me the information.
Robert Mendoza, Ph.D.

At 11:50 AM 12/12/2002 -0700, you wrote:

>Dear Robert,

>

»You can read the translation of the Italian clinical study on our
>www,weightlossforchildren.com site. When you revisit the site, scroll down
sthe home page and you will see the "clinical Study® button toward the end of
>left navigational bar. Click on it and it will give you the study that you
>can print.

>

>Let me know if you have other questions.
>

»>Sincerely,

>
s>Nathalie Chevreau PhD, RD
>Nutritional Research Director

Do Qriginal Message-----

>From: Robert Mendoza

>Sent: Saturday, December 07, 2002 7:13 AM
>To: customerservice@weightlossforchildren.com
>Subject: Pedialean

>

>
>Dear Customer Service,

>
>I read the summary of the PediaLean study in 23 children at your web
>gite. Can you provide me with a copy of the published report of this
>study? If not, can you tell me where it was published and I'll try to get
>it myself?

>
>Thanks,
>Robert Mendoza

CONFIDENTIAL
PL001409 PROPRIETARY
INFORMATION
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Tab 72
April 1, 2004

VIA ELECTRONIC SUBMISSION
(kelli:andrews@mail.house.gov)

Kelli A. Andrews

Counsel

House of Representatives
Committee on Energy & Commerce
316 Ford Building

Washington, D.C. 20515

RE: PediaLean®

Dear Kelli:

BASIC

RESEARCH

5742 West Harold Gatty Drive
Salt take City, UT 84115

phone  (801) 517-7000
fax (801) 517-7001
website www.BasicResearch.org

ZONFIDENTIAL AND
PROPRIETARY
RIRMATION

Over the last couple of weeks, we have provided information to you relating to
your requests contained in your February 25, 2004 letter (i.e,, copies of Pedialean
inserts were forwarded to you, together with information relating to when the
www.weightlossforchildren.com website was launched, a list of entities for which Basic
Research distributes product, and & list of retail stores that have sold Pedial.ean®).

You also requested additional information in your February 25, 2004 letter, which

we now provide to you as follows:

1. Document # PL005412 attached hereto details the direct sales from the
Internet, the direct sales from the call center and the direct wholesale sales for
Pedial ean since the inception date of the project (January 1, 2002) through

February 27, 2004.

2. Document # PL005413 attached hereto gives you a complete break-down of
the costs related to the entire weight loss for children project through February
27, 2004. Please keep in-mind that certain costs per unit would have been
significantly lower if the total unit sales would have been higher (See *NOTE

on Document # PL0O05413).

3. You requested the date when PediaLean® was last manufactured. That date is

July 2003,
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. .ui\lrmmn 7 L
Kelli A. Andrews AND
April 1, 2004 Sﬁgggmﬂ\f
Page 1 ATION

If there is additional information that you have requested and you feel is left
unanswered, please feel free to contact Mr. Nagin. From what I understand, he is back in
his office after traveling the last couple of weeks. At any rate, I am sure he will be in

contact with you within the next couple of days. Otherwise; please feel free to-contact
me. My direct line is: 801.517.7008.

Sincerely,

(art £ Frtcor—

Carla R. Fobbs,

Legal Administrator
cc: Stephen E. Nagin

(via email)

fencls.
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PL005412

UNHDENTIAL AND
PROPRIETARY
SENRMATION

o
™~
b i 4, 4
] 0/7'089% $65'8€$ 929'102$ fe0L
fot L26'8 (zz9'1) yos'0l $00Z
0z8'9¥L 654'98 19849 £002
£Lp'vey Nﬁim NEYx:74) 2002
3 A@ a 7 %
929'L028 099'0€£3- 9£€'7E28 225'2518 yLEELS
+09°'01 - 0901 BGL'L
19€°19 (zoz'ol) £90'2L €00'08

:» (143 (656'61) 8@.3; (174 3

$0-22-2 4Bnong (ZooZ ‘1 uep) nposd jo uogdaou (abueyaeq
uesjelpd



342

Tab 74
PediaLean Project Costs/
Program Costs Per Unit
Description of Costs per Unit $$
Cost of Goods Sold (1) ) $8.10
Direct Advesiising $13.70
Legal Expenses $1.37
Advisory Board & Articles $4.38
Nutritionist $0.35
Conferences $0.42
Website: Building, programming &
maintenance $11.62
Pediat.ean Direct Cost per Unit 339.94
Burden & Overhead $13.48
Grand Total Cost:per Unit $53.40 *

Notes:
(1) Cost of Goods Sold $183,655 plus the cost of units on
hand $3,736, divided by the total units (#23,148).

All other costs per unit are-calculated by dividing the costs:
by the number- of total units.

Average Sale Price is $25.89.a unit.
Saleés of $580,270 divided by units sold (#22,409),

“*NOTE: The.above cost per unit is based upon current

sales figures and reflects all start-:up-costs. Of course, CINEH i
certain costs per unit, such as the cost of advertising, ﬂg(%m
legal expenses, advisory board, website;, nutritionist, etc., - o
would have been significantly lower if the total unit sales NFORMATION
would have been higher.

Covers.Jan 1, 2002 through Feb 27, 2004
’ PLO05413
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. Tab 75
Pedial.ean
From: Michael Meade
Sent: Thursday, June 12, 2003 11:37 AM
To: Kristen Jones
Subject; RE: Pedial.ean request--product price
finished product = $4.48
--—Original Message-——
From: Kristen Jones
Sent: Monday, June 09, 2003 4:33 PM
To: Operations
Ce: Caria Fobbs

Subject: Pediatlean request--product price
Importance: High

Michael,
in the request for supplemental information on Pedial.ean that we received from Congress, they request the
foliowing information:
12. How much does it cost the company (whichever one) to make each Pedialean product?
Please provide this information to the Legal Department by Wednesday of this week.

Thank you,
Kristen Jones

CONFIDENTIAL
PROPRIETARY
PL002292 INFORMATION
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Klein-Becker

PedialLean
(120 Count) Tab 76
oot

[ 2002]

[2003] Period1 [s 9058
Period2 |$ 6320
Period3 |$ 20,778
CONFIDENTIAL Period4 |$ 25375
PROPRIETARY Period5 | S 14,840
INFORMATION Period8 |$ 23338
Period7 | $ 12496
Period8 |$ 8871
Period9 |5 6232
Period 10 | § 7,366
Period11 | § 6,203
Period 12 | § 5,014
Period 13

PL003329
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TestroGel for Body Builders Page 1 of 2

New Product Update

Androgen-Saturated Transepidermal Gel
e =l

Or Call 1-800-919-9715

Testosterone-Boosting Gel

Shakes Up U.S. Fitness Market

As we all know, testosterone is responsible for increased
muscle mass, increased strength, increased sex drive,
aggression, confidence, reduction of body fat and the will
to win. If there’s ever been a substance at the core of
manhood itself — it's testosterone. So how can you raise
your testosterone levels without a doctor’s prescription?
Well, thousands upon thousands of of men around the
globe have turned to TestroGel®... the androgen-
saturated, topically applied gel that boosts testosterone
levels... and we mean really boosts testosterone levels.

Increase Testosterone

Without Raising Estradiol Levels

Unlike ordinary pills and powders, TestroGel helps raise testosterone levels without increasing estradiol

(the female hormone responsible for decreased sex drive, genital weakness and the embarrassment of

gynomastia — female-like breasts on men). That's why TestroGel is known as the preferred prescription
alternative around the globe.

TestroGel® is Odorless and Easy to Apply

With TestroGel there are no painful applications, no uncomfortable patches to
wear, and no annoying pills to take. TestroGel absorbs in seconds, leaving
no greasy residue or telltale medicinal odor. No one but you will know why
you've suddenly become bigger, more ripped, more powerful, and more
aggressive, but everyone will see an incredible difference.

B

g™\
TestroGel' |

Unleash the Incredible Power of TestroGel®!

Once confined to the most radical bodybuilding elite — bent on being the
biggest, strongest and most aggressive — the thirst for TestroGel has spread
to that vast population of men who are tired of lifting weights month after
month without realizing the significant muscle growth and definition that sets
them apart from the crowd. That's why so many people are willing to pay
more than $3.00 per application just to use TestroGel.

USRI H S 2

http://www.kleinbecker.com/products/testrogel/indexb.asp 6/7/2004
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TestroGel for Body Builders Page 2 of 2

Order Today and Take the TestroGel® Challenge!

Put TestroGel to the test! Use TestroGel for just ten days. If you don’t have more muscle mass, more
strength, and less body fat — if you don’t feel more intense, more aggressive, and more powerful — we'll
give you your money back... no questions asked. That’s right! TestroGel is guaranteed to work for
you or it costs you absolutely nothing!

“Although TestroGel has become one of the most sought-after new products in
America — based on its reputation as a ‘sex gel’ — bodybuilders are hoarding
tubes of TestroGel because it has emerged as a clinically verified alternative to
prescription performance enhancers.”

— Dr. Daniel B. Mowrey, Director of Scientific Affairs, Klein-Becker usa

Or Call 1-800-919-9715

Warning TestroGel is not intended to cure, treat, alleviate, or mitigate in any way, symptoms or conditions related to
hypogonadism. TestroGel should not be used as a subsmule 'or medically supervised hormone replacement therapy.

TestroGel should not be fused with the . If you suspect you suffer from
hypogonadism or clinically deficient testosterone levels, consult a hoensed quallﬁed health-care prolessnonal TeslroGeI is
not intended to diagnose, treat, cure, or prevent any disease. is and/or

irresponsible and can be dangerous. To find a qualified health-care professional in your area, you may contact The
American Medical Association (AMA) at (312) 464-5000 or visit www.ama-assn.org

"Share Your Success Story"

Home | Dermalin | Mamralin | Oxydrene | PediaLean | StriVectin | TestroGel | Thyrovarin

BE —

© Copyright 2002 Klein-Becker usa®. All rights reserved.

http://www kleinbecker.com/products/testrogel/indexb.asp 6/7/2004



Yes! 1 Would Like To

BUY NOW! /

Or Call 1-800-919-9715

boy'... these are the traditional
excuses parents use 1o justify their
child's overweight condition. The old
excuses can no longer stand. ..
especially now that there is a safe,
natural weight-loss compound designed and
developed specifically for children. Combined
with a proactive program specifically created
to support both parent and child ~ this naturat
weight-control compound resulted in significant
weight loss in virtuaily every child studied. For
your child’s sake, for your sake, you must take
advantage of this clinically proven solution.”

Dr. Nathaiie Chevreay, Ph.D., R.D. Director of Women's Heaith,
Klein-Becker usa

Published Medical Studi
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If you’re the parent or grandparent of one of the more than 11
million overweight or obese school-aged children in the United
States, you know the pain and embarrassment this growing
“Epidemic™ can cause. But now, a revolutionary, all-natural
weight-contro} compound offers new hope. It's called
Pedial.ean®*: the first and only clinically proven, safe, and
effective weight-control compound designed for children and
adolescents... and it’s finally available in America exclusively
from Klein-Becker usa.

What is Pedialean?

The active ingredient in PediaLean® is Pediatropin,™ an all-
natural, micronized fiber concentrate derived from a plant (tube
called P, rivieri. This tuber has been used as a food source for
thousands of years, but only recently have scientists discovered
effective method for micro-processing the plant into a high-
molecular-weight powder which makes it ultimately effective a
children’s weight-control tool.

Klein-Becker's proprietary micronization process guarantees t
Pedial.ean& is not onty safe, but is the one and only weight-
control compound designed, manufactured, and clinically prove
safe and effective for use by overweight children and adolescen

Does Pedial.ean® work? You bet it does! In a well-controlled
clinical trial, each and every child who used Pedial.ean® as
directed lost a significant amount of excess body weight... a
success rate of 100%!

Professional Support and a Shoulder to

Lean On

But PediaLean® is more than a great weight-loss formula for
your chitd. 1t's a complete program of online support accessible
from home, office, or anywhere you may be. Simply log on to
woey Wogpninlosslord fnidron com — the exclusive, easy-to-use.
online service developed just for Pedial.ean® parents — and you
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and you'll find a place where all your questions will be answered
by our panel of Doctors, Registered Dieticians, and Exercise
Specialists. .. each dedicated to help you and your child succeed.

You'li also get full access to a personalized, easy-to-follow
eating and exercise plan for your child based on gender, height,
weight, and age. In addition, you will find information on all
aspects of children’s health as well as practical solutions to
difficult problems — like how to maintain good nutrition using
today’s “fast foods.” But that’s not all. The most popular feature
of 1\ Biidren von is our wonderful “Parents Oaly”
Message Board. .. a place of compassion and practical advice from
a community of parents who have walked in your shoes and are
there to help. They understand how you feel because they’ve been
there themselves. There’s even a free personalized weight-control
plan for you at nws Nt oo You will love both sites!

Order Pedialean® Today!

So order today, then log on to
waw Wenhed ossbortinidivn.con and begin a new life for you
and your child. By the way, as with all Klein-Becker formulations,
Pedial.ean® comes with our no-nonsense, 100% money-back
guarantee; simply stated, if you're not completely satisfied with
your Pedial.ean® purchase, return the unused portion within 30
days for a full, prompt, and complete refund... no questions asked!
Call now!

Basic Research is very pleased to assist voluntarily the
Congressional ittee's und ding of childhood obesity
and our effective treatment for this condition. Tragically, obesity
has become a growing epidemic among children and adolescents
in the United States. Basic Research's commitment to help
alleviate this problem has led to its decision to reduce the price of
Pedialean... a clinicaly proven, effective and safe dietary
supplement for childhood weight control.

Go Yo )
WeightLossForChildren.com



349

TestroGel for Body Builders Page 1 of 2

Testosterone:
Not just for the hardcore

BUY ONLINE
. NOWL
Or Call 1-800-919-9715

Testosterone-Boosting Gel

Shakes Up U.S. Fitness Market
As we all know, testosterone is responsible for increased
muscle mass, increased strength, increased sex drive,
aggression, confidence, reduction of body fat and the will
to win. If there's ever been a substance at the core of
manhood itself — it's testosterone. So how can you raise
your testosterone levels without a doctor’s prescription?
Well, thousands upon thousands of of men around the
globe have turned to TestroGel®... the androgen-

© saturated, topically applied gel that boosts testosterone
levels... and we mean reaily boosts testosterone levels.

increase Testosterone

Without Raising Estradiol Levels

Unlike ordinary pills and powders, TestroGel helps raise testosterone levels without increasing estradiot
{the femaie hormone responsible for decreased sex drive, genital weakness and the embarrassment of
gynomastia — female-like breasts on men). That's why TestroGel is known as the preferred prescription
alternative around the globe.

TestroGel® is Odorless and Easy to Apply
With TestroGel there are no painful applications, no uncomfortable patches to -
wear, and no annoying pills to take. TestroGel absorbs in seconds, leaving TestroGel

no greasy residue or telifale medicinal odor. No one but you will know why Sprm——rey
you've suddenly become bigger, more ripped, more powerful, and more
aggressive, but everyone will see an incredible difference. Trereas
-y
Unleash the incredible Power of TestroGei®! )
Once confined to the most radical bodybuilding elite — bent on being the :?,_
biggest, strongest and most aggressive — the thirst for TestroGel has spread —
to that vast population of men who are tired of lifting weights month after - e

month without realizing the significant muscie growth and definition that sets
them apart from the crowd. That’s why so many people are willing to pay
more than $3.00 per application just to use TestroGel.

http://www kleinbecker.com/products/testrogel/indexb.asp 6/13/2004
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TestroGel for Body Builders Page 2 of 2

Order Today and Take the TestroGel® Challenge!

Put TestroGet to the test! Use TestroGel for just ten days. if you don’t have more muscle mass, more
strength, and less body fat — if you don’t feel more intense, more aggressive, and more powerful — we!'ll
give you your money back... no questions asked. That's right! TestroGet is guaranteed to work for
you or it costs you absolutely nothing!

= “Although TestroGel has become one of the most sought-after new products in
America — based on its reputation as a 'sex gel’ — bodybuilders are hoarding
{ tubes of TestroGel because it has emerged as a clinically verified aiternative to
w prescription performance enhancers.”

\Q\ ‘ — Dr. Daniel B. Mowrey, Director of Scientific Affairs, Klein-Becker usa

B oW = j Or Call 1-800-919-9715

Warning TestroGel is not intended to cure, treat, alleviate, or mitigate in any way, symptoms or conditions related to
hypogonadism. TestroGel showid not be used as 3 subsmute for medically supervised hormone repiacement therapy.

TestroGel shautd not be with the # you suspect you suffer from
hypagonadism or clinicatly deficient testosterone levels, consult a licensed, quahﬂed heaith-care professional. TesrroGel is
not intended to diagnose, treat, cure, or prevent any disease and/or

be . To find a qualified heaith-care pro'essvonat in your area, you may contact The
American Medical Assoclanon (AMA) at {312) 464-5000 or visit www.ama-assn.org

"Share Your Success Story”

Home | Dermalin | Mamralin | Oxydrene | Pedialean | SiriVectin | TestroGet | Thyrovarin

© Copyright 2002 Klein-Becker usa®. All rights reserved.

hitp://www.kleinbecker.com/products/testrogel/indexb.asp 6/13/2004
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kleinbecker Page 1 of 1
s
i
Tab 80
Testrogel® (100% Testroxin™)
Transepidermal Androgen-Saturated Gel™
Testroel
: =
Toskrode
e
4 oz. Supply
2 oz. Supply LA
=i {Approx. 60 applications)
(Approx. 30 applications) “gave :f’g (l)coa ions
$95.00 $180.00

Add To Add To
Basket Now! Basket Now!

httpr//www kleinbecker.com/products/testrogel/testrogel.asp

6/13/2004
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Mamrilin-ARa Home Page Page 1 of 2

Mamralin-ARa®: The first and only formulation designed 1o protect & woman's breasts
from sag and shrinkage caused by weight loss.

Tab 81

BUY ONLINE ;

Or Call 1-800-919-9715

STOP BREAST SAG

& SHRINKAGE
CAUSED
BY DIETING

if Maintaining The Size And Shape Of
Your Breasts Is Important, Don’t Start
Another Weight Loss Plan, Take Another
“Fat-Burner” Or Begin Another Exercise
Program Until You Read This Report!

None of us like to talk about it. But if you've ever gone on a diet, taken “fat-burners” or begun a vigorous
exercise program, then you know the first thing to shrink is your bust size... not your hips, not your thighs, and
not your tummy, but your breasts. The more fat you burn, the more weight you lose, the smaller and saggier
your breasts become. Exasperating to larger-breasted women. .. devastating to those iess “well-endowed” and
one major reason why so many women {consciously or subconsciously) abandon their weight loss plans.

Why Does Dieting Cause Breast Shrinkage?

The predominant tissue causing the bust to become plump and round is fat. That's right, fat,.. a vast matrix of
adipose (fat) tissue surrounding the mammary giands. The more fat you store in your breasts, the bigger,
firmer, and rounder your breasts appear.

The reason our breasts shrink during weight loss is retatively simple: fat cells in the female breast effortlessty
store excess body fat (that's why they get bigger when we gain weight), and — just as fast as they store
excess fat — the fat cells in our breasts are the first to release stored fat when our bodies needs it for
energy... like when we diet and exercise. So, if you're on a diet and don’t do something to impede the release
of fat from the breast (especially those of you who are using "fat-burners”)... Your breasts wilt shrink. That's
why every woman about to begin a weight loss or exercise program needs Mamralin-ARa®... the first (and
only) topically applied, transepidermal compound specifically designed to prevent the devastating effects of
diet-induced breast sag and shrinkage.

[——] “The Adenosine Receptor Agonists (ARAs) in Mamrilin-ARa

hitp://www kleinbecker.com/products/mamralin/index.asp?sid=909555580 6/13/2004



353

Mamrilin-ARa Home Page Page 2 of 2

are designed to protect (and in many cases increase) the
figure-enhancing fat stores in your bust while dieting.”

How Does Mamrilin-ARa Prevent Breast Shrinkage During Weight Loss?
Just as there are compounds (beta adrenergic stimulants) that encourage fat cells to release stored fat, there
are other compounds that encourage fat celis to retain fat. These remarkabie compounds, called Adenosine
Receptor Agonists {ARAs), are the core of Mamralin-ARa’s breakthrough topical formulation. Identifying
specific ARAs that inhibit fat release was easy. However, producing a safe and effective agent that would
deliver ARAs directly into the breast proved much more difficult.

The Breakthrough

Finally, after more than three years of careful investigation, our research scientists
developed a proprietary transepidermal gel capable of delivering the highly active,
ARA infused preparation deep into the outer layers of fatty breast tissue... inhibiting
lipolysis (the process that causes the breast to release stored fat) and stimuiating fat
uptake and retention. In other words, by transepidermally infusing your breast with
ARAs, Mamralin-ARa makes it difficult for your body to deplete the fat stores in your
breast for energy... maintaining (and in many cases increasing) the figure-
enhancing fat stores in your bust — right where you want it. But that's notall...
because Mamralin-ARa makes it difficult to attack breast fat, it also forces your body
to find an alternative source of fat to burn for energy... helping you get rid of the
excess, unwanted fat stored in your hips, thighs, abs, and buttocks just a little bit
faster.

Avoid Diet Induced Breast Sag and Shrinkage. Order Mamrilin-ARa Now!
So, if looking great is your goal — applying Mamrélin-ARa twice-a-day is the best way to avoid diet induced
breast sag and shrinkage. Mamralin-ARa will ensure that your diet or exercise program will result in the sexy,
eye-catching body you want and deserve. Order Mamralin-ARa Now! Mamréiin-ARa: the first and only
formulation specifically designed to protect a woman's breasts from the inevitable sag and shrinkage caused
by weight foss. Guaranteed to work for you or your money back!

; Wugw‘-mﬁ ) Or Call 1-800-919-9715

"Share Your Success Story” ORpER BY

—e

Home | Dermatin | Marmeakn | Oxydrene | Pedialean | Strivectin | TestroGed | Thyrovarn

@ Copyright 2002 Klein-Becker usa®. All rights reserved.

http://www kleinbecker.com/products/mamralin/index.asp?sid=909555580 6/13/2004



354

kleinbecker

Page 1 of 1

Whker-Bucicas 1mad

Tab 82
Mamrilin-ARa®
The first and only formulation specifically designed

to protect a woman’s breasts from the inevitable
sag and shrinkage caused by weight loss.

Wi

6 oz Supply
3 0z.Supply (A
2 pprox. 2-Month Supply)
{Approx. 1-Month Supply) SAVE $10.00
$109.00

$208.00
Add To Add To
Basket Now! Basket Now!

http://www kleinbecker.com/products/mamralin/mamralin.asp

6/13/2004
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o GetSupps.com

Exercise

Today Tab 83

HOME Shippin Guarantee Ingredients contact@getsupps.com

Klein-B
Anorex
Luprinol
Aprinol
Dermalin APg
TestroGel
Oxydrene
Somnabol PM
Mamralin ARa

Buy two for free shipping!

Cellulite

Eraser — F Powerful
‘p Explosion Anorex $84.99 For the millions of Americans who are
_dst Booster Anorectic significantly overweight (more than 30 Ibs. of excess body weight and/or a
Automatic BMI [body mass index] greater than 30) there is simply no longer any way to
Weight Agent Helps 9eny the gen"et_ic link to obesity. That's why ordinary diet pills and so-called
Loss fat magnhettsTrglf they \:(oqk :ttall)bso otfterla fail to he\phthe su;mf;cgr:;!yt il
P overweight. The genetic link to obesity also means that repeated diet failure
Compound Overcome and chronic overweight is not your fault. Unless a weight-control compound
- addresses the genetic factor — and helps you overcome your genetic
Genetic predisposition to obesity — your attempts at weight loss become no more
. than an exercise in futility (and a waste of time and money).

Womens Ll n k TO

Zotrin . But now there's Anorex™ — the first weight-control compound designed to
M Zotri Obes|ty mitigate the profound effect that variations in the human genetic code have
Mens Zotrin on the storage, use, and disposition of body fat.

Anorex™ is an extremely powerful anorectic agent and is not intended for
Lip Plumper use by the casual dieter who is merely attempting to shed five or ten "vanity" pounds. However, if substantial,
Tummy excess body fat is adversely affecting your health and self-esteem, then it's time for you to discover Anorex™

Flattening Gel — th‘e f:rst _comprehenswe weight-loss compound designed specifically to overcome your genetic
Llattening Gel predisposition.
Breast

MmAnorexm: The Result of an Extraordinary Collaboration
Anorex™ (or more correctly, its patent-protected core compound, Leptoprin™) is the result of an extraordinary
. collaborative effort between Dr. Daniel B. Mowrey, Director of Scientific Affairs, Klein-Becker usa, Provo, Utah,
Mand Dr. Edward G. Fey, University of Massachusetts Medical Center, Worchester, Massachusetts. Though
working independently, both doctors were keenly aware of the growing body of evidence linking obesity to
certain genetic "markers." In September of 1998, Drs. Mowrey and Fey discovered each had access to
compatible patents for variant methods of regulating obesity. As they familiarized themselves with each
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others' work, it became clear that combining the patented formutations could
overcome genetic anomalies responsible for significant overweight. In fact, a

* recent report ("The Human Obesity Gene Map: The 1999 Update"} published in
Obesity Research, the official journal for the North American Association for the
Study of Obesity, disclosed, "The number of genes and other markers
associated or linked with human obesity phenotypes continues to expand and
now reaches weli over 200" {(Vol. 8 No. 1 Jan. 2000, p.105). For example, gene
FABP2, located at 4g28-q31, impacts abdominal fat, body mass index, and fat
percentage — while others are more specific, such as gene INS, located at
11p15.5, which influences waist-to-hip ratios in obese women (pp.99-100).

Anorex™ Helps Overcome Genetic Link to Obesity
Anarex™ is the first product designed specifically for the significantly
overweight by helping to overcome the genetic link to obesity. First,
significantly overweight people have a geneticaliy-based tendency to store excess dietary calories as body fat.
Anorex™ helps overcome this tendency by effectively increasing the body's ability to destroy calories in
specialized "wasting cycies” within fat, muscle, tiver and other body ceils. Second, Anorex™ dramatically
interferes with the process of converting calories to fat. Third, Anorex™ exerts a profound "lipolytic” action —
it "mobilizes” stored fat, moving it out of the fat cell and thereby reducing the size of the fat cell mass. Fourth,
Anorex™ inhibits the creation of new fat cells (yes, scientists now know that we create new fat cells
throughout life). Fifth, Anorex™ increases the special process (calied apoptosis) in the body that results in the
destruction of immature fat cells before they become bloated with fat. Sixth, Anorex™ is especially effective in
prolonging all of these actions in the body for the longest possible time. in short, Anorex™ is such a
breakthrough discovery for the significantly overweight because Anorex™ aids in the defeat of destructive
genetic influences on the cellular regulation and coordination of dietary calories: their intake, their conversion
to body fat, and their removal from body fat stores. In other words, Anorex takes away "pre-programmed
genetic failure” and gives the significantly overweight contro! over their lives once again.

Anorex™: Now Available in The United States Without Prescription

In a report dated February 18, 2000, Dr. Mowrey stated "Although Anorex™ is much too powerful for the
‘casual dieter,' the ability of Anorex™ tc help people overcome the genetic implications of obesity leads me to
believe Anorex™, and its base formulation Leptoprin™, is the most effective means of providing considerable
benefit to that vast population of American men and women who are significantly overweight. That is, untit
science develops a reliable means of altering the genetic code.” if You're Significantly Overweight, You Need
Anorex™ {f you're significantly overweight (more than 30 Ibs. of excess body weight and/or a BM| greater than
30), there is only one weight-control compound specifically designed for you... it's Anorex™ . Patent-protected,
clinically established, and guaranteed to heip you become the thinner, healthier, and more active person
you've always wanted to be.

WARNINGS: Do not take this product if you are taking MAQ inhibitors or a prescription drug for anticoaguiation (thinning of the blood), diabetes,
gout or arthritis or any other prescription drug unless directed by a physician. Do not take this product if you have any of the following conditions:
high blood pressure, cardiovascular disease, thyroid disease. prostate problems or disbetes. improper use may be hazardous to your heaith. Keep
eut of the reach of children. Consuilt a physician or ficensed heatth care professionat before using this produst if you have, or have a famity history
of, heart disease, thyroid disease, diabetes, high biood pressure, recurrent ior of other fatric condition, glaucoma,
dlmou iy in unnanng prostate enlargemem or seizure disorder, o W you are using any other dietary supplement or over-the-counter drug
{found in certain allergy, asthma, cough/cold and weight cortrol
products). If you are sensitive to ephedra or ather st we Anorex-SE™ Stimulant-Free serving may
cause serious adverse health effects including heant attacks and stroke. Do not take if sensitive to or if allergic to aspirin. Do not use i pregnant (it
is especially important not o use aspirin duting the fast 3 months of pregnancy uniess specifically directed to do so by a physician because it may
cause problems in the unbom child or complications during pregnancy), nursing, have asthma. or have stomach problems (such as heartbuen,
upset stomach or stomach pain} that persist or recur, or if you have ulcers or bieeding problems, unless directed by a physician. If ringing in the
ears or temporary loss of hearmg occurs, consuit a physician before taking agsin. Discontinue use and call physician or licensed heaith care

i you rapid heartbeat, dizzingss, severe headache, shortness of breath or similar symptoms.




357

The Power to Keep Going! Page 1 of 2

XYD REN E l  Deep Tissue Oxygenator for
renulin-RCC® Viagra® Users and their Partners
O, What can Oxydrene®

do for you that
Viagra® can't?

"Viagra® will get you
there, but Oxydrene®
keeps you going."**

Tab 84

Or Call 1-800-919-9715

Millions of men taking Viagra®* to solve the problem of erectile dysfunction (ED) have come to
the sad conclusion that endurance and stamina are the real keys to mutual satisfaction. The ability
to keep going is what separates Oxydrene® from every other compound on the market — and why
so many Viagra®* users (and their partners) are taking Oxydrene along with Viagra®* for
complete sexual fulfillment.

Let's face it, sexual relations are virtually identical to exercise — the instant your muscles run
out of oxygen, your ability to continue becomes a painful exercise in futility. Oxydrene — the
clinically proven deep tissue oxygenator — was developed for one specific purpose: to replenish
oxygen spent through physical exertion. In other words, Oxydrene provides sufficient oxygen at
the cellular level to fully maximize sexual performance, allowing you to recuperate faster, stay
longer, and have the ability to perform at your peak all night long.

Lack of oxygen makes you fatigued, fatigue makes you weak. Oxydrene makes you strong. We
are so sure of Oxydrene's power that we guarantee you will see and feel a profound difference in
ten days or your money back. That's why Oxydrene has been called “Viagra's®* better half.”
Viagra®* gets you there, but Oxydrene keeps you there. Get your Oxydrene today. You (and your
partner) will not be disappointed.

Oxydrene® Will Change Your Life

Increased energy, stamina, and endurance... make no mistake about
it, Oxydrene will work for you, just as it has for thousands and
thousands around the globe. You will be thrilled with the results —
results you can feel and everyone else will notice. Experience the
incredible advantage maximized blood and tissue oxygen provides!
While increasing blood and tissue oxygen levels sounds like a simple
concept... it's taken more than 50 years of clinical and field testing to
bring you Oxydrene. Oxydrene's capacity to bind oxygen to blood and
tissue maximizes your body's ability to build muscle, reduce fat, and
increase energy, stamina, and endurance. That's why thousands of
Oxydrene users call it "The Secret Weapon of Winners." Get

Oxydrene today and experience the difference! NEXT>>

¥
2
2
z

http://www kleinbecker.com/products/oxydrene/viagra_users.asp?sid=909572471 6/14/2004
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"Young or old, man or woman, sufficient blood
and tissue oxygen levels are required to maintain

a youthful level of energy, stamina, and endurance."

~ Dr. Daniel B. Mowrey, Science Director, Klein-Becker usa

Or Call 1-800-919-9715

**Clinically proven safe and effective under verified hypoxic conditio

*Viagra is a registered trademark of Pfizer, Inc.
Oxydrene is a regi of X M. al, L.L.
Oxydrene is not sponsored or approved by Pfizer, Inc.

"Share Your Success Story”

Home | Dermalin | Mamralin | Oxydrene | Pedialean | StriVectin | TestroGel | Thyrovarin

© Copyright 2002 Klein-Becker usa®. Al rights reserved
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Oxydrene® (Crenulin-RCC®)

Deep Tissue Oxygenator

240 Capsules
120 Capsules
i {Approx. 2-Month Supply}
{Approx. 1-Month Supply) SAVE $10.00
$79.00 $148.00

AddTo Add To
Basket Now! Basket Now!
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Kelli - Tab 86

With respect to your inquiry concerning Mitchell Friedlander’s background in the dietary
supplement industry, following is the information:

In the mid-1980's, Mr. Friedlander was engaged in the marketing of certain products related to
weight loss and male pattern baldness. As a result of such marketing activities, Mr. Friedlander
faced charges and administrative proceedings in three separate forums. All three of these actions
arose from the same set of facts and circumstances.

Mr. Friedlander was charged by the State of Florida in the Circuit Court of the Seventeenth
Judicial Circuit, in and for Broward County, with numerous counts of schemes to defraud,
Florida RICO violations, cheating, and misleading advertising. All but thirteen counts of scheme
to defraud (one count per involved product) were dismissed, and Mr. Friedlander pled nolo
contendere to the remaining thirteen counts.

Pursuant to an agreement between Mr. Friedlander and the Broward County prosecutor which
was fully accepted and approved by the Court, adjudication of the matter was withheld. Mr.
Friedlander had a one-year jail sentence suspended, was placed on probation for five years, paid a
fine of $460 and agreed not to conduct business in the state of Florida during the five year
probationary period (he had, at the time of the agreement, relocated to Georgia). The agreement
was entered more than sixteen years ago, in March 1988. Mr. Friedlander strictly abided by the
terms of the agreement.

Pursuant to well-established Florida law, Mr. Friedlander’s nolo contendere plea coupled with a
“withhold of adjudication" does not represent a conviction of any crime.

The Federal Trade Commission brought an action against Mr. Friedlander and several
corporations with which he was affiliated alleging the use of deceptive advertising arising out of
the same facts as the State of Florida matter. Final judgment was entered in the FTC matter in
February 1986 by the United States District Court for the Southern District of Florida enjoining
the defendant corporations and Mr. Friedlander from making certain narrow, specific
representations regarding the ability of a person “to lose weight without exercising or restricting
caloric intake." In addition, the defendant corporations and Mr. Friedlander were enjoined from
making representations suggesting that any product could "cure baldness or cause new hair to
grow.” Mr. Friedlander has strictly abided by the terms of this judgment.

Finally, the U.S. Postal Service brought an action arising out of the same set of facts and
circumstances. A cease and desist order was entered restricting Mr. Friedlander from using the
mails to make the types of claims which were enjoined in the FTC action. Mr. Friedlander has
strictly abided by the terms of the order.
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All Rights Reserved

Tab 87

The Associated Press

These materials may not be republished without the express
written consent of The Associated Press

March 23, 1988, Wednesday, AM cycle
SECTION: Domestic News
LENGTH: 316 words
HEADLINE: Owner of Mail-Order Company Banned from Living, Working in Florida
DATELINE: FORT LAUDERDALE, Fla.

BODY:

A man accused of making millions by selling worthless mail-order cures for
ills from impotency to baldness to obesity has been banished from living and
working in Florida.

Mitchell Friedlander, the 38-year-old owner of Robertson-Taylor Co., entered
pleas of no contest Tuesday to 13 charges of operating a scheme to defraud.

In return for his pleas, Broward County Circuit Judge Mel Grossman, gave him
a suspended one-year jail term, put him on probation for five years and barred
him from doing business or living in Florida.

Grossman withheld adjudication in the case, meaning Friedlander will have no
criminal record if he complies with probation terms. If he forms a corporation,
owns retail outlets or warehouses, or obtains a mail drop in Florida, he can be
sent to prison.

Friedlander's mail-order company, which had 400,000 customers and grossed
millions in sales, began operating from a Fort Lauderdale office in early 1984,
police and his lawyer, William Richey, said.

Through ads in national magazines, it offered pills and lotions to cure
baldness, turn fat to muscle, relieve stresgs, increase breast size, dissolve
cellulite, cure impotency, and provide the "ultimate orgasmic experience.®

Three months after the business opened, police began investigating customer
complaints. In July 1985, police charged Friedlander with 43 counts of
racketeering, scheming to defraud, misleading advertising and cheating.

Six weeks later, he was charged with 70 new counts of fraud and grand theft
after police searched his office.
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The Associated Press

Friedlander's no contest plea, which is not an admission of guilt, was
prompted after Grossman ruled that none of the evidence gathered during the
search would be admissible at trial. The ruling wiped out 70 charges.

The plea came as jury selection was beginning for trial.

Today, Friedlander lives in Atlanta, in debt, according to Richey.
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In the Matter of the Complaint Against

INTRA-MEDIC FORMULATIONS, INC.
1110 West Sunrise Boulevard
Ft. Lauderdale, Florida 33311-1337

and

MITCHELL K. FRIEDLANDER
508 Bontona Avenue
Ft. Lauderdale, Florida 33301-2422

and

CUSTOMER SERVICE DISTRIBUTION CENTER, INC.
997 N.E. 1llth Avenue Ft.
Lauderdale, Florida 33311-1337

and

CONNOR~FREEMAN LABORATORIES, INC.
1881 N.E. 26th Street, Suite 208
Ft. Lauderdale, Florida 33305-1416

and 1110 West Sunrise Boulevard
Ft. Lauderdale, Florida 33311-1337

and 10100 Linn Station Road, Suite 102
Louisville, Kentucky 40223-3837

RESPONDENTS

P.S. Docket No. 18/182
08/10/85

Bernstein, Edwin S.

APPEARANCES FOR COMPLAINANT:
Sandra C. McFeeley, Esq.,
Kenneth N. Hollies, Esqg.
Consumer Protection Division
Law Department

U.S. Postal Service
Washington, D.C. 20260-1100

APPEARANCES FOR RESPONDENTS:
Lee H. Harter, Esqg.

2256 Van Ness Avenue

San Francisco, CA 94109-2513,

Dale B. Hinson, Esq.
1101 Fifteenth Street, N.W.
Washington, DC 20005-5002

Mitchell K. Friedlander

http://usps.com/judicial/1985deci/19-182.htm 06/08/2004
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c/o The Robertson

Taylor Company

1110 West Sunrise Blvd.

Ft. Lauderdale, Florida 33311-1337

POSTAL SERVICE DECISION

On September 21, 1984, the Consumer Protection Division, United States Postal Service (Complainant)
filed a Complaint alleging that Respondents Intra-Medic Formulations, Inc. and Mitchell K. Friedlander
violated 39 U.S. Code § 3005 by selling Anorex-CCK, a purported weight loss product, through the use
of the mail by false representations. The Complaint was amended by Orders of January 8, January 28
and May 23, 1985 to add Respondent Connor-Freeman Laboratories, Inc. and its three mailing
addresses. The January 28 Order also permitted revised allegations of false representations, and
confirmed an earlier Order that added Respondent Customer Service Distribution Center, Inc. (Tr. 396).

Paragraph 7 of the Amended Complaint alleged that Respondents falsely represent:

(a) Ingestion of Anorex-CCK in accordance with the label instructions will result in rapid, permanent
weight loss.

(b) The weight loss results claimed for Anorex-CCK may be achieved without effort, calorie-restricted
diets or exercise.

(c) Cholecystokinin (CCK), the primary active ingredient of Anorex-CCK, is responsible for causing
rapid, permanent weight loss in users, without effort, calorie-restricted diets or exercise.

(d) Reliable and competent scientific evidence demonstrates that the cholecystokinin in Anorex-CCK,
orally ingested, is effective as described in 7(c) above.

(e) The bovine tissue in Anorex-CCK is the only naturally occurring source of cholecystokinin.

Respondents denied that they violated 39 U.S. Code § 3005. At Respondents' request, this case together
with PS Docket Nos. 19/104 and 19/162 was scheduled for expedited hearing pursuant to 39 C.F.R.
952.17(a) (Judge Cohen's Order of February 1, 1985). I was designated Acting Judicial Officer for that
purpose.

Commencing February 12, 1985 Complainant presented the testimo nies of Richard C. Eastman, M.D.,
William R. Ayers, M.D., and Albert I. Mendeloff, M.D. Respondents presented the testimonies of
Stephen C. Woods, Ph.D., Thomas M. S. Wolever, B.M., Dan Sarel, Ph.D., Lynda M. Maddox, Ph.D.,
and Ruth B. Smith, Ph.D. By stipulation, Respondents’ advertisements and various other exhibits as
identified on Complainant's exhibit list were received in evidence (Tr. 2006-15).

During the hearing, Respondents offered as exhibits two collections of scientific articles which they
designated as "Anorex-CCK (Cholecystokinin) Source Book" and "Guar Source Book." Upon no
objection these source books were received into evidence, although they were not given exhibit numbers
since the books were to be furnished later and some of the articles duplicated other exhibits (Tr. 4690J-
). The Anorex-CCK Source Book is hereby designated as RX3-54 and the Guar Source Book is hereby
designated as RX3-55. The articles contained in the Anorex-CCK Source Book are listed in Appendix A
to this decision.

http:/fusps.com/judicial/1985deci/19-182 .htm 06/08/2004
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Respondents offered as an exhibit the videotaped deposition of Joseph E. Morrow, Ph.D. Dr. Morrow
conducted a survey and based upon that survey concluded that the money-back guarantee that
Respondents offered was a crucial factor in persuading the majority of users surveyed to buy products.
Although Complainant objected to the admission of this exhibit, I received it into evidence subject to a
showing in post-hearing proposed findings and conclusions that the deposition is relevant (Tr. 4794-96).
Respondents' post-hearing submissions have failed to show that the deposition is relevant. In view of the
holdings in Farley v. Heininger, 105 F.2d 79, 84 (D.C. Cir. 1939); Borg-Johnson Electronics, Inc, v,
Christenberry, 169 F. Supp. 746, 751 (S.D.N.Y. 1959) and other cases that a promise of a refund if a
customer is dissatisfied will not dispel the effect of false advertisements, I find the deposition to be
irrelevant and therefore inadmissible. The transcript and the videotape of the deposition are hereby
designated as RX3-56 and RX3-56A respectively and will be retained as rejected exhibits.

At the hearing, Respondents also offered an affidavit and report of Kenneth W. Clarkson, Ph.D. Upon
objection by Complainant, the affidavit and report were rejected as irrelevant (Tr. 5906-07,

Conference on the Record of April 15, 1985, pp. 5-6). The affidavit and report are hereby designated as
RX3-57 and will be retained as a rejected exhibit.

By Order of May 20, 1985 the parties were directed to submit proposed findings of fact, proposed
conclusions of law, and memo randa. Proposed findings and conclusions were to be specific and
supported by citations. The parties were directed to file reply submissions specifically stating agreement
or disagreement with the opposing party's proposed findings and conclusions and providing supporting
citations and alternate findings or conclusions where there was disagreement. Complainant filed 86
pages of proposed findings and conclusions on June 7, 1985. After requesting and being given a 10 day
extension of time in which to file their submission, Respondents on June 18, 1985 filed a three page
submission which contained no specific citations to evidence or legal authority. Complainant filed reply
submissions on June 20 and July 12, 1985. Respondents filed a reply submission on July 8, 1985
(Respondents July 8 submission). All proposed findings, proposed conclusions and arguments have been
considered. To the extent indicated, they have been adopted. Otherwise they have been rejected as
irrelevant or not supported by the evidence.

FINDINGS OF FACT

1. The Use of the Mail

Mitchell K. Friedlander owns Intra-Medic Formulations, Inc. Intra-Medic wholly owns Customer
Service Distribution Center, Inc. and Connor-Freeman Laboratories, Inc. A similar finding was made in
the January 28, 1985 Decision and Order on Motion to Dismiss and this was not denied by Respondents
in their July 8 submission.

Mitchell K. Friedlander is the president and principal decision maker in Respondent corporations which
he wholly owns and controls (January 28, 1985 Decision and Order on Motion to Dismiss). It was
determined that there was a complete identity of interests between Mr. Friedlander and his corporations,
despite Respondents' protests to the contrary. Therefore, Lee H. Harter, Esq. was considered to also
represent Mr. Friedlander. Mr. Friedlander was permitted to personally participate in the hearing as a
matter of courtesy and convenience to Respondents (Tr. 2176-77, my Memorandum For Record dated
May 6, 1985).

The Complaint set forth Mitchell K. Friedlander's address as 2175 State Road 84, Dock 12, Ft.
Lauderdale, Florida 33312-4839. How ever, in a May 1, 1985 Motion, Complainant requested that Mr.

http://usps.com/judicial/1985deci/19-182.htm 06/08/2004
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Friedlander's address be amended as 508 Bontona Avenue, Ft. Lauderdale, Florida 33301-2422. That
part of the motion was denied due to Complainant's failure to cite evidence to support this change.
Complainant's proposed finding no. 3 correctly asserted that this address was admitted in the response to
Request for Admissions No. 8 filed by the corporate Respondents on January 29, 1985. Therefore, |
grant the motion to amend Mr. Friedlander's address to 508 Bontona Avenue, Ft. Lauderdale, Florida
33301-2422. However, in accordance with Mr. Friedlander's request, service of papers will also be made
to him c/o The Robertson-Taylor Company, 1110 West Sunrise Bivd., Ft. Lauderdale, Florida 33311-
1337.

Respondent corporations solicit orders by mail in connection with the sale of Anorex-CCK. These
orders are solicited for Intra-Medic at

1110 W. Sunrise Blvd., Ft. Lauderdale, Florida 33311 (CX3-33, 35, 36b); for Customer Service at 997
N.E. 11th Avenue, Ft. Lauderdale, Florida 33311-1337 (CX3-48, 50, 34); and for Connor-Freeman at
1881 N.E. 26th Street, Suite 208, Ft. Lauderdale, Florida 33305 (CX3-41, 42, 48, 56(¢) and (f)); at 1110
W. Sunrise Boulevard, Ft. Lauderdale, Florida 33311 (attachments to May 1, 1985 Motion to Amend,
granted by Order dated May 23, 1985); and at 10100 Linn Station Road, Suite 102, Louisville, Kentucky
40223 (CX3-51).

Respondents' advertisements appear in publications of general circulation (CX3-33, 42, 51, admitted in
Respondents' July 8 submission). Respondents are all part of a single enterprise directed by Mitchell K.
Friedlander through various corporations using various advertisements for Anorex-CCK.

II. The Advertising Representations Respondents' advertising materials, including product inserts
accompanying reorder solicitations, make the representations alleged in subparagraphs 7(a), (b), (¢) and
(d) of the Complaint. However, the advertising materials do not make the representation alleged in 7(e).
Specific reasons for these findings are as follows:

{a) Ingestion of Anorex-CCK in accordance with the label instructions will result in rapid, permanent
weight loss.

Respondents' July 8 submission did not dispute this proposed finding. The May 20, 1985 Order required
each party to reply to the opposing party's proposed findings. The parties were advised that unless an
opposing party's proposed finding was specifically denied with supporting citations and an alternate
finding, that proposed finding would be deemed admitted. Respondents' statement, "no objection," is
consequently deemed an admission. Therefore, I find that the representation was made. This finding is
also based upon quotations from advertisements set forth in pages 7-14 of Complainant's proposed
findings.

(b) The weight loss results claimed for Anorex-CCK may be achieved without effort, calorie-restricted
diets or exercise.

Respondents' July 8 submission also does not dispute this proposed finding. Respondents’ only statement
was "no objection." Accordingly, this finding is deemed admitted, and I find that the representation was
made. This finding is also based upon quotations from advertisements set forth in pages 14-17 of
Complainant's proposed findings.

(¢) Cholecystokinin (CCK), the primary active ingredient of Anorex-CCK, is responsible for causing
rapid, permanent weight loss in users, without effort, calorie-restricted diets or exercise.

http://usps.com/judicial/1985deci/19-182.htm 06/08/2004
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(d) Reliable and competent scientific evidence demonstrates that the cholecystokinin in Anorex-CCK.
orally ingested, is effective as described in 7(¢c) above.

that it is CCK in Anorex-CCK that causes the claimed weight-loss effects. This idea is reinforced by use
of the letters CCK in the product's name. The advertisements state:

With respect to 7(c), the language of Respondents' advertisements conveys the unmistakable message

Medical science has just dropped a long-awaited bombshell on the diet industry -- a powerful weight

* ¥ k k¥

What makes the discovery of cholecystokinin a real diet bombshell? Not only does the compound cause
rapid weight loss, but its discovery literally exploded all previous theories about losing weight and the
cause of obesity.

* * % % ¥ What intrigues researchers is that CCK overcomes the biggest obstacles to weight loss: diet

calories ...

* * % % % [O]nly Anorex-CCK contains the powerful weight loss compound extracted through a patented
production process (CX3-33, p. 2). EXPLOSIVE WEIGHT LOSS DISCOVERY A significant weight
loss breakthrough of unprecedented magnitude has just been revealed. A compound with the tongue-
man and woman who wants or needs to lose weight and we mean lots of weight (10, 20, 30, 50 pounds
or more) including YOU] This potent, powerful, isolated peptide actually eliminates the cause of fat
formation...So QUICKLY and so EFFECTIVELY you will know from the very start why it has taken
more than 135 years of research and over 200 medically documented studies to finally bring you
ANOREX-CCK - THE ULTIMATE CURE FOR FAT. WHY HAS IT TAKEN ANOREX-CCK SO
LONG TO REACH THE MARKETPLACE? The answer is really quite simple: while ANOREX-CCK
was proven to cause weight loss, a natural source for the compound was not available. Now, after years
of research and extensive experimentation, an independent laboratory with expertise in biotechnology

(CX3-41, 3-56b, p. 2). FACT: LABORATORY ANIMALS INJECTED WITH CCK LITERALLY
STARVED THEMSELVES TO DEATH (CX3-41).

CCK puts the body in an anorectic state - a state in which the body rejects excess calories (CX3-51, p. 2,
3-56b, p. 2).

The product labels and package insert instruction book reinforce the message that CCK is the active
principle. The labels state:

CONTENTS: Each tablet provides:
Bovine tissue (a natural source of Cholecystokinin-CCK) 350 mg . . . . (CX3-38, 3-45, 3-52)

Other advertisements of Respondents state:

http://usps.com/judicial/1985deci/19-182.htm 06/08/2004
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All you need to lose weight is to take ANOREX-CCK as directed. That's it] Only ANOREX-CCK
contains the single natural source of cholecystokinin (CCK, for short), the potent weight loss compound
that not only exploded all outdated theories about obesity, but has made losing weight as easy as taking
this miraculous agent. (CX3-47 p. 2, 3-53 p. 2).

... It's all because of ANOREX-CCK. That's right] Research published ... concluded the awesome weight
loss powers of CCK are dose dependent. Your weight loss is regulated by the amount of CCK to put into
your system therefore the more Anorex-CCK you take the more weight you will lose.

While CCK was proven to cause weight loss, a natural source for the compound was not available.
Now... an independent laboratory ... finally uncovered a naturally-occurring source of CCK -- a source

available ...

The basic raw materials are expensive to produce and must be properly prepared and designed to insure
the required absorption of CCK. within the body -- absorption vital to produce the visible and
measurable weight loss you demand and deserve.

The above language appeared in a copy of an advertisement attached as an exhibit to Complainant's May
1, 1985 Further Motion to Amend Complaint. Complainant alleged, and the advertiserment and an
attached affidavit of Postal Inspector Cantley indicated that the advertisement appeared in the New York
Post on February 8, 1985. Respondents did not dispute the authenticity of this advertisement either in
their May 22 written opposition to the motion or at any other time. Therefore, this advertisement will be
considered as evidence.

With respect to 7(d), the advertisements represent:

. .. researchers have presented over 200 studies published in medical journals around the world
demonstrating CCK's miraculous weight loss powers . . .

CCK has proven time and time again that it has the unique ability to cause rapid weight loss with little
or no effort on the part of the dieter . . .

After years of research and a lot of detective work, a Wisconsin-based firm with expertise in
biotechnology finally uncovered a naturally-occurring source of CCK -- a source that could be taken
orally in tablet form (CX3-33 p. 2).

EXPLOSIVE WEIGHT LOSS DISCOVERY.

. .. it has taken more than 15 years of research and over 200 medically documented studies to finally
bring you ANOREX-CCK - ap ultimate cure for fat.

What intriqued researchers most is that CCK overcomes the two biggest obstacles to weight loss . . . this
medically documented published report underlined the supreme and uncompromising powers of CCK
(CX3-51,p. 1).

... it's all because of ANOREX-CCK. That's right] Research published in the American Journal of

Clinical Nutrition (May 30, 1977, pp. 758-761) concluded the awesome weight loss powers of CCK are
dose dependent (CX3-51, p. 2).
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This is truly a major breakthrough . . .
N.J. Lester, Chief CCK Researcher,
AR.C. Medical Services (CX3-41, 3-51).

Respondents contend that representations about CCK alleged in subparagraphs 7(c) and (d) are not
material. Respondents argue that consumers would purchase the product without relying upon
representations about CCK. Respondents presented testimonies of three marketing experts. Dan Sarel,
Ph.D., Professor of Marketing at the Unj versity of Miami, Florida, has been working in the area of
consumer decision-making and advertising effectiveness for the past 10 years (RX3-45). He defined a
material representation as one that has a significant impact on a person's decision (Tr. 5689).He
concluded that representations 7(c) and (d) are not material (Tr. 5690, 5694). He gave no reason for the
conclusion except that it was based upon his education and experience.

Ruth B. Smith, Ph.D., Assistant Professor of Marketing at the University of Maryland, has published
several papers in the market ing field (RX3-46). She defined a material representation as that portion of
an advertisement on which the consumer focuses and consi ders important (Tr, 5790). She also testified
that representations 7(c) and (d) are not material. She based her opinion on her know! edge of the
literature and "ad comprehension information processing” (Tr. 5791).

Lynda M. Maddox, Ph.D., is Associate Professor of Business Administration at George Washington
University, Washington, D.C., where she teaches advertising and marketing. She is involved in research
and publishing in her field (RX3-47). She defined a material representation as the principal criterion
upon which a consumer makes a purchase decision (Tr. 5848). Her view is that representations 7(c) and
(d) are not material because consumers would purchase the product for its overall effect, rather than
because it contained the ingredient CCK (Tr. 5849). She based this opinion upon her training and
experience (Tr. 5850).

Generally, ] agree with these witnesses' definitions of materiality. Chaachou v. American Central
Insurance Company, 241 F.2d 889, 893 (5th Cir. 1957), defined a material representation as one that
would "cause the other party to do other than that which would have been done had the truth been told.”
Applying this definition, representations are material if they have the effect of helping to induce
individuals to purchase the product.

Respondents' representations are directed at the ordinary consumer. It has been consistently held that a
trier of fact is qualified to determine the effects of various representations on the minds of ordinary
people and whether representations are material, regardless of the opinions of experts. Steinberg v.
Indemnity Insurance Co. of North America, 364 F.2d 266, 274 (5th Cir. 1966); Vibra Brush Corp. v.
Schaffer, 152 F. Supp. 461, 468 (S.D.N.Y 1957); rev'd on other grounds, 256 F.2d 681 (2nd Cir. 1958);
Delta Enterprises, P.S. 14/72 (P.S.D. July 3, 1984).

I have carefully considered the views of these experts. I do not agree with their conclusions that the
representations in 7(c) and (d) are not material. Although the word "cholecystokinin" is not one that the
ordinary consumer would know, Respondents’ advertisements elevate this ingredient to great
importance. For example, the first paragraph of CX3-33, p. 2, after the heading "MEDICAL UPDATE:
SCIENCE CONQUERS FAT," states:

Medical science has just dropped a long-awaited bombshell on the diet industry - a powerful weight loss
formulation with the tongue-twisting name of cholecystokinin.
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In CX3-41 and 51, after headings of "FAT CURE REVEALED" and "Rare and Powerful Anorectic
Agent UNCOVERED," another conspicuocus heading states:

FACT: LABORATORY ANIMALS INJECTED WITH CCK LITERALLY STARVED
THEMSELVES TO DEATH]

After another heading, "EXPLOSIVE WEIGHT LOSS DISCOVERY," the advertisement continues:

A significant weight loss breakthrough of unprecedented magnitude has just been revealed. A compound

with the tongue-twisting name of cholecystokinin (CCK) that will soon become a household word for
every American man and woman who needs to lose weight and we mean lots of weight . . .

That same advertisement also states: "We stumbled across the substance that everyone's looking for . . .

The fact that Respondents’ product is named Anorex-CCK, after these advertisements have described
cholecystokinin as "rare and powerful," an "incredible diet breakthrough," a "fat cure,” an “"explosive
weight loss discovery,” and have identified CCK as being the initials for cholecystokinin, stresses the
important role which the ingredient plays in accomplishing the product's represented results.
Respondents' advertisements repeatedly refer to "cholecystokinin" or "CCK." The name
"cholecystokinin" or its abbreviation "CCK" is mentioned approximately 24 times in CX 3-33, 15 times
in CX3-41 and 15 times in CX3-51. Further, the product name which includes the initials is used
approximately 14 times in CX 3-33, 24 times in CX3-41 and 46 times in CX3-51.

Respondents' experts did not indicate why the advertising language about CCK would not impress the
average consumer. They simply stated that generally, based upon their training and experience, the
language about CCK was not material. For the reasons set forth herein, I find that the representations in
7(c) and (d) are material.

(e} The bovine tissue in Anorex-CCK is the only naturally occurring source of cholecystokinin.

This representation is not made in Respondents’ advertising materials. Respondents correctly state that
there is no reference to bovine tissue anywhere in their advertisements (July 8 submission). The term
"bovine tissue" only appears on the label of the product itself. Therefore, Respondents did not make the
representation alleged in 7(e).

IH. Qualifications of the Scientific Witnesses

Medical doctors Richard C. Eastman, William R. Ayers and Albert 1. Mendeloff testified for
Complainant. Medical doctor Thomas M. S. Wolever and Stephen C. Woods, Ph.D., testified for
Respondents.

Dr. Richard C. Eastman is Associate Professor of Medicine at the Georgetown University Medical
School, Washington, D.C., and chief of the Division of Endocrinology and Metabolism, an area which
includes the treatment of obesity. Dr. Eastman is consultant to Georgetown's Diet Management and
Eating Disorders Program. He also consults directly with patients, some of whom have obesity
problems. He is director for clinical research for the diabetes unit. He is a board certified internist (Tr.
2043-45, CX3-67). Dr. Eastman has impressive credentials, having published approximately 25 articles.
1 found Dr. Eastman to be highly knowledgeable about weight loss principles and about peptide
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chemistry. He testified in a sincere, forthright manner and carefully considered the questions in an effort
to be helpful and truthful. I found him to be an extremely reliable witness.

Dr. William R. Ayers

Dr. William R. Ayers is Associate Professor of Internal Medicine and Associate Dean for undergraduate
medical education at the Georgetown University Medical School (Tr. 2194). He is certified in internal
medicine (Tr. 2195), a fellow in the American College of Physicians (Tr. 2198), and co-founder and
former director of the Diet Management Clinic at the Georgetown University Hospital (Tr. 2199-2200).
He has published articles on the management of obesity and on the use of computers in medicine (Tr.
2224, CX3-65). 1 found Dr. Ayers to be a credible witness. He demonstrated great expertise concerning
principles of weight loss and diet management. He provided a logical analysis of scientific studies.
However, as Dr. Ayers admitted, he is not a peptide chemist (Tr. 4447). His testimony about forms of
peptides contained errors (Tr. 4447-48, 5159-61) and, therefore, was not reliable.

Dr. Albert I. Mendeloff is Professor of Medicine at Johns Hopkins University School of Medicine,
Baltimore, Maryland (Tr. 2858). He is a gastroenterologist, a physician who specializes in digestive
diseases and disorders of the digestive system. He is a fellow in gastroenterology, past president of the
American Gastroenterological Association (Tr. 2859), Governor of the American College of Physicians
for the State of Maryland (Tr. 2852) and editor of the American Journal of Clinical Nutrition {Tr. 2864,
CX3-66). His research and practice interests encompass nutritional disorders, absorption and digestion,
dietary fiber, diabetes and obesity (Tr. 2865-66). Respondents stated that Dr. Mendeloff "is eminently
well qualified to testify and evaluate the studies” (Tr. 2867), and Respondents described him as "an
expert's expert” (Tr. 2844). Dr. Mendeloff testified credibly and showed much expertise and care in his
testimony. While more knowledgeable about guar, a substance involved in the companion cases, he
demonstrated expertise concerning weight loss concepts, cholecystokinin and scientific studies. I found
him to be an impressive and highly reliable witness.

Respondents accused Dr. Mendeloff of being untruthful and biased. They first argued that he
misrepresented a guar study that he had conducted. Later they contended that he was biased because: (1)
he was involved in a competing mail order business, (2) he may have incorrectly believed that
Respondents delayed payment of his witness fee, and (3} he made negative comments about
Respondents to Dr. Wolever. None of these accusations led me to conclude that Dr. Mendeloff testified
untruthfully.

Dr. Mendeloff testified that he conducted a study using a grant from the United States Department of
Agriculture for the purpose of determining guar's safety. Guar was experimentally administered in bars
made by the National Biscuit Company. Placebo bars, which tasted exactly the same were also
developed and administered. Dr. Mendeloff stated that these were "fairly high calorie bars." At the end
of the six month study, no differences in subjects' body weights were noted (Tr. 3090-94). He stated that
this experiment demonstrated how tough it is to make people lose weight and that the subjects kept
eating "even though they had all these extra calories we provided them" (Tr. 3093). Respondents
contended that Dr. Mendeloff's co-researcher, Dr. Michael Mclvor, contradicted several of Dr.
Mendeloff's statements about the study in a recently taped telephone interview. Respondents were not
permitted to introduce the recording of the conversation or the testimony of their interviewer, Mr.
Lester, to prove the truth of Dr. Mclvor's alleged statements, but they were permitted to call Dr. Mclvor
as a witness (Tr. 3199-3201, 3261-62). Dr. Mclvor agreed to testify (Tr. 3351), but Respondents
subsequently decided not to call him (Lee H. Harter's February 25 telegram). Therefore, Respondents
never substantiated their accusation that Dr. Mendeloff did not testify credibly about the study.
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Respondents also argued that Dr. Mendeloff was biased because, according to Mr. Friedlander, "We
have been informed that Dr. Mendeloff is selling medication through the mail in direct competition with
me" (Tr. 4937). Mr. Friedlander appeared to refer to a "mail order diet" allegedly distributed by the
American Digestive Disease Society, a non-profit organization with which Dr. Mendeloff is associated
{Tr. 4937-39, 4944, 4956-57, 5066-67). I found this accusation to be too far-fetched to constitute proof
of bias (Tr. 4938, 4940). Dr. Mendeloff's association with the sale and distribution of diets by the
American Digestive Disease Society does not place him in direct competition with Respondents, nor
does it provide him a motive to testify falsely about Respondents’ products and medical and scientific
matters.

In a motion to strike testimonies of Drs. Ayers and Mendeloff filed June 12, 1985, Respondents argued
that because of a postscript in a September 13, 1984 letter from Ms. McFeeley to Dr. Mendeloff
referring to a "payment problem” which Respondents contended referred to a delay in their payment of
Dr. Mendeloff's witness fee through no fault of theirs, Dr. Mendeloff became biased against
Respondents. This accusation also seems absurd. I do not believe that a man of Dr. Mendeloff's stature
would testify falsely because of a delay in payment of his bill.

The final accusation of bias relates to Dr.Wolever's testimony. Dr. Wolever testified that he telephoned
Dr. Mendeloff on April 9, 1985, the evening after Dr. Wolever's first day of testimony in this hearing.
Dr. Wolever stated that Dr. Mendeloff said that Respondents were crooks who, after one mail box was
closed down, moved to another city and opened another one (Tr. 5606). Although this testimony
indicates Dr. Mendeloff's negative view of Respondents as of April 9, Dr. Wolever's statements do not
destroy Dr. Mendeloff's credibility. Dr. Mendeloff completed his testimony almost three weeks before
this conversation with Dr. Wolever. Assuming the accuracy of Dr. Wolever's testimony, it is not clear
whether Dr. Mendeloff's negative opinion formed by April 9 preceded any of his testimony or that these
views effected his testimony. It would not be surprising, after the many incidents in which Respondents
verbally attacked Dr. Mendeloff during his testimony, that Dr. Mendeloff subsequently formed a
negative impression of Respondents.

Dr. Stephen C. Woods is Professor of Psychology, chairman of the Department of Psychology, and
Adjunct Professor of Medicine at the University of Washington. Dr. Woods holds the Ph.D. in
physiology, biophysics and psychology. He has worked in the field of endocrinology since the late
1960s and has authored more than 100 scientific articles, the majority of which deal with metabolism,
food intake, and peptide hormones. Dr. Woods is the National Science Foundation's expert on food
intake. He serves on the editorial boards of two peer review journals, American Journal of Physiology
and Behavioral Neurobiology. He is organizer of the 1986 International Congress of Physiology of Food
and Food Intake (Tr. 5113-15, RX3-36).

Although Dr. Woods' credentials were outstanding with respect to his work concerning CCK, I found
him to be all too often assuming an advocate-like stance. Perhaps his personal invelvement with CCK
prevented him from being more objective. Dr. Woods' strong reaction to Dr. Ayers' statement that a
satiating role for CCK has recently been fully disproved, (RX3-8, p. 7), which Dr. Woods apparently
regarded as an affront to his entire life's work (Tr. 2126, 5160), may have caused him to become too
much of an advocate for Respondents.

Dr. Thomas M. §. Wolever

Dr. Thomas Wolever is a licensed physician in England and in Ontario, Canada (Tr. 5405-06). He is
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currently working toward a Ph.D. in the Department of Nutritional Sciences at the University of Toronto
(RX3-39). His doctoral research involves nutrition in the treatment of diabetes and lipid problems (Tr.
5404). Dr. Wolever did not testify about Anorex-CCK. He mainly testified about guar, a product
involved in another case, but some of his testimony also related to relevant issues concerning scientific
method.

Iv.

Definition of Terms and Background Findings

Dr. Ayers stated, and Respondents accepted the definition, that obesity is the state of being 15 percent or
more over the ideal weight for one's height, age and sex as defined by tables published periodically by,
among others, the Metropolitan Life Insurance Company (Tr. 2201-02, Respondents’ July 8 submission,
p. 11, para. 20). As Drs. Ayers and Mendeloff testified, obesity is a complex problem that is not simple
to treat. Nutrition, energy balance, exercise and behavior are important aspects of the problem (Tr. 2202-
03, 2268-69, 2873-76). Dr. Wolever also characterized obesity as a complex problem (Tr. 5463). To lose
weight, a person must create an energy or calorie deficit so that the body will use stored energy or fat to
meet its current energy needs (Tr. 2203, 3134, 3684).

Satiety in humans is the sense of fullness that normally leads to cessation of eating. Dr. Ayers gave this
definition (Tr. 4762-63), and Dr. Woods agreed that the definition was reasonable (Tr. 5215). Dr.
Eastman's similar definition was "the sense of having had enough to eat, being full" (Tr. 2092). Satiety
signals that cause a lean person to stop eating are not equally effective for obese persons. Dr. Ayers
testified that satiety does not necessarily cause obese people to eat less, that there is no necessary
relationship between increased satiety and weight loss, and that the normal satiety signals do not apply
in obese people (Tr. 3381, 4128). When Dr. Woods was asked whether he believed "that producing the
feeling of satiety in an obese person leads inevitably to weight loss for that person,” he replied,
"Certainly not." (Tr. 5289-90). Dr. Wolever agreed that just because a substance produces satiety does
not necessarily mean that the substance also produces weight loss (Tr. 3462-63, 5415). Dr. Mendeloff
emphasized that many patients who say they feel full in hunger-satiety ratings continue to eat, ignoring
the feeling of fullness (Tr. 3841).

Permanent weight loss in obese people is extremely difficult to accomplish. Dr. Eastman stated that if a
patient loses weight, remains thin and does not regain the weight for five years, the patient is considered
cured of obesity. But the recidivism rate for obesity is extremely high, and 95-98 percent of people in
weight loss programs regain their lost weight regardless of the program used (Tr 2084). Dr. Woods
agreed that it is difficult to prevent regaining weight lost (Tr. 5291). He doesn't know if permanent
weight loss exists, and prefers to redefine "permanent” to mean "continuous” (Tr. 5153). Dr. Mendeloff
agreed that weight loss and weight gain are chronic problems (Tr. 3069). Dr. Wolever stated that even if
weight is lost, the effect will not necessarily be long lasting (Tr. 5525, 5557).

As scientific experts for both sides testified, to establish a claim that a substance will be effective to
achieve a particular result, the claim must be supported by sound scientific evidence (Tr. 2079-82, 2273,
3068, 5283, 5434, 5550-51). Dr. Ayers said that efficacy claims for Anorex-CCK must be treated as
false in the absence of information to support them (Tr. 2972-74). Dr. Woods said that until a substance
is tested using the mode of administration for which claims are made, there is no way to know how that
substance will work (Tr. 5283). He stated that in the absence of data, a claim or hypothesis is an open
question; there is simply no information (Tr. 5197-98). Dr. Wolever also indicated that data are required
in order to support a medical opinion (Tr. 5434-35, 5550-51).
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Formation of a scientific or medical consensus requires that results of studies be disseminated among
members of the scientific community and be reviewed by others working in the field. Presenta tions of
data at meetings and conferences lend themselves to that function, as do having papers reviewed by
experts in the field prior to their publication in peer reviewed journals (Tr. 2270, 2956-57, 3072).
Persons who perform work and follow work in a field are in positions to be aware of a consensus in that
field. As Dr. Eastman indicated, the leading figures in CCK research are Drs. Stephen Woods, Gerard
Smith and James Gibbs {Tr. 2109). Drs. Ayers, Eastman and Mendeloff also are qualified to testify
about a consensus in the field of weight loss and about the ingredients in Anorex-CCK because of their
training and experience in weight loss and their literature searches of these subjects. V. The Truth or
Falsity of the Representations

The parties disagree on the composition of Anorex-CCK. Complainant contends that it is proper to
conclude that Anorex-CCK consists of two ingredients: (1) cholecystokinin, and (2)
carboxymethylcellulose (CBC). Only these two ingredients are listed on labels found on Anorex-CCK
containers which Complainant obtained in three separate test purchases (CX3-38, 3-45, 3-52).
Respondents contend that there was a mistake in these labels and that Anorex-CCK also includes guar
gum, vegetable bran and caffeine and is, in fact, identical to a product called Appecurb manufactured by
GenTrac, Inc. (Tr. 2439).

In order to prove the identical nature of Anorex-CCK and Appecurb, Respondents offered six
documents as exhibits. Upon objection, these documents were not admitted into evidence. The six
documents were found to be inadmissible hearsay evidence lacking sufficient guarantees of
trustworthiness (Decision and Order dated June 10, 1985). Since the beginning of the hearing in
February 1985, I have told Respondents that if they wished to prove that the product labels were in
error, they should offer the testimonies of knowledgeable witnesses subject to cross-examination. I can
find no justification for Respondents’ failure to present such testimonies. Testimonies could have been
scheduled in accordance with witnesses' other commitments, just as other witnesses were accomodated
over the course of this lengthy hearing. Respondents went to great effort and showed unusual ingenuity
in presenting other witnesses, including those from Canada and Florida. Complainant even suggested a
confidentially agreement or a protective order to safeguard any proprietary information or trade secrets
of Respondents' witnesses (Tr. 5739, 5897). Respondents’ failure to present this testimony leads me to
conclude that such testimony might not have been as favorable to Respondents as statements contained
in the rejected exhibits, which are not subject to cross-examination.

The first pages of Complainant's exhibits CX3-63 and 3-71 contain statements that Appecurb is the
“primary ingredient” or “primary component" of Anorex-CCK. I find these statements no more reliable
than those in the rejected exhibits, and in and of themselves insuf ficient to overcome the evidence of the
Anorex-CCK labels. Therefore, in accordance with the three product labels, I find that Anorex-CCK
consists of:

CONTENTS: Each tablet provides Bovine tissue (a natural source of cholecystokinin-(CCK) 350 mg.,
carboxymethylcellulose 650 mg,

A statement of contents on a product label is presumptive evidence of the product's ingredients. Sister
Fannie Howard, P.S. 1/101 (I.D. July 10, 1972). In fact, even in cases of conflicting evidence,
ingredients listed on product labels have been relied upon as correct. Carter-Ross Labs, P.S. 5/163 (1.D.
July 25, 1977); Emil-John Research; P.8. 5/162 (LD. July 21, 1977).

During the hearing Mr. Friedlander invited Dr. Mendeloff to cali Respondents "if you have any doubts

about the authenticity of the CCK formulation" (Tr. 3183). Dr. Mendeloff responded by telephoning
Respondents' office requesting information. He received a bottle of Anorex-CCK along with a coliection
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of articles about CCK. The product was labeled identically to the three labels received in evidence (Tr.
4013-15).

Carboxymethylcellulose (CBC) has not been established as a weight loss agent. Dr. Ayers described
CBC as a fiber product which has been used as a filler or additive for a variety of products (Tr. 2305).
Although it has sometimes been claimed that CBC causes satiety (Tr. 2306), Dr. Ayers stated that the
quantities of CBC in Respondents' product would not cause weight loss (Tr. 2310). Dr. Mendeloff
agreed that CBC is a filler which would have no effect on satiety or weight loss (Tr. 3107-08, 4990,
5008). In fact, Respondents denied claiming that CBC causes satiety (Tr. 2306).

Anorex-CCK's other ingredient is more controversial. During the hearing and in their post-hearing
submission, Respondents contended that CCK "is not an isolated ingredient of Anorex-CCK, but rather
one

of many polypeptides contained in the freeze dried cranial tissue extract contained in Anorex-

CCK" (July 8 submission, p. 5). However, as I have previously found in this decision, Respondents'
advertisements fail to mention bovine tissue and repeatedly empha size the sensational value of CCK in
their product. They dramati cally describe CCK as "rare and powerful,” an "incredible diet
breakthrough," a "fat cure," a "diet bombshell" dropped by medical science, an "explosive weight loss
discovery" a "significant weight loss breakthrough of unprecedented magnitude,” and having "awesome
weight loss powers.” These superlative descriptions of CCK itself with no mention of bovine tissue in
the advertisements support the conclusion that it is CCK and not bovine tissue that is the product's
claimed mechanism of action.

1 also note that Dr. Woods' position changed from his pre-hearing affidavits emphasizing the role of
CCK to his testimony during the hearing that it was perhaps the bovine tissue which produced weight
loss results. The following is typical of his pre-hearing declarations:

The important and relevant aspect of the extracted bovine tissue is that the extraction is done in such a
way as 1o insure a high yield of the naturally occurring peptide, cholecystokinin (CCK) as well as other
biochemically related compounds (CX3-68, pp. 2-3) Emphasis added .

Bovine tissue comes from the cow or ox family (Tr. 3106). Although Respondents' July 8 submission
contends that Anorex-CCK contains freeze dried cranial tissue, there is no evidence in the record to
support this assertion. Moreover, there is no evidence of any scientific theory that bovine tissue causes
weight loss.

Respondents' Anorex-CCK Source Book was introduced into evidence by Respondents as a compilation
of 24 scientific articles in support of their case (Tr. 4690 J-O). All of these articles relate to CCK. I have
been unable to find any emphasis upon bovine tissue in any of these articles or, except for the GenTrac
study, in any other scientific article in evidence in this case. If bovine tissue caused weight loss,
beefsteak, also bovine tissue (Tr. 5050), might become a diet product. Assays of Anorex-CCK do show
that it contains CCK. In order to determine whether Anorex-CCK fulfills Respondents’ claims, it is CCK
which must be evaluated for weight loss properties.

CCK is a small peptide hormone that was discovered in 1943. It is composed of amino acids of varying
chain links. For instance, CCK-4 has four amino acids; CCK-8 has eight (Tr. 2095, 3108). CCK is found
in human tissue and in the tissue of all mammals that have been tested for CCK (Tr. 2097). It is released
in the body when food enters the small intestine (Tr. 2108, RX3-12, 3-54(14), 3-54(15)). CCK was first
identified as having two major functions: (1) emptying the gall bladder, and (2) stimulating the pancreas
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to secrete enzymes necessary for digestion (Tr. 2096, 3108). Dr. Eastman explained that in 1973 CCK
was further identified as a substance which produces a feeling of satiety. To produce satiety, large
amounts of CCK have been injected either intravenously or into the abdominal cavity (Tr. 2096-98). Dr.
Mendeloff agreed that CCK so injected influences satiety and food intake (Tr. 3111).

However, orally administered CCK has not been shown to be effective to produce satiety. Although
CCK is actively being studied by research scientists (Tr. 4768), none of the published literature
reviewed or received in evidence involves administration other than by injection or infusion. No studies
were reported in published literature in which CCK was given orally (Tr. 3110-11). All of Complainant's
witnesses concluded that CCK given orally would be ineffective to produce satiety (Tr. 2958-59, 2109-
10, 3130). Dr. Eastman testified:

In general, hormones that are peptides are not absorbed orally - nor are they effective orally, because
they are digested by the peptide acids or digested enzymes which break down meat which is protein.

... So that the consensus would be 99.9 percent of the people would predict that it's not effective orally.

Some of the leading figures in the field feel it is not effective orally, have so written in print, and have
even tried it. And, my opinion would side with the consensus in that regard. If one were going to give
this hormone for this effect, one would not give it orally (Tr. 2109-10).

Dr. Eastman identified the leading figures in CCK research as Drs. Stephen C. Woods, Gerard P. Smith
and James Gibbs (Tr. 2109). Dr. Mendeloff confirmed that there is not a single published article "in the
vast literature on cholecystokinin which indicates that CCK has an effect when given orally” (Tr. 3010-
11). Dr. Mendeloff testified that he had telephoned Dr. Smith "and asked him whether there was some
new information which I wasn't privy to which stated that this material was effective by mouth and he
said absolutely not" (Tr. 3113).

In a chapter written for a 1984 publication entitled "Gut Hormone Hypothesis of Postprandial Satiety,"
Dr. Gerard P. Smith confirmed that an extract of CCK, CCK-8, injected in the abdominal cavity will
inhibit food intake in animals and people. Dr. Smith stated, "the fact that CCK-8 is not active when
given orally is an additional therapeutic constraint” (CX 3-58, p. 72). Although Respondents argued that
this statement applied only to CCK-8, there is no published scientific evidence that any form of CCK
whatsoever is effective orally.

Dr. James Gibbs indicated similar reservations. In a draft of an article to be published in Dietary
Treatment and Prevention of Obesity, Dr. Gibbs wrote, "The crucial questions for treatment - whether
CCK or BBS bombesin, another peptide can reduce the excess body weight of obese patients when the
peptides are repeatedly administered over extended periods, and whether they can do it safely - have not
been tested yet” (CX 3-57, p. 102). Dr. Woods agreed with Dr. Gibbs' statement (Tr. 5295). Dr. Woods
testified that there is an "absence of any data in animals or humans on giving CCK orally." However,
Dr. Woods added, ". . . it may well be that that's the most efficient way to take the compound . . . I don't
know” (Tr. 5333, RX 3-38, p. 2).

Dr. Ayers testified about his telephone conversation with Dr. Gibbs. Dr. Ayers stated that he and Dr.
Gibbs agreed that orally administered CCK is not effective to cause weight loss in humans (Tr. 2576).
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Further, the amounts of CCK in Anorex-CCK are far less than most studies of injected CCK have found
to be efficacious to produce satiety and reduced food intake. Dr. Ayers asked Dr. Rosalyn Yalow to
assay Anorex-CCK for cholecystokinin (Tr. 2111, 2991). Dr. Yalow won a Nobel prize for developing
the radioimmunoassay method (Tr. 2110, 5136). Drs. Eastman and Mendeloff relied upon the assay in
testifying (Tr. 2110-11, 3110), and Dr. Woods accepted it as reasonably accurate (Tr. 5278). Mr.
Friedlander also stated that he had no problems at all with the Yalow assay (Tr. 2997).

At Dr. Eastman's request, Dr. Jerry Gardner of the National Institutes of Health performed a bioassay of
Anorex-CCK (Tr. 2116).

Dr. Eastman explained that a bioassay measures the ability of CCK in the product to stimulate cells in
the pancreas, or the product's actual biological activity, whereas the radioimmunological assay measures
the concentration of a hormone. As a result, it is quite possible to have wide discrepancies in CCK
measurements between these two types of assays. Such discrepancies do not necessarily indicate that
one of the assays is inaccurate. There may be large amounts of CCK in the radioimmunological assay
which are not biologically active (Tr. 2116-17). As a result, the guantities of CCK found in the Yalow
assay were 500 times greater than those found in the Gardner assay (Tr. 2117, 3110).

As Dr. Eastman testified without contradiction, based upon the quantities found in the Yalow assay, one
would have to take anywhere from two to 65 tablets per minute during the course of a meal to obtain
doses comparable to those which have produced satiety in humans by injection. Based upon the
quantities found to be biologically active in the Gardner assay, one would have to take about 500 tablets
per minute during the course of a meal. This assumes 100 percent effectiveness of CCK taken orally, an
assumption lacking a scientific basis (Tr. 2117-18). Dr. Mendeloff agreed that the amounts of CCK
found in Anorex-CCK by either assay are extremely small. He added that there is no evidence that even
a large amount of CCK taken orally can be "absorbed from the gut" (Tr. 3110). Dr. Woods agreed that
the dosage prescribed in the Anorex-CCK label, two tablets before each meal, is at most one-tenth of the
required dose of CCK shown to reduce food intake when CCK was injected (Tr. 5280).

Additionally, Dr. Ayers testified that the most potent natural stimulus to the production of CCK is food
in the gut. Overweight people, who eat more than they should, produce CCK through the food that they
eat. The fact that despite this they remain overweight is evidence that the CCK in their stomachs is not

working for them to help them to lose weight (Tr. 2960-61, 3673).

Respondents argue that the GenTrac study (CX3-63) is sufficient evidence to overcome the consensus of
medical opinion that CCK taken orally is not effective to cause satiety or weight loss.

I find the GenTrac study to be irrelevant. That study tested a product known as Appecurb which
contained guar gum, vegetable bran and caffeine in addition to bovine tissue extract and CBC.
Respondents have failed to show by competent, persuasive evidence that Appecurb is substantially
similar to the product described on the labels of Anorex-CCK obtained in the three test purchases. The
GenTrac study, therefore, is not pertinent to Respondents' Anorex-CCK product. Further, even if
Respondents had shown that Appecurb and Anorex-CCK are identical products, this one in-house study
does not overcome the consensus of informed scientific opinion that CCK taken orally will not result in
weight loss.

GenTrac, Inc. studied 39 subjects who were recruited by newspaper advertisement and subsequently
divided in two groups, a test group and a control group. After an initial random assignment, subjects
were moved between groups to balance the average weight per subject. Over a four-week period the test
group was given two tablets of Appecurb at a time, while the control group was given only one placebo
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tablet at a time. During the four-week period the subjects who took Appecurb lost an average of 12.05
pounds per subject, while the placebo group lost 2.15 pounds per subject (CX3-63, 3-71, 3-69 para 3¢).
The study has not been replicated (Tr. 2140), nor has it been published in a peer reviewed journal. Other
than Dr. Woods, none of the witnesses have seen the underlying data on which the report at CX3-63 is
based.

As previously stated, the experts agreed, and Respondents conceded (July 8 submission, p. 12), that to
establish a claim that a substance will be effective to achieve a particular result, the claim must be
established by sound scientific evidence (Tr. 2079-82, 2125, 2273, 3068, 5283, 5197-98, 5435, 5550-
51). Whenever possible, controlled, double-blind studies should be conducted (Ayers Tr. 2273-74;
Fastman 2081-82, 2754; Mendeloff 3067-71; Woods 5312; Wolever 5565). In a controlled, double-blind
study the subjects are divided into two groups, one group receiving the test product, the other group
receiving an inert placebo closely resembling the test product. In a double-blind study neither the
subjects nor those administering the substances know which group is receiving the experimental
substance or which group is receiving the placebo. If the subjects do not know who is getting which
substance, but the administrators are aware of the difference, the study is only single-blind. A single-
blind study is given less scientific weight because of its potential for bias (Tr. 2358, 3124). It is not clear
from the evidence presented whether or not the GenTrac subjects were prevented from learning the
difference between the experimental and control groups. Although Dr. Woods described the difference
between receiving one pill and two as unimportant and trivial (Tr, 5147), Complainant's three experts'
views that this difference challenges the study's credibility are more

plausible (Tr. 2138, 2358, 3124). I find that the credibility of the study is weakened because of the
difference in the number of tablets given the two groups and the strong possibility that the subjects were
aware of the difference.

Another weakness was GenTrac's failure to monitor the subjects' dietary intake and exercise. A study
should control for other variables which could effect its results. For a weight loss study such variables
include diet and exercise (Eastman Tr. 2079-80, 2089, 2141, 2149; Mendeloff 3067, 3125-26; Woods
5297). Dr. Woods learned that GenTrac "wanted subjects who were on a low-calorie and/or weight
maintaining diet” (CX3-69, para 3B). In the absence of pre-study and continuing food intake records,
there is no way to know what effect the subjects’ dietary regimens had on results. Similarly, the subjects'
exercise was not monitored. This too may have effected results.

The fact that the GenTrac study was an in-house manufacturer's study which was not submitted for peer-
review scrutiny and not replicated also reduces the weight of its findings. As Dr. Ayers testified, in-
house studies by pharmaceutical companies are not unusual. They produce preliminary data such as
appropriate dosage schedules and information about side effects. These preliminary studies are used as a
basis for further controlled, blind studies (Tr. 2964-65).

1t is also important that results of studies be reviewed by scientists working in the field. Presentations of
data at meetings and conferences are important, as are publications in peer reviewed journals (Tr. 2270,
3072). Journals that are peer reviewed require

review of each submitted paper by two or more experts in the parti cular field (Tr. 2049-50, 2864-65,
2224-25). The author may be asked to provide additional data or rewrite portions of the paper before it is
accepted for publication (Tr. 2864-65, 5339). One important function of peer reviewed journals is to
enable members of the scientific community to learn of new work in the field. Another function of
publication, especially with respect to new or unexpected results, is to invite further investigations.
Although Dr. Woods urged GenTrac to publish the study, GenTrac rejected his recommendation (Tr.
5339). When a study such as the one conducted by GenTrac produces results which conflict with the
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consensus of informed medical opinion and are thus new and unexpected, replication is especially
required for those results to be accepted in the medical community.

Dr. Mendeloff testified that the medical community is not going to accept just one study of this type.
The study would require replication by an independent source, at "least one other study, to reproduce
this, before, I think, anyone would take it very seriously" (Tr. 3070-71). Dr. Ayers testified that
"findings ... must be replicated in the hands of someone else so that any possible bias can be

excluded ..." (Tr. 2270, 2301). Dr. Eastman explained that a single group's findings might be subjected
to unknown biases and the findings would have to be confirmed before they would be widely accepted
by the scientific community (Tr. 2140). Dr. Wolever also agreed that one single report is not enough to
convince the scientific community that anything works, and replication is generally required for the
results to be established {Tr. 5561-62). Dr. Woods also

advocates replication for unexpected findings. He stated, "when they give me - bring me back findings
that I think are unexpected, I have them do the study again." When asked to explain why he would
require replication, Dr. Woods replied "because I'm a skeptic. And I would like to see if it comes out the
same way. You have tremendous statistical power if you get the same results in two independent
replications" (Tr. 5310).

According to Complainant’s scientific experts, the GenTrac study produced new and unexpected
findings and should have been replicated in order to gain acceptance in the medical and scientific
communities. Dr. Wolever did not discuss the GenTrac study. Dr. Woods agreed that the results of the
study are unique (Tr. 5305). However he disagreed that the study's weight loss results are unexpected
because GenTrac expected Appecurb to produce weight loss rather than weight gain (Tr. 5311). I think
that a more appropriate definition of "unexpected” would be results unexpected because they differ from
an informed consensus in the medical and scientific community.

In summary, the informed consensus of medical and scientific opinion is that Anorex-CCK, consisting
of the amounts of CCK and CBC listed in Respondents’ product labels will not cause weight loss. The
GenTrac study applies to a product which contains different ingredients. It is therefore, not relevant to
Anorex-CCK. Even if the GenTrac study was relevant, it is insufficient evidence to over come the
informed consensus of medical and scientific opinion that CCK given orally will not cause satiety or
weight loss. Cholecystokinin has potential value as an aid to a weight loss program.

Unfortunately, science has not yet determined how to harness CCK's appetite-reducing properties in oral
form. If that time comes, as demonstrated by valid scientific evidence, carefully-worded weight loss
representations for such products will be valid, But based upon present scientific knowledge,
Respondents' grandiose claims about Anorex-CCK are untrue. Therefore, I find that the following
representations set forth in paragraph 7 subparagraphs (a) through (d) are materially false.

() Ingestion of Anorex-CCK in accordance with the label instructions will result in rapid, permanent
weight loss.

(b) The weight loss results claimed for Anorex-CCK may be achieved without effort, calorie-restricted
diets or exercise.

{c) Cholecystokinin (CCK), the primary active ingredient of Anorex-CCK, is responsible for causing
rapid, permanent weight loss in users, without effort, calorie-restricted diets or exercise.

(d) Reliable and competent scientific evidence demonstrates that the cholecystokinin in Anorex-CCK,
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orally ingested, is effective as described in 7(c) above.
CONCLUSIONS OF LAW

1. Postal Service False Representation Orders do not violate the First Amendment of the Constitution.
Donaldson v. Read Magazine, 333 U.S. 178 (1948); Lynch.v. Blount, 330 F. Supp. 689 (S.D.N.Y.

1971); Hollywood Hous ernational, Inc. v. Klassen, 508 F.2d 1276 (Sth Cir. 1974); and United

"Advertisers possess no constitutional right to disseminate false or misleading materials. Therefore,
Congress has the power to prohibit such deceptions through appropriate legislation." p. 807. See also:
Bolger v. Young's Drug Products Corp., 463 U.S, 60 (1983).

2. The Corporate Respondents solicit money through the mail in connection with their sale of Anorex-
CCK at the addresses listed in the caption of this proceeding.

3. An advertisement must be considered as a whole and its meaning will be determined in the light of its
probable effect on persons of ordinary minds. Donaldson v. Read Magazine, Inc., supra; Vibra Brush
Corp. v. Schaffer, 152 F. Supp. 461 (S.D.N.Y. 1957). Rev'd on other grounds, 256 F.2d 681 (2d Cir.
1958).

4. The impression of promotional representations on the ordinary mind generally is a question for the
judge to determine. Expert testimony on interpretation is not required, but it is within the discretion of
the judge to permit such testimony. Vibra Brush Corp. v. Schaffer. supra. The impression of advertising
on the ordinary mind may be determined by the trier of fact solely on the basis of the advertising itself.

5. Express misrepresentations are not required. It is the net impression that the advertisement as a whole
is likely to make upon individuals to whom it is directed that is important. Even if a solicitation is so
worded as to not make an express representation, but is artfully designed to mislead those responding to
it, the false representation statute is applicable. G. J. Howard Co. v. Cassidy, 162 F. Supp. 568
Pharmacy v. Virginia Citizens Consumer Council,
425 U.S. 748 (1976), quoting United States v. 95 Barrels of Vinegar, 265 U.S. 438, 443 (1924): "It is
not difficult to choose statements, designs and

devices which will not deceive." In Vibra Brush Corp. v. Schaffer, supra, the Court stated:

It is not each separate word or a clause here and there of an advertisement which determines its force,
but the totality of its contents and the impression of the entire advertisement upon the general populace.
p. 465.

United States Postal Service, 370 F. Supp. 964 (S.D.N.Y. 1974)
the Court held: "The cases are cl t such advertisem are to be viewed not with a lawyer's eye to
'fine spun distinctions' but with an eye to their over-all effect on the average reader.”

6. False representations may also be made in order verification letters and package insert materials since
these may be relied upon in connection with reorders. Iso-Tensor Plan, P.S. Docket No. 3/30 (P.8.D.
May 23, 1975).

7. Where an advertisement is ambiguous or capable of more than one meaning, if one of those meanings
is false, the advertisement will be held to be misleading. Rhodes Pharmacal Co. v, Federal Trade
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1985); Bruce Roberts Co., P.O.D, 3/78, (1.D., August 16, 1971); Moneymakers et al., P.8. 16/1, (I.D.
June 20, 1983).

8.Applying the foregoing standards, the average person who reads Respondents' advertisements would
interpret them substantially as characterized in subparagraphs 7 (a), (b), (¢) and (d), but not (e) of the
Complaint.

9. As expressed in Chaachou v. American Central Insurance Co., 241 F.2d 889, 893 (5th Cir. 1957),a
representation is material if it would ™. . . cause the [other] party to do other than that which would

subparagraphs 7(a), (b), (¢), and (d) are material because they have the effect of inducing individuals to
remit money through the mail to purchase Anorex-CCK.

10. A statement of contents on a product label is presumptive evidence of the product's ingredients.

11. Complainant has established through qualified expert testimony that the informed consensus of
scientific and medical opinion is that Respondents’ representations are false. Where Complainant shows
that representations in issue are not accepted as true by such a consensus, this showing establishes a
prima facie case that the representations are in fact false. Cosvetic Laboratories, P.S. 8/160 (P.S.D. July
22, 1982). Once Complainant presents a prima facie case of falsity, the burden of going forward with

evidence to rebut this showing (though not the burden of proof which always remains with
Complainant) moves to Respondent who must adduce evidence either that the consensus does not exist

v. United States Postal S¢ 3
supra.Respondents have failed to rebut Complainant's prima facie case in either of these ways.
Accordingly, the representations alleged in subparagraphs 7(a), (b), (¢) and (d) are materially false as a
matter of law.

12. Complainant has established its case by the preponderance of competent and probative evidence.
Complainant's expert witnesses testified with substantial unanimity that representations made in
Respondents' advertisements are false. These expert witnesses stated that their opinions reflected
mainstream scientific thought, and each gave detailed bases, not only for his own opinion, but for the
process by which a scientific consensus is formed. By contrast, Respondents' witness, Dr. Woods, relied
solely upon the GenTrac study to support Respondents' claims.$

13. Respondents relied upon Reilly v. Pinkus, 388 U.S. 269 (1949), frequently throughout the hearing
(e.g. Tr. 2815-20). Respondents appear to believe that Reilly stands for the proposition that if, in a case
brought pursuant to 39 U.S.C. § 3005, Respondents put forward evidence tending to show that their
product performs as claimed, the Postal Service's case must necessarily fail. Reilly does not go so far as
to change the standard of evidence from a preponderance to some higher one as Respondents suggest.
Reilly's dictum cautioned the Postal Service to avoid crushing new or developing ideas. Reilly did not
tell the agency to avoid proper enforcement actions where unproved ideas are promoted as established
fact. Reilly stated:
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In the science of medicine, as in other sciences, experimentation is the spur of progress. It would amount
to condemnation of new ideas without a trial to give the Postmaster General power to condemn new
ideas as fraudulent solely because some cling to traditional opinions with unquestioning tenacity. P. 274
The Court in Reilly was concerned with placing a "limitation upon findings of fraud under the mail
statutes when the charges concern medical practices in fields where knowledge has not yet been
crystalized in the crucible of experience.” Knowledge in the areas of weight loss and peptide hormones
have been sufficiently well scrutinized that one may state the long-established consensus with respect to
several scientific facts: One cannot lose weight without adjustment of caloric balance. Evidence is
necessary to support claims of efficacy. Neither CCK nor CBC, the specified ingredients of Anorex-
CCK, are established by evidence to cause weight loss given orally in the amounts contained. Had
Respondents produced evidence of properly conducted, replicated tests showing that Anorex-CCK
performed as claimed, both as to results and to mechanism of action since advertisements make both
kinds of claims, this case would have been subject to the cautions of the Reilly Court. However, no such
"minority school of thought" was established by Respondents' evidence.

14. A promise to refund if a customer is dissatisfied will not dispel the effect of false advertisements.
Farley v. Heininger, 105 F.2d 79, 84 (D.C. Cir. 1939); Borg-Johnson Electronics, Inc., v. Christenberry,
169 F. Supp. 746, 751 (S.DN.Y. 1959).

15. The Corporate Respondents in this proceeding are conducting a scheme for obtaining money or
property through the mail by means of materially false representations within the meaning of 39 U.S.
Code § 3005 through the sale of Anorex-CCK.

16. Mitchell K. Friedlander formulates, directs and controls the policies of the corporate Respondents.
Trade Commission v, Standard Education Society, 302 U.S. 112 (1937); Benrus Watch Company.v.
E.T.C., 352 F.2d 313, (8th Cir. 1965).

Accordingly, a False Representation Order and a Cease and Desist Order are issued herewith.
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TUNITED STATES

! POSTAL SERVICE Tab 89

In the Matter of the Complaints Against

W. G. CHARLES COMPANY

7770 West Oakland Park Blvd.
Landmark Bank Building
Sunrise, FL 33321-6729, ef al

P.S. Docket No. 19/105; P.S. Docket No. 19/161; P.S. Docket No.20/32
09/30/85
Mason, Randolph D.

APPERRANCES FOR COMPLAINANT:
Anne Gallant, Esq.:;

Kenneth N. Hellies, Esg;
Sandy Mcfeeley, Esq.;

Hilda Rosenberg, Esqg.;
Consumer Protection Division,
L.aw Department,

United States Postal Service,
Washington, DC 20260-1112

APPEARANCES FOR THE CORPORATE RESPONDENTS AND MITCHELL K. FRIEDLANDER:
Lee H. Harter, Esg.;

2256 Van Ness Avenue,

San Francisco, CA 94109~215

Mitchell K. Friedlander
c/o The Robertson-Taylor Co.,
1110 West Sunrise Blvd.,
Ft. Lauderdale, FL 33311-133

APPEARANCES FOR HARRIS FRIEDLANDER MICHAEL MEADE:
Harris Friedlander, pro _se,

Michael Meade, pro_se
c/o The Robertson-Taylor Co.,
1110 W. Sunrise Blvd.,

Ft. Lauderdale, FL 33311-133

P

L SERVICE DECISION

The proceeding in Docket No. 19/105 was initiated on July 3, 1984, when the General Counsel filed a
Complaint against the following Respondents: W.G. Charles Company at 7770 West Oakland Park
Boulevard, Landmark Bank Building, Suite 210, Sunrise, Florida 33321-6729, and at 3952 N,
Southport, Chicago, Illinois 60613-2606; and Mitchell K. Friedlander at 2175 State Road 84, Ft.
Lauderdale, Florida 33312-4839; and Harris Friedlander at 2175 State Road 84, Dock 12 #1, Ft.
Lauderdale, Florida 33312-4839; and Michael Meade at 3952 N. Southport, Chicago, Illinois 60613-
2606. On August 31, 1984, the General Counsel filed a Complaint in Docket No. 19/161 against the
following Respondents: The Robertson-Taylor Company at 1110 West Sunrise Boulevard, Ft.
Lauderdale, Florida 33311-1337; Intra-Medic Formulations, Inc. at 7770 West Oakland Park Boulevard,
Suite 210, Sunrise, Florida 33321-6729; and Mitchell K. Friedlander and Harris Friedlander at the
addresses set forth for them above.
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A Complaint was also filed on November 16, 1984 in Docket No. 20/32 againsts the following
Respondents: J.F. Pharmaceuticals, Inc. at 7770 W. Oakland Park Blvd., Suite 210, Sunrise, Florida
33321-6729: and at 10 Bay Street, Suite 119. Westport. Connecticut 06880-4315, and at 3317 Montrose.
Suite 1210, Houston, Texas 77006-3946; Intra-Medic Formulations, Inc. at the address set forth for it
above; Mitchell K. Friedlander at 508 Bontona Avenue, Ft. Lauderdale, Florida 33301-2422; W.G.
Charles Company at 7770 West Oakland Park Blvd., Suite 210, Sunrise, Florida 33321-6729; and
Customer Service Distribution Center, Inc., at 997 NW 11th Avenue, Ft. Lauderdale. Florida 33311-
1337

The Complaints in Docket Nos. 19/105 and 19/161 were also amended on September 14, 1984, to allege
that Harris Friedlander was active in the conduct of Respondents’ business. On December 11, 1984, all
Complaints were amended to include Customer Service Distribution Center as a Respondent (Tr. 394-
396, December 11, 1984). Also, by Order dated May 24. 1985, Harris Friedlander was added as a
Respondent in Docket No. 20/32 and Michael Meade was added as a Respondent in Docket Nos. 19/161
and 20/32. Finally, on June 6, 1985, all Complaints in the instant cases were amended to correct
typographical errors and propose different language for the Cease and Desist Orders. In addition, the
Complaint in Docket No. 19/105 was amended to delete P8(b) which had alleged that the product would
cause 2 "measurable increase” in size and weight of the female user's breast.

The Complaints alleged that Respondents are engaged in conducting a scheme or device for obtaining
money or property through the mails by means of false representations concerning the following
products in violation of 39 USC § 3005: Macrocell-D58 Liquid Concentrate (Docket No. 19/105);
Mamralin-BX2 (Docket No. 19/161); and Breast Formula XP-39 (Docket No. 20/32). Respondents deny
that any violation of the statute has occurred. The Complaints alleged in each case that Respondents
falsely represent, directly or indirectly, in substance and effect, whether by affirmative statements,
implication or omission that:

"Topical application of [the product] will cause a noticeable enlargement of the female
user's breasts.”

The instant cases are part of a group of 11 related cases. nl In December of 1984, Administrative Law
Judge Edwin S. Bernstein conducted a six-day evidentiary hearing in the eleven cases to determine, in
part, whether Michael Meade and Harris Friedlander had been properly named in various complaints.
Thereafter, Respondents requested that Docket Nos. 19/104, 19/162, and 19/182 be severed from the
group and heard on an expedited basis by Judge Bernstein as Acting Judicial Officer. This had the effect
of postponing the trial of the instant cases (Judicial Officer's Order dated February 1, 1985).

nl P.S. Docket Nos. 19/103, 19/104, 19/105, 19/161, 19/162, 19/179, 19/182, 19/183, 19/184, 20/16,
and 20/32.

In April of 1985 Respondents requested that the instant cases also be heard on an expedited basis and
that the final agency decisions be issued by any of the Administrative Law Judges. The undersigned
Administrative Law Judge was later designated to serve as Acting Judicial Officer to process, hear and
issue the final agency decision in the captioned cases (Judicial Officer's Order dated April 19, 1985).

A survey of the record in the expedited cases before Judge Bemstein revealed an unduly burdensome
and protracted record caused, in part, by repetitive and argumentative questions and a multitude of
dilatory motions and surprises. In order to streamline the trial of the instant cases, a comprehensive pre-
trial order was issued on May 8, 1985 by the Acting Judicial Officer. This order provided, in part, that:
(a) all motions that may reasonably be expected to arise during trial shall be filed no later than 10 days
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before trial; (b) direct and rebuttal testimony shall be filed in writing no later than 20 days and 13 days.
respectively, before the trial; (¢} the parties shall exchange detailed proposed findings of fact and
conclusions of law no later than 20 days prior to the trial; and, (d) upon receipt of these proposed
findings, each party shall underline the findings and conclusions that are disputed, put brackets around
the findings that are admitted, and leave unmarked the findings which are admitted but deemed
irrelevant. In addition to the above "underlining" procedure, the parties were required to critique the
other parties’ proposed findings. The parties were instructed that in order to eliminate surprise or
prejudice, parties who had not identified their facts, witnesses, and physical or documentary exhibits in
their proposed findings shall, except upon a showing of good cause, be precluded from offering such
proof at trial. Finally, in order to prevent unduly long, repetitive, and argumentative cross-examination,
the parties were required to file in writing all reasonably anticipated cross-examination questions with
the Acting Judicial Officer (without service on opposing parties) no less than 7 days before the hearing.
It was stated that additional questions may be allowed in the interest of justice if they could not
reasonably have been anticipated. Finally, all exhibits had to be exchanged no later than 20 days prior to
the hearing, In order to accommodate the parties, the May 8 pre-trial order was amended on May 24 and
May 29, 1985.

On May 24, 1985, the Acting Judicial Officer designated Lee Harter. Esq., to conduct all examinations
of witnesses, make all motions, arguments, and objections at trial, and file all documents required by
pre-trial orders on behalf of Respondent Mitchell Friedlander and the corporate Respondents. In the
proceedings before Judge Bemstein, Mitchell Friedlander was unable to present his case in a manner
consistent with a fair and orderly proceeding. The record is replete with instances in which Mr. Harter
represented Mr. Friedlander. Mitchell wanted to represent himself on scientific matters and to be
represented by Mr. Harter on legal. procedural, and evidentiary matters, The designation of Mr. Harter is
in accordance with Brasier v. Jeary 256 F.2d 474 (8th Cir. 1958), cert. denied, 358 U.S. 867 (1958),
which held that a party has no right to conduct his own case and have the aid of counsel to speak and
argue for him at the same time. Thereafter, Mr. Harter continued to insist that he was only representing
the "corporate Respondents,” which are wholly owned by Mitchell Friedlander. All such filings have
been treated as being, in substance, also filed on behalf of Mitchell.

In accordance with the critique and underlining procedure set forth in the May 8th pre-trial order, on
June 12, Respondents filed a marked copy of Complainant's Proposed Findings of Fact and Conclusions
of Law (See attachment to Respondents' Critique). Complainant had filed separate proposed findings in
each of the captioned docket numbers; however, Respondents indicated that the only disputed sentences
in the proposed findings for all three cases were those sentences which it had underlined in
Complainant's proposed findings for Docket No. 20/32. All Respondents stipulated that all of
Complainant's proposed findings in Docket Nos. 19/105 and 19/161 are admitted (or admitted but
considered irrelevant) except for those sentences which are identical to the underlined (disputed)
portions of Complainant’s proposed findings in Docket No. 20/32. (Memorandum of Telephone
Conversations dated June 18, 1985; Tr. 52, June 20, 1985).

After taking into consideration the alleged financial difficulties of the Respondents and all other factors
presented, medical emergencies dictated that a portion of the trial be held in Washington, DC on June 17
and 18, 1985. Respondents refused to attend, and for a variety of reasons stated by the Acting Judicial
Officer on the record, were deemed to have waived their right to cross-examine the Complainant's
expert witnesses. Accordingly, the direct testimony of Peter H. Wendschch, M.D.; Estelle R. Ramey,
M.D.; and Yvonne T. Maddox, M.D., were taken ex parte. This testimony had previously been
submitted by Complainants as written direct testimony under the pre-trial procedure. The remainder of
the hearing took place on June 20, 1985 in Ft. Landerdale, Florida. Appearances were made by Lee
Harter, Esq., and Mitchell K. Friedlander; however, no appearances were made by or on behalf of Harris
Friedlander n2 or Michael Meade. Dr. Wendschuh appeared again at this hearing and was cross-
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examined by Mr. Harter. Although nominally appearing only for the corporate Respondents, Mr. Harter
continually represented Mitchel! Friedlander throughout these proceedings (June 20 Tr. 94, 106, 109,
110,212-214,222).

n2 Harris attended a portion of the June 20 hearing but declined to participate.

Michael Meade and Harris Friedlander failed to participate in these cases in a meaningful way. With the
exception of proposed findings filed on May 29, 1985, consisting of four sentences. Michael Meade and
Harris Friedlander failed to file pre-trial submissions required by the May 8 pre-trial order; they made no
appearance at either hearing location. They appeared to be relying upon the presentation made by Mr.
Harter to defend their cases (See. e.g., "Response of Michael Meade of May 8 Order to Show Cause,” at
p. 5, filed May 20, 1985; same adopted by Harris on May 21, 1985). It is noted that they also failed to
appear in the lengthy main hearing on the false representation issues before Judge Bernstein in the
related cases.

Complainant's unopposed motion to correct the transcript filed on July 9, 1985, is hereby granted.

The pre-trial procedure and the conduct of the trial itself afforded the parties a full opportunity to be
heard, adduce relevant evidence and examine and cross-examine witnesses. Respondents chose not to
present their purported "courtroom demonstration” of three women using the product and elected not to
cross-examine two of Complainant's three expert witnesses. After the hearing, Complainant filed post-
trial proposed findings of fact and conclusions of law on July 19, 1985 which have been duly
considered. Due to withdrawal of counsel, Respondents were given until September 6, 1985, to file their
post-trial brief. No such brief was filed.

During the trial Respondents made a motion to stay the proceedings based on an alleged criminal
investigation being conducted by the Postal Service. Respondents argued that they should not be
required to proceed with their case because it would violate their 5th Amendment right to remain silent
and that Complainant might abuse the civil process to gain evidence for the alleged criminal
investigation. I denied this motion at the trial; I hereby reaffirm this ruling for the reasons which [
previously stated on the record (Tr. 79-82, June 20, 1985), and for the additional reasons set forth below,

In summary, Respondents failed to submit any evidence which tended to prove the existence of a Postal
Service criminal investigation. The notations, abbreviations, and boilerplate language on USPS
documents offered by Respondents (RX-1) do not even make one suspicious. In contrast, Complainant's
counsel represented that there was no USPS criminal investigation (Tr. 42-43). In addition, even if such
an investigation had existed, Respondents failed to show how they would be prejudiced by going
forward with their case. In this regard, the pre-trial order asked Respondents to submit their entire case
in writing prior to the oral hearing. The only evidence that they planned to submit was the product
demonstration and the testimony of the three women subjects, which was described in detail and
presented verbatim in the pre-trial submissions. Thus there was little that Complainant would discover
by requiring Respondents to go forward. All exhibits had been received before trial. With regard to the
demonstrative evidence, itself, Respondents’ alleged preference to present this to a jury does not
constitute a valid reason to stay these proceedings. Moreover, there is no secret to the demonstration; it
could be independently performed by the government without the benefit of any evidence herein.

Finally, the stay was properly denied because the public interest protecting consumers from the false
representations in these cases outweighs any damage to Respondents that might arguably have occurred
by going forward with the civil proceedings. In this regard, Respondents have shown no special
circumstances in which the nature of these proceedings demonstrably prejudices any substantial rights.
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resser Industries, Inc., 628 F.2d 1368 (D.C. Cir. 1980), cert. denied 449 U.S. 993 (1980);
tates v. Kordel. 397 U.S. 1, at 11-13 (1970).

To the extent indicated below, proposed findings and conclusions have been adopted; otherwise they
have been rejected as irrelevant or contrary to the evidence. Based on the entire record herein, including
my observation of the witnesses and their demeanor, the exhibits, stipulations, and other relevant
evidence adduced at the hearing, I make the following Findings of Fact and Conclusions of Law:

FINDINGS AND CONCLUSIONS

REGARDING MICHAEL MEADE AND HARRIS FRIEDLANDER AS RESPONDENTS

In December of 1984, Administrative Law Judge Edwin S. Bernstein held a 6-day evidentiary hearing to
determine whether Harris Friedlander and Michael Meade were properly named as Respondents in one
or more of the instant cases plus the eight related cases. After hearing all of the evidence and
considering the parties' briefs, Judge Bernstein issued a Decision on January 28, 1985. He found that
these two Respondents held important, responsible positions and are deeply invoived in the Respondent
corporations' business activities. Accordingly, he held that they had been properly named as
Respondents and that any orders issued should be applied to them.

Subsequent to the decision of the Administrative Law Judge, Complainant moved, inter alia, to amend
two of the instant complaints, requesting that Meade and Harris be added as Respondents in Docket No.
20/32 and that Meade be added in Docket No. 19/161. Both Meade and Harris objected to these
amendments on the ground that the January 28 Decision of the Administrative Law Judge was incorrect.
By Order of May 24, 1985, the Acting Judicial Officer included Meade and Harris as Respondents but
gave them the opportunity to incorporate their exceptions to the January 28 Decision in their pre-trial
documents and in any post-trial briefs,

In paragraphs 9 and 10 of Complainant's pre-trial proposed findings of fact, it was alleged that Harris,
vice president of W. G. Charles and Intra-Medic (the parent company) and Meade, the corporations'
general manager, both hold important, responsible positions in the corporate Respondents and are deeply
involved in their business activities. Complainant cited the January 28 Decision at pages 4-7, and 15.
Although Harris and Meade did not file responses as required by the pre-trial orders of May 8 and 24,
1985, the "corporate respondents” disputed paragraphs 9 and 10 in their marked copy filed June 12,
1985. Respondents' critique of the same date simply disputes these findings "for the reasons set forth in
Harris Friedlander and Michael Meade's Attorney's Memorandum of Law {filed before the January 28
Decision]" and their Motion to Reconsider the January 28 Decision filed on June 12 in Docket Nos.
19/104, 19/162, and 19/182.

After carefully reviewing the January 28 Decision of the Administrative Law Judge, and the underlying
record, it is concluded that the findings of fact are fully supported by a preponderance of the evidence of
record and that the conclusions of law are correct. In reaching this conclusion, the credibility
determinations with respect to both Meade and Hamis Friedlander are sustained since the Administrative
Law Judge was in the best position to judge their demeanor. NLRB v. Florida Medical Center, Inc.. 576
F.2d 666, 671 (5th Cir. 1978).

The record fully supports the finding that Harris Friedlander and Meade hold important, responsible
positions and are deeply involved in the cororations' business activities. Harris is the vice president of
several of the corporations. He and his brother Mitchell have a relationship of close mutual trust, Harris
supervises workers and is the only person who opens the mail and removes the cash that is received in
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the mail. Further, he made complaints to the Postal Service on behalf of the corporations regarding cash
losses (See citations in January 28, 1985 Decision).

Michael Meade is the corporations’ General Manager, and had a salary of $52,000 per year (Tr. 1853,
Dec. 19, 1984). In view of the small size of the companies, he is significantly involved in the
management of the corporation Respondents.

Orders should be issued against both Harris Friedlander and Michael Meade in order to reduce the threat
of evasion of any cease and desist orders issued against Mitchell Friedlander. Federal Trade
Commission v. Standard Education Society, 302 U.S. 112 (1937). Moreover, where individuals are
engaged in an egregious practice which is designed to mislead the public, the nature of the violation
further justifies the imposition of orders on company officials. Bartlett Carpet Mills, Inc. v. Consumer
Product Safety Comm., 635 F.2d 299 (4th Cir. 1980). The evidence of record supports a finding that the
sale of a product purporting to enlarge breasts is, in fact, an egregious practice.

Finally, in their Motion for Reconsideration of the January 28 Decision, Respondents contended that the
decision should be reversed based upon their assertions that Postal Inspector Cantley lied in testifying,
and that Complainant did not comply with the Jencks rule in connection with Cantley's testimony. This
argument is rejected because Cantley's testimony was either irrelevant or unnecessary for the purpose of
deciding the instant issues. The Postal Service forms which he identified were under seal and therefore
independently admissible under Federal Rule of Evidence 902(1). These forms revealed the positions
held by Harris and Meade (CX2-7a and 7c; CX2-1a; CX2-1b; CX2-6a). Since Cantley's testimony was
unnecessary to the January 28, 1985 Decision, Cantley's credibility is irrelevant. This conclusion is in
accord with the related case of W, G. Charles Company, P.S. Docket No. 19/104, 19/162 (P.S.D.
September 10, 1985 at pp. 7-9).

Accordingly, Harris Friedlander and Michael Meade are proper Respondents and orders will be issued
against them individually.

REMAINING FINDINGS OF FACT

Most of the remaining findings were stipulated by Lee Harter, Esq., for the so-called "corporate
Respondents" (and, in substance, Mitchell Friedlander) in the underlined copy of Complainant's pre-trial
Proposed Findings of Fact filed as an attachment to Respondents’ Critique on June 12, 1985. The other
Respondents failed to respond to Complainant's pre-trial proposed findings, and are accordingly deemed
to admit those findings. See Order of May 24, 1985, emphasizing the importance of a response by every
Respondent. However, all findings are fully supported by the transcript and exhibits and citations to the
record have been made below.

ADDITIONAL FINDINGS FOR DOCKET NO. 19/105

1. Respondent W.G. Charles Company ("W.G. Charles") is a corporation organized and doing business
under and by virtue of the laws of the State of Florida (CX2-26).

2. Respondent Customer Service Distribution Center, Inc. ("Customer Service”) is a corporation
organized and doing business under and by virtue of the laws of the State of Florida (CX2-27).

3. The corporate Respondents have their principal place of business at 1110 West Sunrise Blvd., Ft.
Lauderdale, Florida (CX2-28).
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4, Respondent Mitchell K. Friedlander, an individual, wholly owns the corporation Intra-Medic
Formulations, Inc. ("Intra-Medic") which, in turn, is the sole owner of Respondents W.G. Charles and
Customer Service (CX2-28).

5. Respondent Mitchell K. Friedlander is the sole director and president of W.G. Charles and Customer
Service (January 28 Decision; Ans., Dec. 31, 1984; CX2-1(b)).

6. As the sole director and president of the corporate Respondents, Mitchell Friedlander is in a position
to formulate, direct and control both the policies and the daily operations of the corporate Respondents.
and, in fact, does so (CX2-4, p. 3; Jan. 28 Decision; See additional citations in Complainant's proposed
findings).

7. Respondent Mitchell K. Friedlander is responsible for decisions concerning the advertising to be used
for the products that W.G. Charles sells (December Tr. 1735; CX2-4 at p. 3).

8. Respondent Harris Friedlander, vice-president of W.G. Charles and Intra-Medic, holds an important,
responsible position in the corporate Respondents and is deeply involved in their business activities (See

9. Respondent Michael Meade, the corporations' general manager, holds an important, responsible
position in the corporate Respondents and is deeply involved in their business activities (See pp. 10-13,
supra).

10. Respondent W.G. Charles advertises the product Macrocell-D58 for sale (CX-27, 33, 36, 38, 41. 45,
46).

11. Consumers may purchase the product Macrocell-D58 by sending payment through the United States
mails (Id.).

12. Payment and orders for Macrocell-D38 are directed to: The W.G. Charles Company, 3952 North
Southport, Chicago, Illinois 60613 (Id.)

13. Respondent Customer Service Distribution Center, Inc. ships the product Macrocell-D58 to
customers, handles inquiries and correspondence concerning the product, and processes payment and
orders for the product (CX-30, 34, 43, 46).

14. Payment and orders for Macrocell-D58 are also directed to: Customer Service Distribution Center,
Inc., 997 N.W. 11th Avenue, Fort Lauderdale, FL 33311. In particular, when the product is shipped to
customers who have not remitted full payment for it, such customers are directed to remit the balance
due to Customer Service at this address (CX-46).

15. Macrocell-D58 is labeled to contain the following ingredients: Water, Aloe Extract, Cucumber
Extract, Niacin, Glycerin, Comfrey Extract, Sodium PCA, Polysorbate 20, Octoxynol-9, Chamomile
Extract, Propylene Glycol, Collagen Amino Acids, Ginseng Extract, Isopropyl Alcohol, Carbomer 940,
Allantoin, Panthenol, Imidazolidiny! Urea, Methy! Paraben, Menthol, TEA, Fragrance (CX-31, 44).

16. Instructions for use of Macrocell-D58 are substantially similar to those for use of Breast Formula
XP-39 and are nearly identical to those for use of Mamralin-BX2. These instructions are:

“STEP 1. After thoroughly cleansing your breasts with mild soap or cleansing cream, shake bottle well
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and then dispense a half dropper full of MACROCELL-D38 into the palm of your hand.

STEP 2. Apply MACROCELL-DS8 with your fingertips to the entire breast area. Massage vigorously
for 3 to 5 minutes.

STEP 3. Soak a clean towel in hot (not scalding) water and hold it firmly to your breasts until it cools.
Remove wet towel and pat dry.

Use Elan Vital's MACROCELL-D58 4 to 7 times weekly until results are maximized. Thenuse 2 10 4
times a week to retain your breasts new, radiant, magnetic glow (CX-33, 45).

17. Macrocell-D58 is advertised in national magazines (CX-26, 27, 35-37).
18. At least two different formats are used in magazine advertisements for Macrocell-D58 (CX-26, 35).

19. Macrocell-D58 is also offered for sale to consumers in the instructions brochure accompanying the
product (CX-33, 45).

20. Macrocell-D38 may also be ordered by consumers from the order coupon appearing in a letter
notifying consumers that an order of Macrocell-D58 has been received by W.G. Charles (CX-41).

21, Respondents' promotional materials make the representation alleged in P8(a) of the Complaint, that
“topical application of Macrocell-D58 Liquid Concentrate will cause a noticeable enlargement of the
female user's breasts.” The following excerpts from Respondents’ promotional materials for the product
demonstrate that they make the above representation:

(a) Exhibits CX-26, 27, 35, and 36
1. "A breakthrough for Women Who Want More] LARGER BREASTS GUARANTEED.
2. LARGER BREASTS WITHOUT SURGERY.

At Jast, a REVOLUTIONARY approach to breast enlargement. A highly sophisticated formulation
verified by research chemists and unsurpassed in its ability to expand the cellular substructure of the
female breast.

That's right] Now you can INCREASE the size of the BREAST itself, not just the bustline, but your
ACTUAL CUP SIZE, where it really counts]

MACROCELL-D58 CREATES CELLULAR EXPANSION.

MACROCELL-DS58 is a powerfully effective, scientific formulation that has the ability to penetrate
deep into the outer layers of breast tissue preparing the breast's celtular sub-structure for
ACCELERATED GROWTH. In simple terms, the cells of your breast will now have the capacity to
ABSORB ADDITIONAL VOLUME similar to the way a sponge absorbs water. As this absorbtion [sic]
begins, your breasts INCREASE in both SIZE and weight. Your breasts will develop a new satisfying
feel of FULLNESS as the entire breast EXPANDS to magnificent new proportions right before your
eyes AND THAT'S GUARANTEED.
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3. INCREASE YOUR ACTUAL CUPSIZE]

4. NOTICE: Because MACROCELL-DS8 causes the breasts to become both larger and heavier,
MACROCELL-D358 is fortified with tissue strengtheners to help prevent the possibility of sagging due
to accelerated growth, MACROCELL-DS58 is not to be used by pregnant or lactating women.

3. You know how much ATTENTION women with large breasts demand from men. And you also know
how it feels to see OTHER WOMEN get all that attention just because their breasts are larger than
yours, Now you can fight back with MACROCELL-D38 , the ultimate breast enhancer,

6. MACROCELL-D358 creates "MACRO-CELLULAR" absorbtion [sic] over the entire breast area.
Visible expansion begins with the very first application.

1 understand that if I am not totally satisfied with the visible increase in my breast size, [ will geta
complete refund including the $2.00 for postage and handling.

(b) Letter to purchaser with order coupon (CX-41):

"With MACROCELL-D58 you will begin a REVOLUTIONARY APPROACH to breast enlargement -
Not just an increase in your bustline, but a NOTICEABLE increase in your actual cup size. From the
very first application, your breasts will develop a new SATISFYING FEELING OF FULLNESS and
your NEW APPEARANCE AND CONFIDENCE will be the eye-catching envy of other, less well-
endowed, women.

The MACROCELL-D58 formulation is the culmination of research in the growing field of macro-
cellular expansion - the SCIENTIFIC METHOD of breast development that makes creams, weight gain
powders and exercise contraptions totally obsolete. Now you will experience the breasts of your dreams
and know the PERSONAL SATISFACTION and confidence of women with large breasts.

MACROCELL D-58 will PRODUCE VISIBLE RESULTS with your very FIRST APPLICATION. In
fact, we are so positive that this PENETRATING breast enlarging compound will be all that you've
dreamed about, that we are proud to offer you a FULL 20% DISCOUNT ON YOUR NEXT
PURCHASE OF MACROCELL-D58 "

(¢c) The Macrocell-D38 instruction booklet and order form (CX-33 and CX-45):

"AN EXCITING NEW EXPERIENCE FOR YOUR BREASTS

You will feel your breasts come alive as MACROCELL-DS8 tightens, smooths, enlarges and firms the
breasts, producing visible results so dramatic that . . . well, you'll see. A proven formulation from the

cosmetic chemists at Elan Vital.

MACROCELL-DS58 is a unique blend of natural skin salts, collagen, amino acids, herbal plants, flower
extracts that regenerate the outer layers of the breast tissue to work the formulations magic.”

ADDITIONAL FINDINGS FOR DOCKET NO. 19/161

1. Respondents, The Robertson-Taylor Company ("Robertson-Taylor"), Intra-Medic Formulations, Inc.
("Intra-Medic™), Customer Service Distribution Center, Inc. ("Customer Service") are corporations
organized and doing business under and by virtue of the laws of the State of Florida (CX2-25; CX2-24;
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CX2-27).

2. Respondents Robertson-Taylor and Customer Service are subsidiaries of Respondent Intra-Medic
(CX 2-28 atpp. 1-2; CX-6,7,12,17, 18,19, 21, 22).

3. The corporate Respondents all have their principal place of business at 1110 West Sunrise Bivd., Ft.
Lauderdale, Florida (CX2-28 at p. 2).

4. Respondent Mitchell K. Friedlander, an individual, wholly owns Respondent Intra-Medic which. in
turn, is the sole owner of Respondents Robertson-Taylor and Customer Service (CX2-28 at p. 2: See.
Decision of Jan. 28, 1985).

5. Respondent Mitchell K. Friedlander is the sole director and president of Robertson-Taylor, Customer
Service, and Intra-Medic (Decision of 1/28/85 at p. 3; CX2-24, 25, 27; CX2-4 at p. 2; Answer of
corporate Respondents of December 31, 1984 atp. 4; CX2-11).

6. As the sole director and president of the corporate Respondents, Mitchell Friedlander is in a position
to formulate, direct and control both the policies and the daily operations of the corporate Respondents,
and, in fact, does so (Decision of 1/28/85 at pp. 3 and 15; CX 2-4 at p. 3).

7. Respondent Mitchell Friedlander is responsible for decisions concerning the advertising to be used
and the products that Intra-Medic and Robertson-Taylor sells (December Tr. 1735; CX2-4 at p. 3).

8. Respondent Harris Friedlander, vice-president of Robertson-Taylor and Intra-Medic, holds an
important, responsible position in the corporate Respondents and is deeply involved in their business
activities (See pp. 10-13, supra).

9. Respondent Michael Meade, the corporations’ general manager, holds an important, responsible
position in the corporate Respondents and is deeply involved in their business activities (See pp. 10-13,
supra).

10. Respondent Robertson-Taylor advertises the product Mamralin-BX2 for sale (CX-1, 2, 4,7, 12, 14,
16, 18,22, 24).

11. Consumers may purchase the product Mamralin-BX2 by sending payment through the United States
mails (Id.).

12. Payment and orders for Mamralin-BX2 are directed to: The Robertson-Taylor Company, 1110 W,
Sunrise Blvd., Ft. Lauderdale, Florida 33311 (Id.).

13. Respondent Customer Service ships the product Mamralin-BX2 to customers, handles
correspondence concerning the product and processes payments and orders for the product (CX-9, 13,
20, 23) {envelopes in which products were sent and packing slips accompanying product).

14, Payment and orders for Mamralin-BX2 are also directed to: Customer Service Distribution Center,
Inc., 997 N.W. 11th Avenue, Fort Lauderdale, Florida 33311. In particular, when the product is shipped
to customers who have not remitted full payment for it, such customers are directed to remit the balance
due to Customer Service at this address (CX-13, 23) (packing slips accompanying product).

15. Mamralin-BX2 is labeled to contain the same ingredients as Breast Formula XP-39 and Macrocell-
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D58 with the following exception: Mamralin-BX2 is labeled to contain two additional ingredients.
F.D.&C. Red #33 and F.D.&C. Red #4 (CX-10, 21).

16. Instructions for use of Mamralin-BX2 are nearly identical to those for Macrocell-D58 and
substantially the same as those for Breast-Formula XP-39 (CX-12, 22).

17. Mamralin-BX2 is advertised in national magazines (CX-1-3, 14-16, 24).

18. At least three different formats are used in magazine advertisements for Mamralin-BX2 (CX-1. CX-
14 and CX-24).

19. Mamralin-BX2 is also offered for sale to consumers in the instructions brochure accompanying the
product (CX-12, 22).

20. Mamralin-BX?2 may also be ordered by consumers from the order coupon appearing on a letter
notifying consumers that their order of Mamralin-BX2 has been received by Robertson-Taylor (CX-7,
18).

21. Respondents’ promotional materials make the representation alleged in paragraph 8 of the Complaint
that "topical application of Mamralin-BX2 will cause a noticeable enlargement of the female user's
breasts.” The following excerpts from Respondents' advertisements and instructions booklet for the
product demonstrate that they make the above representation:

(a) Advertisement which appeared in the June 1984 issue of Cosmopolitan magazine (CX-1 and 2):

"FACT: Every woman has the ability to increase the size of her breasts. Including you] Increase in the
actual cup size, not just the size of your back. (Face it, if you are a size 32AA or a 38AA you still have
the problem of small breasts.) But now there is MAMRALIN-BX2 .

MEDICAL EXPERTS HAVE PRODUCED LARGER BREASTS FOR THOUSANDS OF LUCKY
WOMEN]

According to most medical experts, the only way for you to permanently increase the size of your
breasts is to undergo expensive and sometimes dangerous breast augmentation surgery. But you don't
have to give up]

NOW YOU HAVE A CHOICE]

What if you could find a treatment which will produce attention-grabbing, larger, firmer breasts without
expensive surgery? What if this exclusive, scientifically developed treatment was not only enjoyable to
apply but worked with incredible speed? What if you were able to obtain this treatment now without
prescription or embarrassment? Furthermore, what if this formula was guaranteed to work for you or it
costs you nothing? Would you be interested? Of course you would] And you're not alone]

FIRST TIME AVAILABLE FOR NON-CLINICAL USE]
MAMRALIN-BX2 was formulated during ongoing research at The Robertson-Taylor Co., a division of
Intra-Medic Formulations, Inc. Our research team engaged in the development of biotherapeutic

treatments, had a goal: create a formula which could channel specific body mass to designated areas of
the body capable of naturally induced expansion. The breasts, (because of the extraordinary properties of
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breast tissue) are capable of this type of expansion and the MAMRALIN-BX2 FORMULA can trigger
the precise mechanisms which will produce larger, more sensual breasts. And do this fast, safely. and
without the permanence or scarring you gamble with if you undergo breast augmentation surgery.”

(b) "A WINNING FIGURE WILL MAKE YOU A WINNER]} NEW} MAMRALIN-BX2 .

MAMRALIN-BX2 is a new effective scientific compound that is capable of channeling added amounts
of body mass to specific areas of the body that are capable of naturally induced expansion. The breasts
(because of the extraordinary properties of breast tissue) are capable of this type of expansion. and the
MAMRLIN-BX2 FORMULA can trigger the precise mechanisms which will produce larger, more
sensitive, sensual breasts, and do it fast, safely and without the permanence or scarring you gamble with
if you undergo breast augmentation surgery.

THE SECRET IS THE EXCLUSIVE MAMRALIN-BX2 FORMULA

The MAMRALIN-BX2 FORMULA is a precise blend of compounds that, when massaged into the
breasts, will create a series of biological actions that will, simply stated, expand the capacity of the
breast to accept additional body mass.

The application of the MAMRALIN-BX2 FORMULA is both soothing and pleasant. Your breasts will
"tingle" with a new sensuous warmth that will tell you the MAMRALIN-BX2 FORMULA is going to
work. In a few short moments you will actually see and feel the difference. And that's guaranteed}

YOU NO LONGER HAVE TO FEEL SHORT-CHANGED]

Face it, women with beautiful breasts seem to always be surrounded by men. Instead of making flimsy
excuses (like -- "I wouldn't want breasts that size") take the positive step. Order MAMRALIN-BX?2
today and see how it feeis to be the center of attention instead of the one left standing alone making
flimsy excuses.

BE A WINNER]

Forget what you have heard about 'powdered drinks' that make you gain weight all over or ineffective
exercise contraptions that do nothing but build up your back muscles. MAMRALIN-BX2 is the one for
you. MAMRALIN-BX2 is applied directly to the breast where it goes to work directly on the

breast” (CX-14).

(¢) Instruction Brochure and Order Form (CX-12 and 22):

"MAMRALIN-BX2 WILL ACTUALLY INCREASE YOUR CUP SIZE ... FROM THE VERY
FIRST APPLICATION]

Get ready] You are about to experience a wonderful transformation . . . the result of a medical
breakthrough that literally expands the capacity of your breasts to accept additional mass. The result?
You can now have larger, firmer, more sensual breasts, and you will see and feel the difference right
from the start.

The research teams of the Robertson-Taylor Co. have developed the breast expanding MAMRALIN-

BX2 formulation -- a potent blend of tissue expanding compounds that will enlarge your breasts and
give you the eye-catching figure of your dreams. With the first application, you will feel the
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MAMRALIN-BX?2 tingle -~ the sensual warmth that lets you know that the powerful tissue-expanding
compounds are working their breast-enhancing magic. Yes, MAMRALIN-BX2 is the intelligent
alternative to dangerous, permanent breast augmentation therapy.

Now look in the mirror. How does it feel to have larger, more sensual breasts. They said it couldn't be
done, but now the proof is right before your eyes.”

ADDITIONAL FINDINGS FOR DOCKET NO. 20/32

1. Respondents Intra-Medic Formulations, Inc. ("Intra-Medic"); W.G. Charles Company ("W.G.
Charles™); 1.F. Pharmaceuticals, Inc. ("J.F. Pharmaceuticals”); and Customer Service Distribution
Center, Inc. ("Customer Service") are corporations organized and doing business under and by virtue of
the laws of the State of Florida (CX2-22; CX2-26; CX2-27; CX2-24; CX2-28).

2. Respondents W.G. Charles, I.F. Pharmaceuticals and Customer Service are subsidiaries of
Respondent Intra-Medic (CX2-28 at pp. 1-2).

3. The corporate Respondents all have their principal place of business at 1110 West Sunrise Blvd.. Ft.
Lauderdale, Florida (CX2-28 at p. 2).

4. Respondent Intra-Medic wholly owns Respondents W.G. Charles, J.F. Pharmaceuticals and Customer
Service (CX2-28 at p. 3; See Decision of 1/28/85 at p. 3).

5. Respondent Mitchell K. Friedlander, an individual, wholly owns Intra-Medic (CX2-28 at p. 2;
Decision of 1/28/85 at p. 3).

6. Mitchell K. Friedlander is the sole director and president of Intra-Medic, W. G. Charles, J.F.
Pharmaceuticals and Customer Service (CX2-22, 24, 26, 27; See Decision of 1/28/85 at p. 3; CX2-4 at
p- 2; Ans. of 12/31/84 at p. 4; CX2-1(b); CX2-6(b); CX2-11).

7. As the sole director and president of the corporate Respondents, Mitchell Friedlander is in a position
to formulate, direct and control both the policies and the daily operations of the corporate Respondents,
and, in fact, does so (See Decision of 1/18/85 at pp. 3 and 15; CX2-4 at p. 3; See additional citations in
Complainant's brief).

8. Respondent Mitchell K. Friedlander is responsible for decisions concerning the advertising used for
the products that Intra-Medic and W.G. Charles sell (Tr. 1735; CX2-4 at p. 3).

9. Respondent Harris Friedlander, vice-president of W.G. Charles and Intra-Medic, holds an important,
responsible position in the corporate Respondents and is deeply involved in their business activities (See
pp. 10-13, supra).

10. Respondent Michael Meade, the corporations' general manager, holds an important, responsible
position in the corporate Respondents and is deeply involved in their business activities (See pp. 10-13,
supraj.

11. Respondents J.F. Pharmaceuticals and W.G. Charles (CX-66) advertise the product Breast Formula
XP-39 for sale (CX-47, 48, 50, 55, 57, 58, 60, 64, 66).

12. Consumers may purchase the product Breast Formula XP-39 by sending payment through the United
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States mails (I1d.).

13. Payment and orders for Breast Formula XP-39 are directed to: J.F. Pharmaceuticals. Inc., at 3317
Montrose, Suite 1210, Houston, Texas 77006 and at 10 Bay Street. Suite 119, Westport, CT 06880 (CX-
48, 55, 58, 64, 66).

14. Respondent Customer Service distributes the product Breast Formula XP-39 and processes payments
and orders for the product (CX-53, 63; CX-56, 65).

15. Payment and orders for Breast Formula XP-39 are also directed to: Customer Service Distribution
Center, Inc., 997 N.W. 11th Avenue, Fort Lauderdale, FL 33311, In particular, when the product is
shipped to customers who have not remitted full payment for it, such customers are directed to remit the
balance due to Customer Service at this address (CX-56, 65).

16. Breast Formula XP-39 is labeled to contain: Water, Aloe Extract, Cucumber Extract, Niacin,
Glycerin, Comfrey Extract, Sodium PCA, Polysorbate 20, Octoxynol-9, Chamomile Extract, Propylene
Glycol, Collagen Amino Acids, Ginseng Extract, Isopropyl Alcohol, Carbomer 940, Allantoin,
Panthenol, Imidazolidinyl Urea, Methyl Paraben, Menthol, Tea, Fragrance (CX-33, 54, 63).

17. Instructions accompanying the product are substantially the same as instructions for Macrocell-D58
and Mamrolin-BX2, supra (Additional FOF #16 for Docket No. 19/105) (CX-55; CX-64).

18. Breast Formula XP-39 is advertised in national magazines (CX47-49, 57-39, 66-67).

19. At least three different formats are used in magazine advertiserents for Breast Formula XP-39 (CX-
47,57, 66).

20. Breast Formula XP-39 is also offered for sale to consumers in the Instructions Brochure which
accompanies the product (CX-55, 64).

21. Respondents’ promotional materials make the representation alleged in P6 of the Complaint that,
"topical application of Breast Formula XP-39 will cause a noticeable enlargement of the female user's
breasts." The following excerpts from Respondents’ advertisements and re-order booklet for the product
demonstrate that they make the above representation.

(a) "Thermal Infusion Technique Developed for Women Who Have Dreamed About LARGER
BREASTS:

Can you imagine actually watching and feeling your bust increase in size right before your eyes. At last
you will be able to experience the POWER and CONFIDENCE you know larger breasted women
always seem to use to their advantage.

EXPERIENCE ALL THAT YOU'VE BEEN MISSING For those times when beautiful breasts make a
difference, you'll be glad you have Breast Formula XP-39 on hand. WHAT ARE YOU WAITING
FOR? You have nothing to lose and everything to gain. Breast Formula XP-39 is guaranteed to work for
you just as it has for thousands of women who once thought that having a larger bust was only a dream.
Order Right Now]" (CX-47, 48; CX-57, 58).

(b) "Thermal Infusion Technique Developed Especially for Women Who Have Always Dreamed About
Terrific Breasts.
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Are you concerned about your breasts and would you like to quickly, easily and safely create a fullness
that will change your entire outward image? NOW you can, with the exclusive Breast Formula XP-39.

EXPERIENCE ALL THAT YOU'VE BEEN MISSING For those times when beautiful breasts make a
difference, you'll be glad you have Breast Formula XP-39 on hand. WHAT ARE YOU WAITING
FOR? You have nothing to lose and everything to gain. Breast Formula XP-39 is guaranteed to work for

you just as it has for thousands of women who once thought that having a larger bust was only a dream.
Order Right Now]" (CX-66).

(c) Breast Formula XP-39 Instructions Brochure and Order Form (CX-55 and 64):

"With BREAST FORMULA XP-39 you will notice the difference immediately -- and so will everyone
else. BREAST FORMULA XP-39, with its proven Thermal Infusion Technique, is the confidence
builder that has literally worked wonders for thousands of women who once thought that larger breasts
were only for the fortunate few. Now, you teo will know the power, confidence and sensual beauty of
fuller, larger breasts with your very first application.

You will love the immediate feeling of fullness and sensual warmth as your breasts undergo the XP-39
transformation. This easy to use formulation delivers tissue-expanding compounds deep into the breast
itself. In just a few minutes you will see your breasts become fuller and feel your breasts become more
sensitive to the touch. You will finally know what has been missing in your life for so many years."

FURTHER FINDINGS OF FACT FOR ALL CASES
A. The Witnesses
1. Peter H. Wendschuh, M.D.

Dr. Wendschuh received his M.D. degree from the University of Miami in 1978. Prior to that time, as a
National Science Foundation fellow, Dr. Wendschuh had earned a Ph.D. in organic chemistry from the
University of California at Berkeley in 1971. Dr. Wendschuh completed an internship in internal
medicine in 1979 at the Jackson Memorial Medical Center in Miami; he completed a residency in
dermatology in 1982, also at the Jackson Memorial Medical Center in Miami. He also earned board
certification in the specialty of dermatology in 1982 (CX-68; CX-72, p. 1 (Written direct testimony filed
May 31, 1985)).

Since earning his board certification in dermatology, Dr. Wendschuh has engaged in private practice in
dermatology. He is currently on the staffs of eight hospitals in the greater Miami area. He is also an
Assistant Clinical Professor at the University of Miami Department of Dermatology (CX-68; CX-72, p.
1). Dr. Wendschuh keeps current in the field of dermatology by attending medical conferences at which
current developments in dermatology are discussed, and by personal contacts with other physicians
specializing in dermatology. In addition, he regularly reads several medical journals, including Archives
of Dermatology, Journal of the American Medical Association, Journal of the American Academy of
Dermatology, Capsules and Comments on Dermatology and Skin Allergy News. (CX-72 pp. 1-2).

As a dermatologist, Dr. Wendschuh is well qualified to testify as an expert on the effects Respondents'
products have when topically applied to a user's skin. (CX-68; CX-72; June 17 Tr. 35-36). Dr.
Wendschuh's opinion regarding the effects of Respondents' product when topically applied to a female
user's breasts is in conformity with the informed consensus of medical and scientific opinion (CX-72,
pp. 2-4; June 17 Tr. 35-37). Dr. Wendschub's testimony was forthright and credible.
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2. Estelle R. Ramey, Ph.D.

Dr. Ramey received her Ph.D. in physiology, with special training in endocrinology, in 1950 from the
University of Chicago. At that time, she was awarded a U.S. Public Health Service Postdoctoral
Fellowship in Endocrinology to work at the Michael Reese Hospital Research Institute in Chicago. The
selection process for this fellowship was highly competitive: applicants were sponsored by their
universities, and only one in fifty applicants was awarded funding. Dr. Ramey became an Assistant
Professor in the Department of Physiology at the University of Chicago School of Medicine in 1950. For
the next six years, she taught endocrinology to medical students and trained several Ph.D. candidates in
endocrinology. During those years, she also did research in the relationship of glands and the nervous
system 1o stress responses, as well as in the field of diabetes mellitus (CX-70; CX-71, p. 1 (Written
direct testimony filed May 31, 1985).

In 1956, Dr. Ramey joined the staff of the Georgetown University Medical School where, since 1965,
she has been a full professor in the Department of Physiology and Biophysics. At Georgetown, she has
continued her endocrine research and teaching of medical, dental and graduate students (CX-70; CX-71,
pp. 1-2).

Dr. Ramey has received numerous academic and civic awards during the course of her career, including
election to the Phi Beta Kappa Society. She was honored as the Mergler Scholar in Physiology at the
University of Chicago, which is a scholarship awarded periodically to the University's outstanding
student in physiology. In 1973, she was named Qutstanding Alumna from the University of Chicago.
Every year, Phi Beta Kappa chooses approximately eight outstanding scholars on a nationwide basis to
be its "Visiting Scholars,” an honor which entails lecturing at universities throughout the country on the
scholars’ various areas of expertise. Dr. Ramey was chosen as a Visiting Scholar by Phi Beta Kappa for
the academic year 1981-82. She holds honorary degrees from nine universities, including Georgetown
University and Emory University (CX-70; CX-71, p. 2).

Dr. Ramey has authored or co-authored approximately one hundred scientific papers or abstracts for
publication in peer-review professional publications or for presentation to professional meetings in the
areas of physiology and endocrinology (CX-70; CX-71, p. 2). Throughout her career, Dr. Ramey has
participated in research projects in the fields of endocrinology and physiology. Over the last several
years, her research and lectures have concerned the sex hormones, (e.g., estrogen, progesterone,
testosterone), and the effects of hormonal and sex differences in various physiological responses (CX-
70; CX-71, pp. 2-3).

Dr. Ramey regularly attends, and has lectured at, meetings of the American Physiological Society, the
Endocrine Society, and the American Diabetes Association. She has also chaired sessions at these
organizations’ meetings. She has also presented papers at meetings of the international Endocrine
Society, and the International Physiological Society. Last year, the National Science Foundation
sponsored her attendance at an International Conference on Science Education (CX-71, p. 3).

Dr. Ramey regularly reads, and has published in, the American Journal of Physiology and the Journal of
Endocrinology. She also regularly reads the Journal of Clinical Endocrinology and the New England
Journal of Medicine. From 1978 through 1982, Dr. Ramey was a member of the Advisory Committee to
the Director of the National Institute of Health (CX-71, p. 3).

Dr. Ramey is well qualified to testify as an expert in physiology and endocrinology, and thus on the
effects of Respondents' product when applied to a female user's breasts (CX-70; CX-71; June 17 Tr. 17-
18). Dr. Ramey's opinion regarding the effects of Respondents’ product when topically applied to a
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female user's breasts is in conformity with the informed consensus of medical and scientific opinion
(CX-71, p. 4; June 17 Tr. 17-18).

3. Yyonne T. Maddox, Ph.D.

Dr. Maddox received her Ph.D. in physiology from Georgetown University in 1981. At that time, she
was awarded a Post Doctoral Fellowship by the National Institute of Health to pursue research in
cardiovascular physiology in the Department of Physiology at Georgetown University. Since 1983, she
has been a Research Assistant Professor in the Department of Physiology at the Georgetown University
Medical Center, where she currently teaches. She also currently holds a position as research project peer
reviewer for the United States Department of Agriculture. Her membership in professional societies
includes membership in the Society for Experimental Biology and Medicine, the American Federation
for Clinical Research, and the New York Academy of Sciences. She is Vice President of the Sigma Xi
Scientific Research Society, and will be President of the Society next year, a highly prestigious honor
determined by appointment. She was a recipient of the American Pharmacological Society Fellowship in
1977, and the Mamie Doud Eisenhower Award from the American Heart Association in 1983-84; the
selection process for both of these awards is highly competitive. She was also chosen to be a Visiting
Scientist to the French Atomic Energy Commission in 1984, where she lectured to scientists of the
Commission (CX-69; CX-73, pp. 1-2 (Written direct testimony filed May 31, 1985)).

Dr. Maddox has authored or co-authored over thirty-five papers or abstracts for publication in peer-
review professional publications. She has also participated in numerous research projects in the fields of
endocrinology and physiology, many of which have concerned the sex hormones and sexual differences
between men and women. Her particular specialization concerns the sex hormones as they affext the
vascular system (CX-73, p. 2).

Dr. Maddox helps organize the Winter Prostaglandin Conference, membership in which is considered
highly desirable by the scientific community and is by invitation only. Every third year, the conference
is international. She also regularly attends meetings of the Reticuloendothelial Society, a national
organization of researchers who study the cells involved in the immune system, and the Society for
Gerontology (CX-73, p. 2).

She regularly reads, and has published in, the Journal of Pharmocology and Experimental Therapeutics,
and Nature. She also regularly reads the American Journal of Physiology and the Journal of
ogy (CX-69; CX-73, p. 3).

Dr. Maddox is well qualified to testify as an expert in physiology and endocrinology, and thus on the
effects of Respondents' product when applied to a female user’s breasts (CX-69; CX-73, pp. 1-3; June 18
Tr. 6). Dr. Maddox's opinion regarding the effects of Respondents' product when topically applied to a
female user's breasts is in conformity with the informed consensus of medical and scientific opinion
(CX-73, pp. 3-4; June 18, Tr. 6).

The Truth or Fals

the Representations

The following findings of fact are based upon the testimony of Drs. Wendschuh, Maddox and Ramey,
whose testimony represents the informed consensus of medical and scientific opinion with respect to the
issues to which their testimony relates.

1. Dermatology is the medical specialty concerned with the skin (CX-72, p. 2). Physiology is the study
of body systems and how they work. Endocrinology is the study of hormones and their function within
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the body (CX-71, p. 4; CX-73, p. 4).

2. The female breasts are major secondary sex characteristics that appear at puberty. The human female’s
chromosomes direct the hypothalamus to release factors that signal the pituitary gland to release the
hormone estrogen in the pubescent girl. Before menarche, both males and females have mammory
glands that consist of only a few ducts surrounded by connective tissue. A male's mammary glands
remain this way. In females, however, at the onset of puberty, the duct tissue is stimulated by the
hormone estrogen to elongate and branch out. The connective tissue proliferates and becomes infiltrated
with fat, and the breast begins to assume the shape of the mature female gland. When the female’s
ovulation cycle begins, the hormone progesterone is secreted by the pituitary and the characteristic
structure of the breast during childbearing years is developed (CX-71, pp. 4-5).

3. Breast development is caused by hormonal activity within the individual's body. To trigger the
hormonal activity, the brain must be stimulated by chromosomal information to activate the pituitary
gland, which in turn, will release the hormones. All women have approximately the same amount of
mammary gland tissue -- about a teaspoonful. Difference in breast size and shape are completely
determined by the amounts of fatty and connective tissue each woman has. How much fatty and
connective tissue a woman has is determined by her genetic composition, and by how much excess body
fat she may acquire through life. In other words, every female is genetically unique as to how much her
body will respond -~ i.e., what the size and shape of breasts will be -- to the estrogen secreted by the
pituitary gland at puberty (CX-71, pp. 5-6; June 17 Tr. 18-19). Moreover, a woman's breasts are not
identical in size. Normally, most women have one breast that is slightly larger than the other (June 17
Tr. 19, 3-31; June 18 Tr. 1 1).

4. In addition to fat and connective tissue, the breast is composed of the nipple, where the ducts
converge, and alveoli (the dark pigmented areas surrounding the nipples). The alveoli-nipple area is the
only part of the breast that contains muscle fiber. This area is extremely sensitive, and, because of the
muscle tissue in it, can become erect if touched or exposed to heat or cold. The breast is attached by
connective tissue to the underlying chest muscles, the pectorals (CX-71, p. 6).

5. Once the female's ovulatory cycles have begun, and her breasts have developed into their mature
shape, two aspects of her life cycle will sufficiently stimulate the brain to cause hormonal activity to
alter the size and shape of her breasts (CX-71, p. 6).

6. Tissue changes occur in the female breast with each menstrual cycle (roughly a 28-day period).
During the first half of the cycle, high levels of ovarian estrogens in the blood stimulate the reproduction
of cells in the glandular ducts and the alveoli (the dark pigmented area surrounding the nipple).
Increasing amounts of progesterone cause the ducts to dilate and alveolar cells to differentiate from
secretory cells. Once ovulation occurs, there is also increased bloodflow to the breasts. In the week
before menstruation, some women experience fluid retention in the breasts. The increased cellular
growth caused by the ovarian estrogens in the blood, the enlarged duct diameters and newly formed
alveoli cells caused by the increased progesterone levels, all contribute to this engorgement. Once
menstruation ceases, the proliferate tissue begins to regress and is reabsorbed (CX-71, pp. 6-7; June 17
Tr. 19; June 18 Tr. 7)

7. Breast enlargement also occurs during pregnancy and lactation. The changes to the breast that occur
during pregnancy are much greater than those that occur premenstrually. Each breast gains nearly a
pound in weight by the end of the pregnancy. The increased size and weight are due to the glandular
cells being partially filled with secretion, an increased number of blood vessels, and increased amounts
of connective tissue and fat. The hormones that stimulate and prepare the breasts during pregnancy are
the sex steroids from the ovaries and placenta. Other placental, pituitary and metabolic hormones also
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contribute to the duct and alveoli growth and differentiation into secreting cells (CX-71,p. 7; June 17
Tr. 19-20).

8. Once the baby is born, prolactin, a hormone from the anterior pituitary, causes the glandular cells to
secrete large quantities of milk. As long as nursing continues, the mother will produce milk. and her
breasts will accordingly remain enlarged (CX-71,p. 7).

9. Puberty, menstruation, pregnancy and lactation, and times of overall body weight gain, are the only
times healthy breasts become noticeably enlarged. With the exception of overall body weight gain, all of
these are due to complex hormonal activities within the female body. The extent to which the hormonal
activity produces physiological changes in the woman is determined by her inherited genetic make-up
(CX-71, pp. 7-8; CX-73, p. 6; June 17 Tr. 20-22).

10. Accordingly, not topically applied cream or lotion will cause a woman's breasts to become
noticeably larger (CX-71, p. 8; CX-73, p. 6; June 17 Tr. 23; June 18 Tr. 7).

11. Consequently, at this point in time, the only medically and scientifically acceptable method to
enlarge the female breast is by surgical implantation (CX-71, p. 8; June 17 Tr. 23-24; June 18 Tr. 7-8).

12. The ingredients in Respondents’ product are not capable of producing a noticeable enlargement of
the fernale user's breasts. This is because, as stated before, only complex hormonal activity and
subsequent physiological reactions by the body, can cause breast enlargement (CX-71, p. 8; CX-73, p.
7.

13. Respondents' product, if topically applied, may cause a slight blush to spread over the area to which
the product is applied. This is due to the presence of niacin in the products (CX-73, p. 5). Niacin, when
topically applied, does penetrate the skin, causing its surface capillaries to increase their blood flow
(CX-72,p.4; CX-73, p. 5; June 17 Tr. 37-38; June 18 Tr. 9). This activity, however, would not cause a
noticeable enlargement of the breast, if applied thereto (CX-72, p. 4, CX-73, p. 5; June 17 Tr. 37-38;
June 18 Tr. 9). Just as a person's face does not get larger if she blushes, a woman's breasts would not get
larger because of the blush that would occur there as a result of topically applying niacin to her breasts
(CX-73,p. 5; June 17 Tr. 37).

14. Most of the remaining ingredients in the products are either aromatic or softening agents. Allantoin
helps heal wounds and stimulates the growth of healthy tissue at the wound site. However, its ability to
penetrate intact skin has not been demonstrated, and there is no evidence that it will stimulate the growth
of normal breast tissue or in any other way enlarge the breast. Panthenol is taken orally to increase
intestinal peristalsis and tone. Again, there is no evidence that it will penetrate the skin. Collagen is the
major structural protein of the dermis; there is no evidence that the major amino acids in collagen can
penetrate the skin if topically applied (CX-72, p. 4; CX-73, pp. 5-6).

Little is known about the medical effects of the remaining active ingredients. Aloe extract has been used
as a purgative. Comfrey extract has been used to heal ulcers -- it is a potential carcinogen. Chamomile
extract has been used as an emetic, and may be anti-inflamatory. Cucumber extract is an astringent and
has a cooling effect on the skin (CX-72, pp. 4-5; CX-73, p. 6). There are anecdotal reports that ginseng,
if taken orally, may cause hypertension and mastalgia, a condition of painful breasts (CX-72, p. 5; CX-
73, p. 6).

The remaining ingredients essentially comprise the vehicle by which the applied ingredients discussed
above are applied to the skin. One of them, methyl paraben, can cause contact dermatitis (CX-72, p. 5;
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CX-73,p. 6).

15. Placing a hot towel on one's breasts, as per Respondents' directions for use of the products, may
cause a slight edema to occur. The subject might flex her pectoral muscles in reaction of the heat. This
would occur whether or not the person placing and hot towel on her breasts also applied Respondents'
product to her breasts. Moreover, repeatedly placing a hot towel on her breasts could cause considerable
irritation, and possibly, pain (CX-71, p. 8; CX-72, p. 5; CX-73, p. 8; June 17 Tr. 26, 31).

16. After having conducted searches of the medical literature in the area of breast growth and
development, as well as on the ingredients in Respondents’ products, neither Doctor Wendschuh nor
Doctor Maddox discovered any medical or scientific study linking any of these ingredients to healthy
breast development or enlargement (CX-72, pp. 3-4; CX-73, pp. 4-5; June 17 Tr. 22-23: 36; June 18 Tr.
6,13).

17. Dr. Wendschuh conducted extensive computer searches of the referenced medical and scientific
literature in Medline as far back as 1966. He also searched the Toxicology Data Base, Chemline and a
pharmacological data base. He also reviewed the Merck Index and various biochemistry and
pharmacological textbooks. Dr. Wendschuh found no reports or studies which linked the ingredients in
Respondents’ product in any way to breast enlargement (CX-72, pp. 3-4; June 17 Tr. 36, 37).

18. Dr. Maddox conducted extensive computer searches of the referenced medical literature in both the
Index Medicus and Med Line, going back to the early 1960s in her searches. In addition, she reviewed
standard medical textbooks, the Merck Index, and a dictionary of Cosmetic Ingredients. Dr. Maddox
found no reports or studies which linked the ingredients in Respondents’ product in any way to breast
enlargement (CX-73, pp. 4-5; June 18 Tr. 6).

19. Each of the doctors who testified on behalf of Complainant is well qualified to testify on the quality
and type of evidence required to establish a product's or formula's efficacy (CX-71, pp. 1-3, 8-9; CX-72,
pp. 1-2, 5; CX-73, pp. 1-3, 7; June 17 Tr. 17-18; June 18 Tr. 6).

For a product’s efficacy to be accepted by the scientific and medical communities, clinical trials should
be administered. These trials should be "double blind," that is, neither the administrators of the tests nor
the subjects should know the purpose behind the test or the product involved. In addition, there should
be at least one "control” group, that is, a group to which a placebo is administered. Again, neither the
subjects of this group nor the administrators should know what the product is or whether it is a placebo.
In addition, the group receiving the placebo should, at some appropriate point in the experiment, receive
the actual drug and vice versa. Again, no one involved with the test should be aware of the change. The
tests should be designed so that all body systems are involved; for example, there should be
dermatological studies, vascular studies, and endocrinological studies (CX-71, p. 9; CX-72, p. 6; CX-73,
pp. 7-8; June 17 Tr. 24-26; June 18 Tr. 9-10).

20. If any such study had been conducted on Respondents’ product, or any ingredient therein, that
demonstrated that the product caused breast enlargement, that study would have been discovered by Dr.
Wendschuh and Dr. Maddox in their research of the medical and scientific literature. Moreover, it would
be well known by Drs. Maddox, Ramey and Wendschuh because it would be a revolutionary
development in their areas of expertise, endocrinology, physiology and dermatology. The lack of such a
study indicates that Respondents’ product does not cause a noticeable enlargement of the female user's
breast (CX-71, pp. 9-10; CX-72, pp. 6-7; CX-73, p. 8; June 17 Tr. 22-23, 35-37; June 18 Tr. 13).

21. Anecdotal reports are unreliable indicia of a formula's efficacy. In the instant case, in an unscientific
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demonstration where lay users would have applied Respondents’ product as directed. any apparent
change in the size of their breasts would not be due to the product. Rather, it would be due to the effects
of the hot towel, simple changes in posture, or flexing of the pectoral muscles, and the possible erection
of the alveoli-nipple area due to exposure to heat and rubbing. Moreover, the demonstration would fail
to overcome the fact that no scientific or medical studies have been conducted which establish that the
product can achieve such a result (CX-71, p. 10; CX-72, p. 7; CX-73, pp. 8-9; June 17 Tr. 26-28. 30-31;
June 18 Tr. 8-9, 11-12).

22. The foregoing findings of fact establish that Respondents' representation is materially false as a
matter of fact.

CONCLUSIONS OF LAW

1. Where an individual, in this case Mitchell K. Friedlander, is the sole owner, director, and president of
the corporate Respondents and this individual is in a position to control, formulate and direct the policies
and daily activities of the corporations, and in fact, does so, he may be named in his individual capacity
in the cease and desist order. Cf,, FTC v. Standard Education Soc., 302 U.S. 112 (1937); United States
v. Johnson, 541 F.2d 710, 713, (8th Cir. 1976) cert. denied, 429 U.S. 1093 (1977); Sunshine Art Studios,
FTC, 481 F.2d 1171, 1175 (Ist Cir. 1973); Bruhn's Freezer Meats, Inc. v. United States Dept. of
dlwre, 438 F.2d 1332, 1343 (8th Cir. 1971).

Agr

2. Where there is evidence that the individual, here Mitchell K. Friedlander, was responsible for the
advertising used by the corporate Respondents -- and misrepresentations in such advertising form the
crux of the statutory violation -- it is imperative that the individual be bound in his personal capacity in
order to make the cease and desist order fully effective. Cf., Tractor Training Service v. Federal Trade
Com., 227 F.2d 420 (9th Cir. 1955), cert. denied, 350 U.S. 1005 (1956); FTC v. Standard Education
Soc., supra.

3. Respondents Michael Meade and Harris Friedlander should be named in their individual capacities in
the cease and desist orders issued (Findings and Conclusions, supra, pp. 10-13).

4. The meaning of a solicitation's representations is to be judged from a consideration of the
advertisement in its totality and the impression it would most probably create in ordinary minds.
Donaldson v. Read Magazine, Inc., 333 U.S. 178 (1948); Borg-Johnson Electronics. Inc. v.
Christenberry, 169 F. Supp. 746 (S.D.N.Y. 1959); Vibra-Brush Corp. v. Schaffer, 152 F. Supp. 461
(S.D.N.Y. 1957), Rev'd on other grounds, 256 F.2d 681 (2nd Cir. 1958).

5. Applying the above criteria to Respondents' promotional materials, it is evident that Respondents'
promotional materials submitted into evidence in this proceeding make the representation alleged in
each of the Complaints. Moreover, Respondents admitted making the representations in their pre-trial
submissions.

6. The person of ordinary mind would interpret Respondents’ promotional materials as making the
representations alleged in paragraphs 8(a), 8, and 6 of the Complaints in Docket Nos. 19/105, 19/161,
and 20/32, respectively.

7. Respondents' brochures which accompany the products when purchased, are part of the promotional
materials employed by Respondents in the sale of their products. The brochures make the above
representations alleged in the Complaints. These brochures reinforce the original ads and result in
reorders; moreover, there is no basis to assume that the original deception would be cleared up before
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the reorder form was put to use. 1so Tensor Plan. P.S. Docket No. 3/30, (P.S.D. May 23, 1975, pp. 27-
28).

8. A money back guarantee does not dispel the effect of an advertisement's representations. Farley v.
Heininger, 105 F.2d 79 (D.C. Cir. 1939), cert, den. 308 U.S. 587 (1939): Borg-Johnson Electronics, Inc.
\A stenberry, 169 F. Supp. 746 (S.D.N.Y. 1959). Accordingly. Respondents’ motion to admit the
"Morrow deposition” is denied. Moreover, Respondents failed to mention this evidence and argument in
their submissions pursuant to the May 8 pre-trial order, and are deemed to have abandoned this motion.
The same motion was also denied in W.G. Charles Co., P.S. Docket Nos. 19/104. 19/162 (P.S.D. Sep.
10, 1985 at 6) and Intra-Medic Formulations, Inc., P.S. Docket No. 19/182 (P.S.D. Sep. 10. 1985 at 4).

9. The representations found to have been made by Respondents are material representations since they
would induce a consumer to purchase the product.

10. The jurisdiction of the Postal Service under 39 U.S.C. § 3005 is established when it is shown that a
Respondent has solicited money through the mails. Respondents' advertisements seek money through
the mail, and proof of actual receipt of remittances through the mail by a Respondent is not required.
IAAIC, P.S. Docket No. 13/173 (P.S.D. December 29, 1982). Moreover, the June 12 submission by the
"corporate respondents” stipulates to such use of the mails.

11. The fact that a medical expert witness has not personally used or tested a product does not in any
way discredit his testimony. Original Cosmetics Products, Inc. v. Strachan, 459 F. Supp. 496 (S.D.N.Y.
1978), aff'd mem. no. 78-6165 (2nd Cir. April 30, 1979); Feil v. Federal Trade Com. 285 F.2d 879, 893
(9th Cir. 1960).

12. Complainant has established its case by a preponderance of the competent, reliable and probative
evidence of record. S.E.C. v. Savoy Industries, 587 F.2d 1149, 1168 (D.C. Cir. 1978).

13. The representations alleged to be false in the Complaints, as amended, are materially false as a
matter of fact.

14. Respondents are engaged in conducting a scheme for obtaining money or property through the mails

my means of materially false répresentations. Accordingly, a False Representation Order and Cease and
Desist orders under 39 U.S.C. § 3005 are issued herewith.
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On July 3, 1984, the Consumer Protection Division, United States Postal Service (Complainant) filed a
Complaint in Docket No, 19/104 alleging that W. G. Charles Company, Mitchel! K. Friedlander, Harris
Friedlander and Michael Meade violated 39 U.S. Code § 3005 by selling Intercal-SX, a purported
weight loss product, through the use of the mail by false representations.

On August 31, 1984, Complainant filed a similar Complaint in Docket No. 19/162 alleging that The
Robertson-Taylor Company, Intra-Medic Formulations, Inc., Mitchell K. Friedlander, and Harris
Friedlander violated 39 U.S. Code § 3005 by selling Metabolite-2050, also a purported weight loss
product, through the use of the mail by false representations. The product in each case consisted of guar
gum tablets to be taken in divided doses totaling 15 grams daily.

On November 15, 1984, Complainant filed a motion to amend the captions of these cases and other
cases, by adding Respondent,

4

Customer Service Distribution Center, Inc. at 997 N.W. 11th Avenue, Ft. Lauderdale, Florida 33311.
Upon no opposition, the motion was granted {Tr. 394).

The Complaint in Docket No. 19/104 alleged that Respondents falsely represent:

(a) Ingestion of Intercal-SX will cause significant weight loss in virtually all users.

(b) Ingestion of Intercal-SX will cause significant weight loss without calorie restricted diets or exercise.
(c) Ingestion of Intercal-SX prevents foods from being converted into stored fat.

(d) The weight loss claims for Intercal-SX are supported by the results of scientifically sound clinical
studies.

() Respondents have accurately reproduced an excerpt from Acta Medica Scandinavia, Vol. 208, pp.
45-48 in certain of its printed advertisements, including Exhibit 1.

The Complaint in Docket No. 19/162 alleged that Respondents falsely represent:
(a) Ingestion of Metabolite-2050 will cause significant weight loss in virtually all users.

(b) Ingestion of Metabolite-2050 will cause significant weight loss without willpower, calorie restricted
diets or exercise.

{c) Ingestion of Metabolite-2050 prevents foods from being converted into stored fat.

(d) The weight loss claims for Metabolite-2050 are supported by the results of scientifically sound
clinical studies.

() Respondents have accurately reproduced an excerpt from Acta Medica Scandinavia, Vol. 208, pp.

45-48 in certain of its printed advertisements, including Exhibit 1.

(f) An obese person who takes Metabolite-2050 may reasonably expect to lose weight while continuing
to eat all he or she wants.
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5

Respondents denied that they violated 39 U.S. Code 3005. At Respondents' request the cases, together
with P.8. Docket No.19/182, were scheduled for expedited hearing pursuant to 39 C.F.R. 952.17(a)
(Judge Cohen's Order of February 1, 1985). I was designated Acting Judicial Officer for that purpose.
Harris Friedlander and Michael Meade did not attend the expedited hearing or appear by counsel.
However, by notarized letter to me dated February 11 and filed February 13, 1985, Harris Friedlander
consented to the expedited hearing and wrote, "The questions I would ask of Complainant's winesses re:
Intercal and Metabolite have been furnished to Co-Respondents, and the evidence they plan to offer is
acceptable to me on the products.” By notarized letter to me also dated February 11 and filed February
13, 1985, Michael Meade made the same statements, but limited to Intercal-SX in Docket No. 19/104.

Commencing February 12, 1985 Complainant presented the testimonies of Richard C. Eastman, M.D.,
William R, Ayers, M.D., and Albert I. Mendeloff, M.D. Respondents presented the testimonies of
Thomas M. S. Wolever, B.M., Stephen C. Woods, Ph.D., Dan Sarel, Ph.D., Lynda M. Maddox, Ph.D.,
and Ruth B. Smith, Ph.D. By stipulation, Respondents' advertisements and various other exhibits as
identified in Complainant's exhibit list were received in evidence (Tr. 2006-15).

During the hearing, Respondents offered as exhibits two collections of scientific articles which they
designated as "Anorex-CCK (Cholecystokinin) Source Book" and "Guar Source Book." Upon no
objection these source books were received into evidence, although they were not given exhibit numbers
since the books were to be furnished later and some of the articles duplicated other exhibits (Tr. 4690]-
0). The Anorex-CCK Source Book is hereby

6

designated as RX3-54 and the Guar Source Book is hereby designated as RX3-55. The articles contained
in the Guar Source Book are listed in Appendix A to this decision.

Respondents offered as an exhibit the videotaped deposition of Joseph E. Morrow, Ph.D. Dr. Morrow
conducted a survey and based upon that survey concluded that the money-back guarantee that Robertson
Taylor offered in the sale of Metabolite-2050 and other products was a crucial factor in persuading the
majority of users surveyed to buy the products. Although Complainant objected to the admission of this
exhibit, I received it into evidence subject to a showing in post-hearing proposed findings and
conclusions that the deposition is relevant (Tr. 4794-96). Respondents post-hearing submissions have
failed to show that the deposition is relevant. In view of the holdings in Farley v, Heininger, 105 F.2d

79, 84 (D.C. Cir. 1939); Borg-Johnson Electronics, Inc. v. Christenberry, 169 . Supp. 746, 751
(S.D.N.Y. 1959) and other cases that a promise of a refund if a customer is dissatisfied will not dispel
the effect of false advertisements, I find the deposition to be irrelevant and therefore inadmissible. The
transcript and the videotape of the deposition are hereby designated as RX3-56 and RX3-56A

respectively and will be retained as rejected exhibits.

At the hearing, Respondents also offered an affidavit and report of Kenneth W. Clarkson, Ph.D. Upon
objection by Complainant, the affidavit and report were rejected as irrelevant (Tr. 5906-07, Conference
on the Record of April 15, 1985, pp. 5-6). The affidavit and report are hereby designated as RX3-57 and
will be retained as a rejected exhibit,

7

By Order dated May 20, 1985 the parties were directed to submit proposed findings of fact, proposed
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conclusions of law, and memoranda. Proposed findings and conclusions were to be specific and
supported by citations. The parties were directed to file reply submissions specifically stating agreement
or disagreement with the opposing party's proposed findings and conclusions, and providing supporting
citations and alternate findings and conclusions where there was disagreement. Complainant filed 76
pages of proposed findings and conclusions on June 10, 1985. After requesting a 10 day extension of
time, Respondents on June 18, 1985 filed a two-page submission which contained no specific citations
to evidence or legal authority. Complainants filed reply submissions on June 19 and July 12, 1985,
Respondents filed a reply submission on July 8, 1985 (Respondents' July 8 submission). All proposed
findings, proposed conclusions and arguments have been considered. To the extent indicated, they have
been adopted. Otherwise they have been rejected as irrelevant or not supported by the evidence.

DECISION ON MOTION FOR RECONSIDERATION AND

REVERSAL OF JANUARY 28, 1985 DECISION AND

ORDER ON MOTION TO DISMISS COMPLAINTS AGAINST

HARRIS FRIEDLANDER AND MICHAEL MEADE

After receiving and considering testimony and other evidence at a hearing in December 1984 and
considering the parties’ proposed findings of fact and conclusions of law, by Decision and Order dated
January 28, 1985 I determined that Harris Friedlander was properly named a Respondent in Docket Nos.
19/104, 19/162 and other cases, and that Michael Meade was properly named a Respondent in Docket
No. 19/104 and other cases. By Order dated May 17, 1985, Michael Meade was added as a Respondent
in Docket No. 19/162, since Docket Nos. 19/104 and 19/162 involve identical products and the same
evidence.

8

By Order dated May 20, Respondents Harris Friedlander and Michael Meade were advised that at the
time set for filing proposed findings and conclusions, they could also file memoranda supporting
reconsideration and reversal of the January 28 Decision. These memoranda were filed on June 12,
Complainant filed a response on June 18. Upon reconsideration of the entire record and all of the briefs
and memoranda, I find the January 28 Decision to be correct.

The memorandum urging reversal indicated no basis for reversal. In the separate memorandum urging
reconsideration, Respondents con tended the decision should be reversed based upon their assertions
that Postal Inspector Cantley lied in testifying, and that Complain ant did not comply with the Jencks
Rule in connection with Inspector Cantley's testimony.

It is not necessary to determine whether Respondents’ allegations are correct because the January 28
Decision and Order would have been factually and legally supported by the evidence even if Inspector
Cantley had not testified. Inspector Cantley's November 1984 testimony, which relates to different
issues, was not considered in connection with the January 28 Decision. His testimony at the December
hearing was limited to: (1) describing locations of Respondents' business, and (2) describing several
Postal Service forms and a letter by Lee H. Harter, Esq. The locations of Respond ents' business were
not relevant to the issues addressed in the January 28 Decision. The Postal Service forms were under
seal and, therefore, self-authenticating and independently admissible pursuant to Federal Rule of
Evidence 902(1). Inspector Cantley's testimony about the various blocks on the forms was also not
necessary to the
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9

Decision. The importance of the forms was that two of them were signed by Harris Friedlander as vice
president (CX3-7a and 7¢); one was signed by Michael Meade as general manager (CX2-1a); two were
signed by Mitchell K. Friedlander who referred to Harris Friedlander as vice president of W. G. Charles
(CX2-1b) and Bio Technic Labs (CX2-6a); and the letter of Mr. Harter as attorney for Robertson-Taylor
referred to Harris Friedlander as a responsible corporate representative (CX2-8). Not only were all of
these exhibits under seal with the exception of Mr. Harter's letter, but Harris Friedlander and Michael
Meade did not deny that they had signed the forms as vice president and general manager, respectively,
and did not deny the authenticity of the signatures of Mitchell Friedlander and Lee H. Harter, also
present at the hearing. Since this evidence was reliable and admissible without Inspector Cantley's
testimony, issues as to Inspector Cantley's credibility are irrelevant.

Therefore, the January 28, 1985 Decision and Order is affirmed.
FINDINGS OF FACT
L The Use of the Mail

Mitchell K. Friedlander owns Intra-Medic Formulations, Inc. Intra-Medic wholly owns W. G. Charles
Company, The Robertson-Taylor Company and Customer Service Distribution Center, Inc. A similar

finding was made in the January 28, 1985 Decision and Order on Motion to Dismiss and this was not

denied by Respondents in their July 8 submission.

10

Mitchell K. Friedlander is the president and principal decision maker in Respondent corporations which
he wholly owns and controls. (January 28, 1985 Decision and Order on Motion to Dismiss). It was
determined that there was a complete identity of interests between Mr. Friedlander and his corporations,
despite Respondents' protests to the contrary. Therefore, Lee H. Harter, Esq. was considered to also
represent Mr. Friedlander. Mr. Friedlander was permitted to personally participate in the hearing as a
matter of courtesy and convenience to Respondents (Tr. 2176-77; my Memorandum For Record dated
May 6, 1985).

Mitchell K. Friedlander's residence address is 508 Bontona Avenue, Ft. Lauderdale, Florida 33310.
(Response to Request for Admissions No. 8 in Docket No. 19/182 filed by the Corporate Respondents
on January 29, 1985). However, in accordance with Mr. Friedlander's request, service of papers will also
be made to him ¢/o The Robertson-Taylor Company, 1110 West Sunrise Blvd,, Ft. Lauderdale, FL
33311-1337. Michael Meade and Harris Friedlander are properly named as individual Respondents in
these cases (Orders of January 28 and May 17, 1985; Decision on Motion for Reconsideration and
Reversal herein).

Harris Friedlander's residence address is 2175 State Road 84, Ft. Lauderdale, Florida 33312 (Tr. 1726).
However, in accordance with Harris Friedlander's request, service of papers will also be made to him at
1110 W. Sunrise Boulevard, Ft. Lauderdale, Florida 33311 (Letter of Harris Friedlander to Judge
Bemstein filed February 13, 1985).

i1

Michael Meade's residence address is 2615 N.E. 49th Street, Ft. Lauderdale, Florida (Complainant's
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proposed finding no. 6, Tr. 1790). Therefore, the address in the captions for Michael Meade is amended
to this address. However, in accordance with Mr. Meade's request, service of papers will also be made to
him at 1110 W. Sunrise Boulevard, Ft. Lauderdale, Florida 33311 (Letter of Michael Meade to Judge
Bernstein filed February 13, 1985).

Respondents solicit orders through the mail for Intercal-SX to W. G. Charles Company, 3952 N.
Southport, Chicago, Illinois 60613, (C3-1,2,3b,cand g, 7, p. 3, 84, f, g, 9, and 10; admitted in
Respondents’ July 8 submission).

Respondents solicit orders through the mail for Metabolite-2050 to The Robertson-Taylor Company at
1110 W. Sunrise Boulevard, Ft. Lauderdale, Florida 33311 (CX3-24, 25, 27b and ¢, 31¢, and 32,
admitted in Respondents’ July 8 submission) and at 135 E. Oakland Park Boulevard, Ft. Lauderdale,
Florida 33334 (CX 3-11, 12, 14b, 14c, 19, and 23c; admitted in Respondents’ July 8 submission).

Any mail stop order for Docket Nos. 19/104 and 19/162 should also apply to Customer Service
Distribution Center, Inc. at 997 N.W. 11th Avenue, Ft. Lauderdale, Florida 33311 since Respondents’
products are received in packages using that return address. These packages contain packing slips which
also use that name and address (CX3-6, 28 and 30). Therefore, customers may reasonably be expected to
use the Customer Service address for inquiries, problems and reorders.

12

However, Complainant has not supported the inclusion of 7770 West Oakland Park Boulevard,
Landmark Bank Building, Suite 210, Sunrise, Florida 33321-6729 as an address for which mail to W. G.
Charles Company should be stopped in Docket No. 19/104, or as an address for which mail to Intra-
Medic Formulations, Inc. should be stopped on Docket No. 19/162. Respondents' advertisements appear
in publications of general circulation (CX3-9, 10, 11, 17, 24, and 32; admitted in Respondents’ July 8
submission).

Respondents are all part of a single enterprise directed by Mitchell K. Friedlander through various
corporations using various advertisements for Intercal-SX and Metabolite-2050,

II. The Advertising Representations (P.S. Docket No. 19/104)

Respondents' advertising materials, including product inserts accompanying reorder solicitations, make
the representations alleged in subparagraphs 8 (a), (b), (c), (d), and (¢) of the Complaint. Specific
reasons for these findings are as follows:
(a) Ingestion of Intercal-SX will cause significant weight loss in virtually all users.
CX3-1, 8 and 10
LOSE WEIGHT WITHOUT DIETING]

Works from within your body to form a protective coating around the foods you eat, reducing the total
number of calories BEFORE THEY CAN BE TURNED INTO POCKETS OF STORED FAT]

INTERCAL-SX is a powerful, bio-active formula that "NEUTRALIZES" EXCESS CALORIES from

within your body. INTERCAL-SX actually absorbs excess fats and carbohydrates AFTER YOU HAVE
EATEN THEM, preventing their further conversion into pockets of unsightly, figuredestroying stored
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fat.
13

No matter how overweight you are, no matter how many "diets” you've tried before, no matter how
many weeks, months, or years you have been trying to lose excess pounds and inches of stubborn fat,

flab and cellulite Just to be frustrated by "diet programs” that are impossible to five with. No matier how
many times you have failed before, (believe us, you are not alone) this time will be different. THIS

TIME YOU ARE GUARANTEED SUCCESS WITH INTERCAL-SX.

YES] Everyone who used INTERCAL-SX lost weight]
EVERYONE]
The results are medically documented.

Use of words such as "highly significant decrease in body weight," "powerful,” and "neutralizes excess
calories” conveys the impression that this product causes significant weight loss. Language such as
"everyone,” and "GUARANTEED SUCCESS,” represents that the weight loss this product causes can
be expected by virtually all users.

CX-3c, 8d,and 9
Guaranteed weight loss without dieting
LOSE UP TO 68 POUNDS WITHOUT DIETING

At last, the scientific community has developed what can only be called the "miracle” weight loss
compound a potent and powerful compound that is specifically designed for tough, adult weight loss
problems. That's right] No matter how long you've been overweight, no matter how hard you've tried to

NEVER BE FAT AGAIN]

The language, "Lose up to 68 pounds without dieting” conveys the impression to the average reader that
the results can reasonably be expected. See: Weider Distributors, Inc., P.S. Docket No. 3/27

14

(P.S.D. Nov. 4, 1974); Iso-Tensor Plan, P.S. Docket No. 3/30 (P.S.D. May 23, 1975); The Nex
Boutique, Inc., P.S. Docket No. 10/169 (P.S.D. July 7, 1982).

ody

Quantification of expected weight loss results, combined with representations that the product has been
medically verified, conveys the impression that significant weight loss results may be expected by the
user. Those assertions, together with the claim that any user, regardless of past experience with diet
products, can expect to lose weight, convey the impression that the signifi cant weight loss results can be
expected by virtually all users.
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Also the warning emphasizes the product's great effectiveness. It states, "NOTICE: Intercal-SX is an
extremely powerful potent and effective weight loss compound.”

(CX3-3b, a product insert, reads:

With INTERCAL-SX you will be beginning a most REVOLUTIONARY WEIGHT LOSS program.
This caloric "neutralizing" formulation has the industry buzzing because INTERCAL-SX lets you LOSE
WEIGHT EFFORTLESSLY -- WITHOUT DIETING, CALORIE COUNTING AND EXERCISE. You
can forget about failure, no matter how many times you have tried to lose weight only to abandon your
intentions out of frustration. INTERCAL-SX will help you reach YOUR GOAL so quickly, you won't
have time to become discouraged. And that's GUARANTEED. But don't take our word for it -- or the
medically documented double-blind study that conclusively proved that EVERYONE who took the
INTERCAL-SX formulation LOST SIGNIFICANT AMOUNTS OF WEIGHT -- see for yourself. We're
confident that you will be amazed at the results.

The claims that this is a "revolutionary” weight loss product, that there are no "failures,” that the product
"neutralizes,” that the effects are "medically documented," and that "everyone" lost significant amounts
of weight, convey the impression that virtually all users will lose significant amounts of weight.

15

CX3-7, an instruction booklet that accompanies Intercal-SX, states: WITH THE EXCLUSIVE
INTERCAL-SX YOU WILL LOSE ALL OF THE WEIGHT YOU WANT TO LOSE --
AUTOMATICALLY. for the serious dieter who needs to lose more than 20 pounds, INTERCAL-SX
eliminates any chance for you to fail.

There is no chance of failure because INTERCAL-SX does it all-scientifically.

Medical studies have documented the amazing success of this wonderful weight loss formulation. Ina
medically documented, double-blind study performed at a major university, it was conclusively shown
that everyone who used the INTERCAL-SX formulation -- Yes 100 percent of those who undertook the
ight .... this same guaranteed weight loss is yours.

Because INTERCAL-SX is so powerful, and its weight loss effects are automatic, you can quit worrying
about ever again being fat.

The claims that users can lose "all" the weight they wish, that this program is for users who wish to lose

“"more than 20 pounds," that there are no "failures,” that the effects are medically documented, and that

the effects are "guaranteed” and "automatic" with this "powerful" product together convey the

impression that the product causes significant amounts of weight loss in virtually all users.

(b) Ingestion of Intercal-SX will cause significant weight loss without calorie restricted diets or exercise.
CX3-1, 8fand 10

LOSE WEIGHT WITHOUT DIETING]

Works from within your body to form a protective coating around the foods you eat, reducing the total
number of calories BEFORE THEY CAN BE TURNED INTO POCKETS OF STORED FAT]
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16
INTERCAL-SX is a powerful, bic-active formula that "NEUTRALIZES" EXCESS CALORIES from
within your body. INTERCAL SX actually absorbs excess fats and carbohydrates AFTER YOU HAVE
EATEN THEM, preventing their further conversion into pockets of unsightly, figure-destroying stored
fat.
This revolutionary new concept not only eliminates dieting, eliminates calorie counting, eliminates
strenuous exercise, but most importantly eliminates fat, flab and ugly cellulite so easily, so effectively
and so efficiently that you will soon know exactly why the entire diet industry is talking about this
exciting breakthrough discovery.

By claiming that users will lose weight without the need for "calorie counting,” and that Intercal-SX
"eliminates dieting," the advertisements represent that users can lose weight "without dieting."

CX3-3c, 8 and 9
Guaranteed Weight Loss Without Dieting ...
Without Strenuous Exercise ... Without Giving Up
The Foods You Love To Eat.
LOSE UP TO 68 POUNDS WITHOUT DIETING
NEVER BE FAT AGAIN]

This revolutionary new concept not only eliminates dieting, eliminates calotie counting ...

By claiming that users will "never” be fat again, regardless of attention to diets, without giving up foods
they love to eat, Respondents convey the impression that the product causes significant weight loss in
users without the need for calorie-restricted diets.

LOSE WEIGHT EFFORTLESSLY -- WITHOUT DIETING,
CALORIE COUNTING AND EXERCISE.

The representation of significant weight loss in users without calorie-restricted diets or exercise is
expressed in the above language.

17
€X3-7
INTERCAL-SX eliminates any chance for you to fail. This special formulation works by itself,
WITHOUT dieting, WITHOUT calorie counting . . . This advertisement represents that the user need

only ingest the product to lose weight, since it "works by itself.” Further, users do not need to adjust
their caloric balances by dieting.
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(c) Ingestion of Intercal-SX prevents foods from being converted into stored fat.

CX3-1, 8fand 10
Works from within your body to form a protective coating around the foods you eat, reducing the total
number of caloriecs BEFORE THEY CAN BE TURNED INTO POCKETS OF STORED FAT]

INTERCAL-SX is a powerful, bio-active formula that "NEUTRALIZES" EXCESS CALORIES from
within your body. INTERCAL-SX actually absorbs excess fats and carbohydrates after you have eaten
them, preventing their further conversion into pockets of unsightly, figure-destroying stored fat.

These quotations describe the mechanism of action; the product blocks the absorption of calories by
forming a "protective coating” around calories or by "absorbing " them, thereby "preventing” their
conversion into stored fat.

CX3-3c,8d and 9

Now you can eat all you want and still lose weight] INTERCAL-SX actually bonds with ingested foods,

thereby altering the time contact is made with the intestinal membrane.

INTERCAL-SX was developed and tested for adults only {anyone over 18 years of age) because the
adult metabolism requires a very special weight loss formulation -- a powerful action-specific compound

that helps to "short circuit” the faf building cycle BEFORE your body tums excess calories into figure-
destroying fat.

18

These advertisements claim that Intercal-SX "bonds" with food, alters the food's contact with the
intestinal wall, and "short circuits" the fat building cycle before the body turns excess calories into fat.
In this way, the advertisements convey the impression that ingestion of Intercal-SX prevents foods from
being converted into stored fat.

€X37

This proven, powerful formulation works from WITHIN to limit your system's ability to absorb excess
fat-creating calories.

INTERCAL-SX is the proven automatic caloric "neutralizing” compound.

This advertisement also represents that the product "limits" the body's ability to "absorb ... calories” and
describes Intercal-SX as a caloric-neutralizing compound.

(d) The weight loss claims for Intercal-SX are supported by the results of scientifically sound clinical
studies.

This proposed finding was not disputed in Respondents' July 8 submission. The May 20, 1985 Order
required each party to reply to the opposing party's proposed findings. The parties were advised that
unless an opposing party's proposed finding was specifically denied with supporting citations and an
alternate finding, it would be deemed admitted. Respondents' comment, "no objection,” is consequently
deemed an admission. Therefore, 1 find that this representation was made. This finding is also based
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upon quotations from advertisements set forth in pages 15-18 of Complainant's proposed findings.
19

{e) Respondents have accurately reproduced an excerpt from Acta Medica Scandinavia, Vol. 208, pp.
45-48 in certain of its printed advertisements, including Exhibit 1.

CX3-1,8f, and 10

Finally a weight loss compound that delivers exactly what it promises. But don't take our word for it.
The results are medically documented. Published in Acta Medica Scandinavia (Volume 208, pages 45-
48), this amazing study was uncovered by a team of U.S. researchers during a computer search of
Excerpta Medica and Medicine (2 major medical data bases). What follows is a word for word excerpt
from the actual medical abstract ...

"A highly significant decrease in body weight (62.9 + 2.1 vs. 60.4 + 2.4 kg. p is less than 0.0005, paired
comparison) was seen in subjects receiving cyamopsis tetragonolobus (INTERCAL-SX) whereas body
weight remained constant in the other two groups IT IS CONCLUDED THAT THE DAILY
INGESTION OF 15 MG. sic OF INTERCAL-SX RESULTS IN PERMANENT WEIGHT-LOSS..."

1L The Advertising Representations (P.S. Docket No. 19/162)

Respondents' advertising materials, including product inserts accompanying reorder solicitations, make
the representations alleged in subparagraphs 8(a), (b), (c), (d), (e), and (f) of the Complaint.

Specific reasons for these findings are as follows:
() Ingestion of Metabolite-2050 will cause significant weight loss in virtually all users.

The theme and central message of Respondents' advertisements is "Weight Loss]" See headline of CX3-
17 p. 2, CX3-19. In CX3-24, a full-page advertisement in the July 1984 Cosmopolitan, the weight loss
theme is expressed in the headline as "THE ULTIMATE CURE FOR FAT." The promise of
"significant" weight loss is found in CX3-17, p. 1. when you need to lose 15 pounds or more, take
METABOLITE-2050. . ..

20

The text below that headline contains two references to the prospective customer's need to lose more
than 15 and up to 40 pounds. In that paragraph, and again in the last paragraph on page 1 where it is in
bold print, are references to "tough weight-loss problems.” The same references are repeated in the
package insert material, (CX3-23b and 31b), which also includes reorder forms, (CX3-23¢ and 31¢). In
the centered and boxed print on page 2 of CX3-17 and in CX3-19 is a reference to "highly significant
decrease in body weight." The ordinary reader would understand "significant” in its usual sense rather
than as it is technically used in a statistical sense. That usual meaning is "important, of consequence”
Random House Dictionary of the English Language (1967) or "having meaning, full of import, weighty,
notable™ Webster's Third New International Dictionary (1968).

In the lower portion of the boxed text and in bold print is the language,

The research RESULTS ARE STAGGERING.. ..
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EVERYONE LOST SUBSTANTIAL WEIGHT PERMANENTLY.
On page 1 of CX3-17 at bottom center is the subheading
"I lost 31 pounds so far without even dieting]"

The message that the user will lose significant amounts of weight is repeated twice in CX3-32, a two-
page advertisement in the September 1984 Playgirl. Under the large headline of "EAT ALL YOU
WANT AND STILL LOSE WEIGHT," the text fells the reader, o

There has truly been a major breakthrough in the science of dramatic and permanent weight loss.
Science has produced a new, medically-documented weight loss compound specifically for those who

need to lose a large amount of weight .. "

Under "THE ULTIMATE CURE FOR FAT" headline in CX3-24 appears,

If you need to LOSE WEIGHT, and we mean LOTS OF WEIGHT - 10 pounds, 15 pounds, 20 pounds,
30 pounds, 50 pounds and more - . . .

21
InCX3-32, as in CX3-24, the photograph of a slender woman wearing extremely large shorts emphasizes
"significant” weight loss by the use of Metabolite-2050. The "before" and "after” photographs on page 1
of CX3-17 also represent that significant amounts of weight will be lost by taking Metabolite-2050.
That everyone will experience the promised weight loss with Metabolite is represented by the bold
subheading, "FACT: EVERYONE LOST WEIGHT: TESTS PROVE 100% SUCCESS," followed by
language which repeats and reinforces that message.(CX3-11 p.2, CX3-17 p. 2, CX3-19, CX3-24, CX3-
32p.2).

(b) Ingestion of Metabolite 2050 will cause significant weight loss without willpower, calorie restricted
diets or exercise.

The advertisement at CX3-17 emphasizes:

AUTOMATIC WEIGHT-LOSS

NO calorie counting]

NO dieting]

NO food restrictions]

NO expensive fat clinics]

NO exercise]

In the same advertisement, the product is described to as "The powerful Scandinavian SUPERPILL]" -

an indication that the pill alone is responsible for an automatic weight loss. In the text near the middle of
page 1, the message is repeated:
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METABOLITE-2050 works by itself, without dletmg, without calorie counting, without special foods,

without powdered mixes, without strenuous exercise, without anything else at all. For the first time, we

can truly say there is now a compound that will produce AUTOMATIC WEIGHT-LOSS.
22

The automatic, i.e., effortless, achievement of weight loss is repeated in one sub-headline:

FACT: "EAT AS MUCH AS YOU WANT AND STILL

LOSE POUNDS & INCHES OF EXCESS FAT]

The Randee N. testimonial in CX3-17 says "you don't have to change your life style at all.” On page 2 of
that advertisement, the message is repeated:

WHAT DOES THIS MEAN IN ENGLISH? Now you can eat all you want and still lose weight, without
will power and without dletmg,automancally

The same message is repeated in the product inserts, CX3-23b and 31b.

CX3-24 and 32 also represent weight loss without effort or diet. The headlines read, "EAT AS MUCH
AS YOU WANT AND STILL LOSE WEIGHT] NEVER DIET AGAIN]" This is followed in CX3-24
by the subheadings:

NO CALORIE COUNTING.

NO STRENUOUS EXERCISE]

NO MORE WILLPOWER]$

NO MORE DIETING]

(¢) Ingestion of Metabolite-2050 prevents foods from being converted into stored fat.

CX3-11 reads at page 2:.

FACT THE SECRET IS THE FORMULA METABOLITE 2050 has definitely been determined to

ENGLISH" Now you can eat all you want and still lose we\ght

The nearly identical message appears in the package insert received with the Metabolite ordered from
CX3-11 (CX3-16, p. 2). In other

23
advertising materials, Respondents add just after "ingested food stuffs:"

.. thereby altering gastric emptying time, decreasing the normal caloric absorption rate and in effect
lowering total caloric capacity (CX3-17p. 1, 3-19, 3-23b).

In other advertisements, Respondents represent in a sub-headline:
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FACT: METABOLITE-2050 RENDERS FAT CALORIE FREE]
(CX3-24, 3-32).

{d) The weight loss claims for Metabolite-2050 are supported by the results of scientifically sound
clinical studies.

This proposed finding was not disputed in Respondents' July 8 submission. The May 20, 1985 Order
required each party to reply to the opposing party's proposed findings. The parties were advised that
unless an opposing party's proposed finding was specifically denied with supporting citations and an
alternate finding, it would be deemed admitted. Respondents' comment, "no objection,” is consequently
deemed an admission. Therefore, I find that this representation was made. This finding is also based
upon quotations from advertisements set forth in pages 24 and 25 of Complainant's pro posed findings.

(e) Respondents have accurately reproduced an excerpt from Acta Medica Scandinavia, Vol. 208, pp 45-

48 in certain of its printed advertisements, including Exhibit 1.

This proposed finding also was not disputed in Respondents’ July 8 submission. Respondents’ only
comment similarly was "no objection.” Therefore, the finding is deemed admitted and I find that this
representation was made. This finding is also based upon a quotation from advertisements set forth in
page 26 of Complainant's proposed findings.

24

(f) An obese person who takes Metabolite-2050 may reasonably expect to lose weight while continuing
to eat all he or she wants,

This proposed finding also was not disputed in Respondents’ July 8 submission. Respondents' only
comment was "no objection.” Therefore, the finding is deemed admitted and I find that the
representation was made. This finding is also based upon quota tions from advertisements set forth in
page 27 of Complainant's proposed findings.

IV. Qualifications of the Scientific Witnesses

Medical doctors William R. Ayers, Albert 1. Mendeloff, and Richard C. Eastman testified for
Complainant. Medical doctor Thomas M. S. Wolever and Stephen C. Woods, Ph.D., testified for
Respondents.

Dr, William R. Ayers

Dr. William R. Ayers is Associate Professor of Internal Medicine and Associate Dean for undergraduate
medical education at the Georgetown University Medical School, Washington, D.C. (Tr. 2194). He is
certified in internal medicine (Tr. 2195), a fellow in the American College of Physicians (Tr. 2198), and
co-founder and former director of the Diet Management Clinic at the Georgetown University Hospital
(Tr. 2199-2200). He has published articles on the manage ment of obesity and on the use of computers
in medicine (Tr.2224, CX3-65). I found Dr. Ayers to be a credible witness. He demon strated great
expertise concerning principles of weight loss and diet management. He also testified logically in his
analysis of scientific studies. Dr. Ayers' testimony in Docket No. 19/182, which was heard together with
these cases, indicated weaknesses and
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25

misunderstandings with regard to peptide chemistry. However, Dr. Ayers' testimony demonstrated a
good understanding about the state of scientific knowledge concerning guar.

Dr. Albert 1. Mendeloff

Dr, Albert 1. Mendeloff is Professor of Medicine at the Johns Hopkins University School of Medicine,
Baltimore, Maryland (Tr. 2858). He is a gastroenterologist, a physician who specializes in digestive
diseases and disorders of the digestive system. He is a fellow in gastroenterology, past president of the
American Gastro enterological Association (Tr. 2859), Governor of the American College of Physicians
for the State of Maryland (Tr. 2852) and editor of the American Journal of Clinical Nutrition (Tr. 2864).
His research and practice interests encompass nutritional disorders, absorption and digestion, dietary
fiber, diabetes and obesity (Tr. 2865-66). Respondents stated that Dr. Mendeloff "is eminently well
qualified to testify and evaluate the studies” (Tr. 2867), and described him as "an expert's expert” who is
"one of the world's greatest authorities on guar” (Tr. 2844). Dr. Mendeloff demon strated great expertise
concerning the product at issue in these cases. I found him to be an extremely credible and reliable
witness. He also testified knowledgeably and persuasively about weight loss concepts and scientific
studies. :

Respondents accused Dr. Mendeloff of being untruthful and biased. They first argued that he had
misrepresented a guar study that he conducted. Later they contended that he was biased because: (1) he
was involved in a competing mail order business, (2) he may have incorrectly believed that Respondents
delayed payment of his

26

witness fee and, (3) he made negative comments to Dr. Wolever about Respondents. None of these
accusations led me to conclude that Dr. Mendeloff testified untruthfully.

Dr. Mendeloff testified that he conducted a study using a grant from the United States Department of
Agriculture for the purpose of determining guar's safety. Guar was administered in the form of bars
made by the National Biscuit Company. Placebo bars which tasted exactly the same were also developed
and administered. He stated that these were "fairly high calorie bars.” At the end of the six month study,
no differences in subjects' body weights were noted (Tr. 3090-94). He stated that this demonstrated how
tough it is to make people lose weight, and that the subjects kept eating "even though they had all these
extra calories we provided them" (Tr. 3093). Respondents contended that Dr.Mendeloff's co-researcher,
Dr. Michael Mclvor, contradicted several of Dr. Mendeloff's statements about the study in a recently
taped telephone interview. Respondents were not permitted to introduce the recording of the
conversation or the testimony of their interviewer, Mr. Lester, to prove the truth of Dr. Mclvor's
statements, but they were permitted to call Dr. Mclvor as a witness (Tr. 3199-3201, 3261-62). Dr.
Mclvor agreed to testify (Tr. 3351), but Respondents subsequently decided not to call him as a witness
(Lee H. Harter's February 25 mailgram). Thus Respondents never substantiated their accusation that Dr.
Mendeloff did not testify credibly about the study.

27
Respondents also argued that Dr. Mendeloff was biased, because according to Mr. Friedlander, "We

have been informed that Dr. Mendeloff is selling medication through the mail in direct compe tition with
me" (Tr. 4937). Mr. Friedlander appeared to refer to a "mail order diet" allegedly distributed by the
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American Digestive Disease Society, a non-profit organization with which Dr. Mendeloff is associated
(Tr. 4937-39, 4944, 4956-57, 5066-67). I found this accusation to be too far-fetched to constitute proof
of bias (Tr. 4938, 4940). Dr. Mendeloff's association with the sale or distribu tion of diets by the
American Digestive Disease Society does not place him in direct competition with Respondents, nor
does it provide him a motive to testify falsely about Respondents' products and medical and scientific
matters.

In a motion to strike testimonies of Drs. Ayers and Mendeloff filed June 12, 1985, Respondents also
argued that because of a post script in a September 13, 1984 letter by Ms. McFeeley to Dr. Mendeloff
referring to a "payment problem,” which Respondents' contended referred to a delay in their payment of
Dr. Mendeloff's witness fee through no fault of theirs, Dr. Mendeloff became biased against
Respondents. This accusation also seems absurd. I do not believe that a man of Dr. Mendeloff's stature
would testify falsely because of a delay in payment of his bill.

The final accusation of bias relates to Dr. Wolever's testi mony. Dr. Wolever testified that he telephoned
Dr. Mendeloff on April 9, 1985, the evening after Dr. Wolever's first day of testimony in this hearing.
Dr. Wolever stated that Dr. Mendeloff

28
said that Respondents were crooks who, after one mail box was closed down, moved to another city and
opened another one (Tr. 5606). Although this testimony indicates Dr. Mendeloff's negative view of
Respondents as of April 9, Dr. Wolever's statements do not destroy Dr. Mendeloff's credibility. Dr.
Mendeloff completed his testimony almost three weeks before this conversation with Dr. Wolever.
Assuming the accuracy of Dr. Wolever's testimony, it is not clear whether Dr. Mendeloff's negative
opinion formed by April 9 preceded any of his testimony, or that these views effected his testimony. It
would not be surprising after the many incidents in which Respondents verbally attacked Dr. Mendeloff
during his testimony, that Dr. Mendeloff subsequently formed a negative impression of Respondents.

Dr. Richard C. Eastman is Associate Professor of Medicine at the Georgetown University Medical
School, and chief of the Division of Endocrinology and Metabolism, an area which includes the
treatment of obesity. Dr. Eastman is consultant to Georgetown's Diet Manage ment and Eating Disorders
Program. He also consults directly with patients, some of whom have obesity problems. He is director
for clinical research for the diabetes unit. He is a board certified internist (Tr. 2043-45, CX3-67). Dr.
Eastman has impressive credentials, having published approximately 25 articles. I found Dr. Eastman to
be highly knowledgeable about weight loss principles and about peptide chemistry. He testified in a
sincere, forthright manner and carefully considered the questions in an effort to be helpful and truthful. 1
found him to be an extremely reliable witness although he did not testify specifically about guar.

29
Dr. Thomas M. 8. Wolever

Dr. Thomas Wolever is a licensed physician in England and in Ontario, Canada (Tr. 5405-06). He is
currently working toward a Ph.D. in the Department of Nutritional Sciences at the University of
Toronto. His doctoral research involves nutrition in the treatment of diabetes and lipid problems (Tr.
5404). Dr. Wolever has excel lent credentials and substantial expertise with regard to guar. Dr. Wolever
was an extremely interesting and highly informative witness, However, on several critical issues, I found
his testimony less reliable than that of Dr. Mendeloff. Dr. Mendeloff testified consistently despite
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lengthy cross-examination. Although Dr. Wolever demonstrated candor in condemning Respondents'
advertising language, his testimony at other times was unbelievable and contradicted by his subsequent
testimony.

Dr. Stephen C. Woods is Professor of Psychology, chairman of the Department of Psychology, and
Adjunct Professor of Medicine at the University of Washington. Dr. Woods holds the Ph.D. in
physiology, biophysics, and psychology. He has worked in the field of endocri nology since the late
1960s and has authored more than 100 scienti fic articles, the majority of which deal with metabolism,
food intake, and peptide hormones. Dr. Woods is the National Science Foundation's expert on food
intake. He serves on the editorial boards of two peer review journals, American Journal of Physiology
and Behavioral Neurobiology. He is organizer of the 1986 Inter national Congress of Physiology of
Food and Food Intake (Tr. 5113-15, RX3-36). Dr. Woods did not testify about guar. He

30
testified mainly about a product involved in another case, but some of his testimony related to relevant
issues concerning scientific method. I found his credentials to be impressive. V. Definition of Terms and
Background Findings

Dr. Ayers stated, and Respondents accepted the definition, that obesity is the state of being 15 percent or
more over the ideal weight for one's height, age and sex as defined by tables published periodically by,
among others, the Metropolitan Life Insurance Company (Tr. 2201-02, Respondents’ July 8, 1985
submission, p. §, para 44),

As Dr. Ayers and Dr. Mendeloff testified, obesity is a complex problem that is not simple to treat.
Nutrition, energy balance, exercise and behavior are important aspects of the problem. (Tr. 2202-03,
2268-69, 2873-76). Dr. Wolever also characterized obesity as a complex problem (Tr. 5463). To lose
weight, a person must create an energy or calorie deficit so that the body will use stored energy or fat to
meet its current energy needs (Tr. 2203, 3134, 3684). Satiety in humans is the sense of fullness that
normally leads to cessation of eating. Dr. Ayers gave this definition (Tr. 4762-63), and Dr. Woods
agreed that the definition was reasonable (Tr. 5215). Dr. Eastman's similar definition was, “the sense of
having had enough to eat, being full” (Tr. 2092). Satiety signals that cause a lean person to stop eating
are not equally effective for obese persons. Dr. Ayers testified that satiety does not necessarily cause
obese people to eat less, that there is no necessary relationship between increased satiety and weight
loss,

31

and that the normal satiety signals do not apply in obese people (Tr. 3381, 4128). When Dr. Woods was
asked whether he believed "that producing the feeling of satiety in an obese person leads inevitably to
weight loss for that person,” he replied, "Certainly not” (Tr. 5289-90). Dr. Wolever agreed that just
because a substance produces satiety does not necessarily mean that the substance also produces weight
loss (Tr. 5462-63, 5415, 5557). Dr. Mendeloff emphasized that many patients who say they feel full in
hunger-satiety ratings continue to eat, ignoring the fecling of fullness (Tr. 3841, 3880).

As scientific experts for both sides testified, to establish a claim that a substance will be effective to
achieve a particular result, the claim must be established by sound scientific evidence (Tr. 2079-82,
2273, 3068, 5283, 5434, 5550-51). Dr. Ayers said that efficacy claims for Anorex-CCK, a product
involved in the companion case, must be treated as false in the absence of information to support them
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(Tr. 2972-74). Dr. Woods said that until a substance is tested using the mode of administration for which
claims are made, there is no way to know how that substance will work (Tr. 5283). He stated that, in the
absence of data, a claim or hypo thesis is an open question; there is simply no information (Tr, 5197-98).
Dr. Wolever also indicated that data are required in order to support a medical opinion (Tr. 5434-35,
5550-51).

Formation of a scientific or medical consensus requires that results of studies be disseminated among
members of the scientific community and be reviewed by others working in the field. Presenta tions of
data at meetings and conferences lend themselves to that

32
function as do having papers reviewed by experts in the field prior to their publication in peer reviewed
Jjournals (Tr. 2270, 2956-57, 3072). Persons who perform work and who follow work in a field are in

positions to be aware of a consensus in that field.

V1. The Truth or Falsity of the Representations

Intercal-SX and Metabolite-2050 each consists of tablets of cyamopsis tetragonolobus (CX3-3, 3-15, 3-
29). The only difference between Intercal-SX and Metabolite-2050 tablets, other than their names,
seems to be the quantities of liquids which the user is told to take with tablets when ingesting three daily
doses. Test purchases of Intercal-SX and Metabolite-2050 each contained 1,500 mg of cyamopsis
tetragonolobus per tablet (CX3-5, 3-15). A later test purchase of Metabolite-2050 contained 750 mg of
cyamopsis tetragonolobus per tablet but required the user to take twice the number of tablets (CX3-29).

Cyamopsis tetragonolobus is the latin name for guar, a product made from seeds of the cluster plant.
Guar is a dietary fiber. A dietary fiber is the portion of food obtained from plants which is not digested
by the enzymes of the gastrointestinal tract (RX3-40, p. 1). When guar is mixed with water it swells and
becomes gelatinous. It is used as a thickening agent for such foods as ice cream and salad dressings. It is
also used to thicken skin creams and lotions, for baking to give better loaf quality to bread, and in oil
wells to thicken sludge (Tr. 2878-79, 3073, 3075-76, 5413). Guar is grown and commonly used in India
(Tr. 5414, 2880). Dr. Wolever testified that guar "is a very old part of the diet. People have been eating
guar for many hundreds or even thousands of years. It's a staple” (Tr. 5414). Although guar is tasteless,
when it

33

combines with saliva in the mouth, it quickly forms a gel, swells and becomes unpleasant and bitter
tasting. Like other fibers, guar adds bulk to the intestinal tract. It is believed that guar and other fibers
may be helpful in treating diabetes since they have been shown to lower blood sugar levels (Tr. 2206,
2880, RX3-40, pp.1-2). Guar also slows gastric emptying and lowers cholesterol levels (Tr. 3850-52.
RX3-40. p. 2). Guar was discussed at an international fiber conference held in Washington, D.C. in the
Spring of 1984 and attended by Drs. Mendeloff and Wolever (Tr. 5596).

On February 15, the fourth day of the hearing, Respondents presented a new issue. Respondents stated
that they wished to fill all existing orders for Intercal-SX and Metabolite-2050 with lej guar, a
granulated form of guar manufactured by the Lej Pharmaceutical House in Sweden (Tr. 2901-03, 3010).
Mr. Friedlander explained:

"In the ads and the coupons and orders that are being held, it says a three week supply of
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Metabolite-2050. If T had my mail, I would supply them with a three week supply of
Metabolite-2050. No one is going to be able to tell me that these people know what they are
going to get when they order the product other than a three week supply of Metabolite-
2050" (Tr. 2908-09).

Mr. Harter said that lej guar would be taken in amounts of 20 grams per day in two 10 gram doses. The
guar in tablet form provided only 15 grams per day. Mr. Harter stated that Respondents would no longer
sell guar in tablet form (Tr. 3013). The parties considered a consent agreement with respect to guar
tablets, but were unable to reach agreement (Tr. 3049, 5452).

It is proper to determine falsity issues with respect to both the guar tablets and the guar granules within
these proceedings.

34

With respect to guar in tablet form, United States v. W. T. Grant Co., 345 U.S. 629, 632 (1953) instructs
that "voluntary cessation of allegedly illegal conduct does not deprive the tribunal of power to hear and
determine the case, i.¢., does not make the case moot .... A controversy may remain to be settled in such
circumstances ... The defendant is free to return to his old ways. This, together with a public interest in
having the legality of the practices seftled, militates against a mootness conclusion” Citations to other
cases omitted . The parties agreed to litigate the truth or falsity issues and presented evidence regarding
the lej guar products, and the Postal Service decisions prohibiting the issuance of advisory opinions do
not bar decisions regarding these products. The decisions -- Paul Harvey, P.S. Docket No. 8/10 (P.S.D.
on Appl. for Mod. of Mail Stop Order, August 29, 1980) and George Emst, Jr., P.S. Docket No. 13/88
(P.S.D. in Motion to Revoke False Representa tion Orders, May 1, 1984) -- apply to requests for
opinions where advertising representations have not been formulated and orders have not been received.
In the present cases, there are existing adver tisements and orders which Respondents desire to
mmplement with lej guar products.

Although Respondents allege that lej guar represents an improve ment over guar in tablet form, I find
that there is no difference between these forms of guar in their effects upon weight loss. Dr. Mendeloff
testified that guar may vary in grades of purity, particle size, palatability, concentration, and effects of
temperature, but these variations do not effect the metabolism of food or nutrient

35

absorption (Tr. 3075-77). With respect to the differences in effect between the guar tablets and lej guar
granules, Dr. Mendeloff explained:

The first effect of guar, as it's customarily used, is in contact with water or "liquous” components so that
granules would be in the mouth, subject to immediate swelling on contact with the secretions of saliva
and the natural moisture that's in the mouth. Therefore, if you started swallowing guar as granules in the
mouth, it would start swelling up. It might be unpleasant, because it's sticky stuff and it's hard to
swallow. Therefore, the use of a capsule would mean that the material would not begin to swell until it
reached the stomach, when the capsule dissolves and the material inside then goes out into the stomach
secretions and begins to swell at that point. So the difference I would say has nothing to do with its
actions in the stomach. It would have to do primarily with whether you want to avoid actions in the
mouth, which is not really what you are trying to produce (Tr. 3073).

Dr. Wolever, Respondents’ only witness concerning guar, wavered on this point. He stated that "possibly
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the type of guar and the way it is given may be important”™ (Tr. 5563) and "Guar is not guar is not
guar” (Tr. 5547), but on cross-examination Dr. Wolever could not support the conclusion that the form
of guar would effect its weight loss properties. He testified:

Q. When you said the formulation is important, what exactly do you mean?

A. I mean whether the guar is the type of presentation, in other words whether it is a tablet, a capsule,
mini capsule, granulated, whatever, powder, and how it is taken with respect to meals. In other words,
do you mix it on your food, do you take it before the meal, after the meal, is it incorporated into the food
and so on.

Q. Which is better for the purposes of producing weight loss?

A. That I don't know because this sort of experience is the sort of experience you get and from this data I
would say the lej guar seems to be the one that is most effective (Tr. 5549-50)

36

The data to which Dr. Wolever referred is a guar study by Dr. Marcin Krotkiewski of Sweden, the only
known study using lej guar (CX3-64).

When pressed on the subject of formulation, Dr. Wolever testified:

Q. So you think if powdered or granulated guar is mixed with water and drunk down immediately before
ameal it is likely to have more effect on weight loss than administered some other way?

A. 6 have no comment to make there, ! don't know.

Q. You stated before formulation and administration were important. 1 am trying to find out what
formulation and what mode of administration will produce weight loss.

A. 1 am telling you there has not been enough study (Tr. 5550-51).

There is very little scientific evidence relating to guar's effect upon weight loss. Most studies with
respect to guar relate to its potential use for the treatment of diabetes and the treatment of heart disease
(Tr. 3862, 5425).

Dr. Wolever testified that he knew of only one study which had specifically used guar to produce weight
loss and had shown it to do so. That was a 1975 study reported by Evans and Miller entitled "Bulking
Agents In The Treatment of Obesity" (RX3-21; Tr. 5462, 5543). Evans and Miller conducted a two-
week study in which guar and methylcellulose were each given to 11 subjects for one week. They
concluded that guar and methylcellulose were equally effective to produce weight loss. But reported
weight losses with both substances were small and the two week time period was extremely short. The
report concluded, "The indication that these agents are more effective in obese subjects than non-obese
subjects is

37
interesting and needs further investigation” (RX3-21, p. 203). Dr. Mendeloff said that he report
“indicated a pious hope that this would be a very good way ofreducing weight" (Tr. 4925).
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In a 1980 Finnish study of guar's effect on cholestero} levels, the study that Respondents emphasized
and quoted from in many of their advertisements (CX3-1, 3-8(f), 3-10, 3-11, 3-17, p. 2, 3-17), the
investigators found no change in cholesterol levels, but noted that subjects lost weight (CX3-59). The
weight loss was statistic ally significant but not clinically significant, being only 5.5 1bs in four months
(Tr. 2882, 3287-88, 5493). Several of the report's authors indicated that the observed weight loss could
possibly be explained by seasonal variations in diet and/or inadequate dietary instructions (CX3-60, p.
114-15). Drs. Ayers, Mendeloff and Wolever agreed that the 1980 study was not designed to reveal
whether guar caused the weight loss (Tr. 3289-90, 2881-82, 5495-96).

Groups of researchers, including some of those involved in the 1980 study, conducted three follow-up
studies using guar (CX3-60, 61, 62). None of these studies found significant weight loss with guar
administration. A 1983 report of a study of 12 obese hyper cholesterolemics indicated that subjects
actually gained weight while on guar treatment, though not a statistically significant amount (CX3-60, p.
114). One group of Finnish investigators concluded, "it seems to us that guar gum alone cannot control
body weight, but could probably be of importance as a part of a more comprehensive weight-control
programme” (CX3-60, p. 115).

The only known study of lej guar's effect on body weight, and the one upon which Respondents rely to
support efficacy claims for

38
their products, was reported in the British Journal of Nutrition in 1984. It is entitled "Effect of Guar

Gum on Body Weight, Hunger Ratings and Metabolism in Obese Subjects" and was written by Dr.
Marcin Krotkiewski, a Swedish scientist (CX3-64).

The report involved two studies -~ experiment 1 and experiment 2. In experiment 1, nine obese female
subjects were studied. They were recruited to the obesity outpatient clinic for weight reduction. Subjects
were given 10 grams of lej guar twice daily for eight weeks. The study was designed to evaluate guar's
effects on blood glucose levels. Cholesterol and triglyceride levels and body weight were also measured.
The mean weight loss for the nine subjects was about 1.1 pounds per week. Although this is a small
weight loss, it is considered statistically significant (Complainant's proposed finding no. 71).

As Dr. Krotkiewski reported, "Since the obese patients in Expt 1 lost weight {see Table 3) and several
patients spontaneously reported an increased satiety during guar gum treatment a second experiment was
carried out” (CX3-64, p. 99). For Experiment 2, 21 obese subjects were recruited from the obesity
outpatient clinic. Patients were given either 10 grams of lej guar or 10 grams of wheat bran twice daily
mixed in water. The experiment was designed to last 10 weeks with the subjects taking guar and wheat
bran during alternating weeks. Subjects were weighed weekly and were asked to rate their hungeron a
scale of one to nine. All subjects continued in the study for 6.6 weeks but then 14 subjects discontinued
hunger ratings, and weight loss statistics were thereafter reported for

39
only nine subjects in one table (Table 5) and for seven in another (Table 4). As Dr. Krotkiewski
reported, the mean body weights were significantly less after 10 weeks (P. 102). The subjects lost an
average of approximately 1.5 pounds per week (Tables 4 and 5, p.103). Dr. Krotkiewski concluded:

The results of the present study clearly demonstrate that guar gum taken in conjunction with meals leads
to a reduction in hunger as compared with wheat bran taken in the same way. This effect seems to be
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long-lasting and could still be demonstrated after a 10-week period.

The study acknowledged, "Previous studies have usually reported that guar gum treatment did not
significantly influence body-weight, although this has been found in some investigations" (P. 104).

As the witnesses testified, although the Krotkiewski study of lej guar reported weight loss, there arc a
number of problems with the study. First, the two experiments involved very small numbers of subjects.
Dr. Mendeloff testified that although this study's P value of .05 is highly significant in statistics (Tr.
2894) many would consider a seven-subject experiment with an .05 level of significance insufficiently
rigorous from a statistical viewpoint (Tr. 3082, 3848). To the same effect, Dr. Wolever testified "it is not
the P value that gives me caution, it is the smaller number of people that gives me caution” (Tr. 5633).

The Krotkiewski report presented other problems. Experiment 1 had no control group. Therefore, it was
not a blind study. Another concern is the study's failure to explain why between 12 and 14 of the 21
subjects did not complete Experiment 2. Both Drs. Ayers (Tr. 3373, 3510-19) and Mendeloff (Tr. 3078)
felt that this greatly reduced the study's value. I agree. Did they drop out because they

40

achieved poor results and become discouraged? Dr. Mendeloff acknowledged that it is not unusual for
subjects to drop out. How ever, he stated "But to have two-thirds of the people drop out is really a
serious matter. And the fact that there's no explanation here makes it extremely difficult to understand
what's going on here" (Tr. 3078). Dr. Wolever agreed that the reasons why they discontinued the study
should have been explained. That would have been good scientific practice (Tr. 5502, 5505).

Drs. Ayers, Mendeloff and Wolever agreed that the Krotkiewski study was not designed to show the
mechanism of action, whether guar caused the weight loss, Rather, the study was designed to look at
hunger (Tr. 3479, 3080, 5460, 5509, 5512). Dr. Wolever also acknowledged that reduced hunger is not
necessarily the reason why the patients lost weight; it is merely a plausible explanation (Tr. 5415).

Drs. Ayers and Mendeloff pointed out that Experiment 2 involved two subjects who lost much more
weight than the other five. Without these two, the group weight loss would have been much less (Tr.
3374-76, 3081-82, Table 4). Also, Drs. Ayers and Mendeloff observed that subjects had been selected
from new referrals to an obesity clinic. Thus, it would have been important to know what they had been
eating and whether they were already losing weight (Tr. 3498, 4930-35, 4990-93). Dr. Mendeloff also
testified that wheat bran has not been shown to cause weight loss. Weight loss observed during the bran
treatment in Experiment 2 was not of significant statis tical difference from that reported during guar
treatment (Tr. 5009)

41

Another weakness in the Krotkiewski study was its failure to monitor subjects’ diets and exercise. A
study should always control for other variables which could effect its results. Such important variables
for a weight loss study include diet and exercise (Eastman Tr. 2079-80, 2089, 2141, 2149; Ayers 3308,
3479; Mendeloff 3125-26, 4930-31; Woods 5297). In Experiment 1, the subjects "were asked not to
alter their normal diet or energy intake during the trial period." However, it is not clear whether they
followed this direction. The report also indicated that, "Diet records (4d) before and during guar gum
treatment suggested that no qualitative difference in dietary habits occurred” (P. 99). However,
qualitative refers only to kinds of foods, as contrasted with amounts of food. Therefore, it is not clear
whether there were quantitative changes in diet (Tr. 3371-72, 5512-13, 5594-95). Also the study did not
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indicate whether subjects’ exercise patterns were determined to make sure that after the study began they
did not increase their exercise. Experiment 2 was completely silent about diet and exercise, making it
unclear whether these important factors were controlied in that experiment.

Dr. Mendeloff testified that, of course, the medical community is not going to accept just one study of
this type. The study would require replication by an independent source, "at least one other study, to
reproduce this, before, I think, anyone would take it very seriously” (Tr. 3070-71). Dr. Ayers testified
that "findings ... must be replicated in the hands of someone else so that any possible bias can be
excluded ..." (Tr. 2270, 2301). Dr. Eastman explained that a single group's findings might be subjected
to unknown biases and that findings would have to be confirmed before they would be

42

widely accepted by the scientific community (Tr. 2140). Dr. Woods also advocates replication for
unexpected findings. He stated, "when they give me - bring me back findings that I think are
unexpected, I have them do the study again." When asked to explain why he would require replication,
Dr. Woods said "because I'm a skeptic. And I would like to see if it comes out the same way. You have
iremendous statistical power if you get the same results in two independent replications” (Tr. 5310). Dr.
Wolever stated that "One paper alone on anything is not enough to convince the scientific community
that anything works." He agreed that replication would be required to establish these results (Tr. 5561-
62).

With regard to the Krotkiewski study, Dr. Wolever testified as follows: He telephoned Dr. Krotkiewski a
few days before he testified and learned that Dr. Krotkiewski now puts virtually everybody in his
obesity clinic on guar. Dr. Krotkiewski told Dr. Wolever that he has over 200 patients in his obesity
clinic whom he has studied for 50 weeks using guar, He reported that as a result of the patients' use of
guar, they are more compliant with the weight loss program, lose more weight, and still feel less hungry
even after a year (Tr. 5415-16). By "compliant,” Dr. Wolever thought that Dr. Krotkiewski meant
continuing in the obesity clinic rather than dropping out (Tr. 5455). Dr. Wolever also testified that Dr.
Krotkiewski's patients are not necessarily specifically instructed on diets. Therefore, a subject may or
may not be on a diet during the study (Tr. 5457-58). Dr. Wolever said that Dr. Krotkiewski's findings
would soon be published (Tr. 5416). Dr. Wolever stated that he felt a lot happier about testifying in this
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proceeding after having talked to Dr. Krotkiewski about Dr. Krotkiewski's additional work. Dr. Wolever
said that if he only had the one study of a few patients CX3-64 to go on he would be a lot less happy
about saying the things he has said at the hearing (Tr. 5593).

Soon after Dr. Wolever testified, Complainant recalled Dr. Ayers as a rebuttal witness. Dr. Ayers
testified as follows: He telephoned Dr. Krotkiewski after being informed of Dr. Wolever's testimony.
Dr, Krotkiewski confirmed that he had done subsequent work with guar, that a paper describing some of
his work had been presented at the International Fiber Conference in Washington, DC in the spring of
1984 and that Dr. Ayers could most easily obtain a copy of the paper from Dr. George Vahouny, a co-
director of the fiber conference, at the George Washington University in Washington, D.C. (Tr. 5918-
19). Dr. Krotkiewski told Dr. Ayers that patients had better compliance with the program when they
used guar and that the program included a 1000 calorie-a-day diet (Tr. 5923-23, 5964). After the
telephone conversation, Dr. Ayers called Dr. Vahouny and obtained a copy of the Krotkiewski paper
(Tr. 5917-19). The paper confirmed that in the Krotkiewski program guar helped patients comply with
their 1000 calorie-a-day diets (CX3-73).
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After introductory statements, the paper discussed the study at CX3-64 and then discussed Dr.
Krotkiewski's subsequent work, begin ning with the following language:

An additional study was made of seven patients on a low calorie regimen supplemented with guar gum.
One patient succeeded in losing 62 kg over a period of one year. (The other six lost and sic average of
22.5 kg + 8D) (CX3-73, p. 7) [Emphasis added].

44
hepaper continued:

After the completion of the above studies, 68 patients routinely obtained guar gum as a supplement to
their 800 to 1000 Kcal diet recommendation. Of those who followed the programme (and had a check-
up every five weeks), 58% reported good tolerance and an appetite-suppressing effect. Only 67% of
those initially included in the study followed the treatment after eight months, but of these 74%
belonged to the guar users. Sixty-nine percent reported a persistent appetite-suppressing effect and 61%
a laxative effect of the guar (CX3-73, p. 8) [Emphasis added].

This language specifically contradicts Dr. Wolever's testimony about his telephone conversation with
Dr. Krotkiewski. Dr. Wolever testified:

Q. In the follow-up work that you and he discussed on the phone, do you know whether those patients
who had been taking the guar, as you said, for 50 weeks had been given a diet to follow, a diet plan?

A. No. He says that they are specifically -- they are not instructed to keep -- they are just instructed to
keep their regular diet and encouraged to keep their regular activities,

Q. When you say "he says,” do you mean in this paper?

A. No. Over the telephone, he stated to me that his patients are not instructed specifically on diets
necessarily. Some of them go on to diets, and some of them don't. So it's not necessary for the patients to
go on to specific diets. They can get weight loss just by maintaining their normal everyday life and not
making any special efforts (Tr. 5457-58).

After Dr. Ayers testified on rebuttal, Respondents requested and were given additional time to present
the testimony of either Dr. Krotkiewski, Dr. Wolever or a Dr. Kristokis as a surrebuttal witness (Tr.
6126-27). However, Respondents subsequently decided not to present surrebuttal testimony. In the
absence of any contradictory

45
evidence, I find that CX3-73 is an authentic report of Dr. Krotkiewski and I have no reason to question
the truthfulness of the statements contained in the report. Therefore, I find that Dr. Wolever's testimony
in this critical area is inaccurate.
The follow-up report confirms Dr. Krotkiewski's concluding statement in CX3-64:
In summary, the present results document some effect of granulated guar gum on carbohydrate and lipid

metabolism in obese individuals. These effects would appear of particular importance in obesity
considering the known associations with diabetes and lipid disorders. In addition, guar gum reduces
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hunger when taken with meals and may thus be an important adjunct to other treatments of obesity.
[Emphasis added]. -

Dr. Wolever was Respondents' only scientific witness with respect to guar. On direct examination Dr.
Wolever was asked if the representations referred to in subparagraphs 8(a), (b), (¢), and (d) of Docket
No. 19/104 and subparagraphs 8(a), (b), (¢), (d), and (f) of Docket No. 19/162 were true or false. He
testified that all these representations were true (Tr. 5427-29). However, these conclusions were
contradicted by the testimonies of Drs. Mendeloff and Ayers, the weight at the credible evidence and
some of Dr. Wolever's own testimony. I find that the representations alleged in Paragraphs 8 of the
Complaints in Docket Nos. 19/104 and 19/162 are false for the following reasons:

(a) Ingestion of Intercal-SX (or Metabolite-2050) will cause significant weight loss in virtually allusers.

Dr. Wolever at first supported Respondents on this issue, testifying that "virtually every obese person
has lost weight just 46taking guar." However, this testimony was contradicted by Dr. Wolever's later
testimony and by other evidence. Later, Dr. Wolever acknowledged that (1) there is conflicting evidence
as to whether everyone who takes guar loses weight (2) that a "good proportion” of persons who take
guar will lose weight, and (3) that a majority or a high majority of persons who take guar will lose
weight (Tr. 5558-59, 5549, 5592). I find Dr. Mendeloff's conclusions to be more plausible. Dr.
Mendeloff stated that his review of the scientific literature for various forms of guar revealed
inconsistent weight loss results and that only about 25 percent of the people reported in guar studies lost
weight (Tr. 3961, 3988, 5031). Dr. Mendeloff concluded that "some people lose weight and most people
dor't" on guar administration (Tr. 4924-25). The results of the very few studies of guar's effects on
weight loss are inconsistent. Three of the four Finnish studies showed no significant weight loss while
taking guar; one showed weight gain. In the one Finnish study where there was weight loss (CX3-59)
the weight loss was statistically significant but not clinically significant. In the Evans and Miller study
the weight loss also was small. Dr. Krotkiewski's statement in CX3-64 also supports Dr. Mendeloff's
conclusion. Dr. Krotkiewski stated, "Previous studies have usually reported that guar gum treatment did
not significantly influence body weight, although this has been found in some investigations" (P. 104).
The Krotkiewski study, in view of its small sample, unexplained drop outs, and the other problems
discussed, and without replication, does not overcome the other evidence that guar wiil not cause
significant weight loss in virtually all users.

47

Guar does appear to cause a feeling of fullness and satiety and may cause weight loss in some users. Dr.
Mendeloff explained that almost all dietary fibers that have been tested, including carrots, cabbage and a
great number of foods, produce the effect of increased saticty (Tr. 3880). However, as the scientific
experts agreed, satiety signals are not as effective for obese people and satiety does not necessarily cause
obese people to eat less and lose weight (Tr. 3381, 3880, 4128, 5289-90, 5462-63, 5415).

(b) Ingestion of Intercal-SX (or Metabolite-2050) will cause significant weight loss without willpower,
calorie restricted diets or exercise.

Dr. Mendeloff testified that the consensus of informed medical opinion is that this representation is false
(Tr. 3096). The evidence supports that conclusion. Several of the authors of the Finnish studies
concluded, "it seems to us that guar gum alone can not control body weight, but could probably be of
importance as part of a more comprehensive weight loss programme” (CX 3-60, P.115). Dr.
Krotkiewski agreed, stating that guar "may thus be an important adjunct to other treatments of obesity,"
such as the 800 to 1,000 calorie diet that Dr. Krotkiewski supplements with guar (CX3-64, 3-73, p. 8).
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Dr. Wolever, in complaining about exaggerations found in Respondents’ advertising materials stated that
it would be more accurate to describe guar as "an aid to slimming." "In other words, used as a partof a
calorie controlled diet and in the program of diet and exercise" although he then qualified his testimony
by stating, "The fact that they can lose weight and even if they don't try to diet and don't alter their diet,
that may be true” (Tr. 5556-57, CX3-40, p. 2).

48

(c) Ingestion of Intercal-SX (or Metabolite-2050) prevents foods from being converted into stored fat.

Dr. Mendeloff stated his opinion that this representation is false and that his opinion is consistent with
the consensus of informed medical opinion (Tr. 3096). I agree. Dr. Mendeloff testified that guar has no
effect on the metabolism of food. Guar's only effect is to cause the lining of the small intestine to be
covered by a thickened layer which overlies every absorbing cell. Guar has no effect on the amount of
nutrients absorbed, but does influence their rate of absorption (T1. 3077). Dr. Wolever did not disagree
with these assertions, and I find them to be accurate and to reflect the consensus of informed medical
opinion.

At the hearing Respondents contended that an increase in fecal fat supports their representation that guar
prevents food from being converted into stored fat (Tr. 3935-36) and offered scientific articles which
they contended supported this argument (Tr. 3938-40). However, Respondents never indicated how the
articles supported their position and the articles do not appear to support Respondents’ claim. Moreover,
the testimony of the expert witnesses indicates that the use of guar results in miniscule increase of fecal
fat and I so find. In addition, the testimonies of Drs. Mendeloff and Wolever on this subject demonstrate
why I found Dr. Mendeloff's testimony more reliable than that of Dr. Wolever where they differed. Dr.
Mendeloff's testimony was clear and unequivocal despite many days of cross-examination. He stated,
"The effect of guar on fecal excretion of most metabolites is minimal to nothing.” When pressed on
cross-examination with the question "Guar in large
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doses, though, has been shown to increase fecal fat, not in all studies, but in some?" Dr. Mendeloff
adhered to his previous testi mony stating, "It is generally considered to be a trivial result" (Tr. 3861). In
contrast, Dr. Wolever's initial testimony appeared misleading, and he later retracted some of that
testimony. At first, Dr. Wolever stated that guar increases bile acid excretion in the stool and "this has
implications in the way that fat itself is metabolized and absorbed" (Tr. 5422-24). Later he said, "Bile
can be made from cholesterol, which can be made from stored fat, if you like, metabolicaly. So I guess
that it could possibly come from stored fat" (Tr. 5463-64). Still later, Dr. Wolever admitted, "Well, bile
acids are not fat, they don't get metabolized in the way of fat but they are fatty materials so there is not a
great deal of calories there." He admitted that "we are talking about milligrams of fat" and agreed that
one gram (1,000 milligrams) of fat equals only nine calories (Tr. $571-72). Later when asked, "So if
there were an alleged binding action on food that is ingested by guar in order to promote its excretion in
the stool, it would be miniscule, if at all, would it not?" Dr. Wolever agreed, replying "I think from a
physiological point of view, yes, it would be small" (Tr. 5572).

(d) The weight loss claims for Intercal-SX (or Metabolite-2050) are supported by the results of
scientifically sound clinical studies.

Respondents did not dispute that this representation was made. The following are typical of
Respondents’ advertising language that made the representation:
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INTERCAL-SX CERTIFIED GUARANTEE. The INTERCAL-SX Caloric "Neutralizing” compound
has been proven in double-blind studies to create dramatic weight loss for ali who used this unique

formulation.

50

MEDICALLY DOCUMENTED FACT: EVERYONE WHO USED INTERCAL-SX EXPERIENCED
A SIGNIFICANT LOSS OF WEIGHT]} (CX3-1, 3-8(f) and 3-10).

At last, the scientific community has developed what can only be called the "miracle" weight loss
compound, a potent and powerful compound that is specifically designed for tough, adult weight loss
problems... now there is a scientifically-developed,medically-verified answer to your adult weight loss

problem -- (CX3-3c, 8-8d and 3-9).

FACT: EVERYONE LOST WEIGHT]
TESTS PROVE 100% SUCCESS]

Yes, that's right] Scientific documentation confirmed that EVERY PERSON who used METABOLITE-
2050 LOST WEIGHT] The research RESULTS ARE STAGGERING. In a Scandinavian double-blind
study, DOCTORS TESTED a number of overweight women and in the group that took METABOLITE-
2050, EVERYONE LOST SUBSTANTIAL WEIGHT PERMANENTLY. This is not a marketing
fantasy. This is a scientific fact documented by PUBLISHED MEDICAL FINDINGS from the Public
Health Laboratory of Finland. This is the most DIRECT, unequivocal MEDICAL DOCUMENTATION
of weight loss that can be published (CX3-11, 3-17).

In CX3-11, 3-17 and 3-32, a serious looking, bearded man in a white coat identified as Dr. G. K.
Knowlton, stated:

After reviewing all the available European studies, I can say, without a doubt, that cyamopsis
tetragonolobus (METABOLITE-2050) is the only product I have seen that has worked for everyone who
has used it. . .

For the reasons that I state in this decision, Respondents' weight loss claims - subparagraphs 8(a), (b),
and (c) of both Complaints and 8(f) of the Complaint in Docket No. 19/162 - are not supported by the
results of scientifically sound scientific studies..

(e) Respondents have accurately reproduced an excerpt from Acta Medica Scandinavia, Vol. 208, pp.
45-48 in certain of its printed advertisements, including Exhibit 1.

51

This representation is also false in both Docket Nos. 19/104 and 19/162. The advertisements for
Intercal-SX in Docket No. 19/104 read:

But don't take our word for it. The results are medically documented. Published in Acta Medica
Scandinavia (Volume 208, pages 45-48), this amazing study was uncovered by a team of U.S.
researchers during a computer search of Excerpta Medica and Medicine (2 major medical data bases).
What follows is a word for word excerpt from the actual medical abstract..."A highly significant

decrease in body weight (62.9 + 2.1 vs.60.4 + 2.2 kg.p - 0.0005, paired comparison) was seen in

http://www.usps.com/judicial/1985deci/19-104dd.htm 6/8/2004



433
P.S. Docket No. 19/104; P.S. Docket No. 19/162 - W. G, Charles COMPANY, and C... Page 290133

subjects receiving cyamopsis tetragonolobus (INTERCAL-SXTM) whereas body weight remained
constant in the other two groups. IT IS CONCLUDED THAT THE DAILY INGESTION OF 15MG,
OF INTERCAL-SXTM RESULTS IN PERMANENT WEIGHT LOSS..." (CX3-1, 3-8(f), 3-10)

[Emphasis added].

The advertisements for Metabolite-2050 in Docket No. 19/162 read:

Actual Excerpt from original Medical Abstract (Published in Vol. 208 of Acta Medica Scandinavia,
pages 45-48). "A highly significant decrease in body weight (62.9 + 2.1 vs. 60.4 + 2.2 kg.p - 0.0005,
paired comparison) was seen in subjects receiving cyamopsis tetragonolobus (METABOLITE-
2050TM), whereas body weight remained constant in the other two groups. IT IS CONCLUDED THAT
THE DAILY INGESTION OF 15MG. OF METABOLITE-2050TM RESULTS IN PERMANENT
WEIGHT-LOSS...." (CX3-11, 3-17, p. 2, 3-19) Emphasis added.

The excerpt from the quoted report (CX3-59, p. 1) actually reads:

A highly significant decrease in body weight (62.9 + 2.1 vs. 60.4+ 2.2 kg, p - 0.0005 paired comparison)
was seen in subjects receiving guar gum, whereas body weight remained constant in the other two
groups.It is concluded that the daily ingestion of 15 g of guargum results in a permanent weight loss.
[Emphasis added]. T

Although most of the language in the report is quoted accurately in Respondents' advertisements,
Respondents have substituted "cyamopsis tetragonolobus” and the names of their products for "guar
gum.” These substitutions render false Respondents’ representations

52

that "what follows is a word for word excerpt” and that each advertisement is an "actual excerpt.”
Furthermore, the substitutions convey the false impressions that Respondents’ actual products were
subjected to the reported test and that the report specifically concluded that the products themselves
result in permanent weight loss.

(f) An obese person who takes Metabolite-2050 may reasonably expect to lose weight while continuing
fo eat all he or she wants (Docket No. 19/162).

This representation is false. As previously stated, to lose weight one must create an energy or calorie
deficit so that the body will use stored energy or fat to meet its current energy needs (Tr. 2203, 3134,
3684). Although guar may cause satiety in some individuals, satiety does not necessarily cause
overweight people to eat less (Tr. 3381, 4128). Thus Dr. Mendeloff stated, "There are plenty of people
who tell you they are full while eating their fourth meal in five hours (Tr. 2889). Clearly a representation
to such indiv iduals that they can expect to lose weight while stuffing themselves with food is false. Dr.
Wolever expressed this view on cross examination as follows:

Q. Which effect of the product is exaggerated and to what degree by this ad?
A. For instance, the statement "Eat as much as you want and siill lose weight, never diet again,” that
seems to imply that people will be able to stuff themselves with ice cream and chocolate cake and all

that sort of stuff and in fact they will be able to eat all the sorts of food that they like which are bad for
them and lose weight (Tr. 5555},
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Although guar may have weight loss attributes, the evidence is clear that it does not fulfill the
exaggerated claims of Respondents' advertisements. Dr. Wolever expressed his disapproval

53
ofthese advertisements. He testified in answer to Mr. Friedlander's questions:
Q. What do you think of the ads in general?
A. These ads?
Q. Yes.

A. I think they're sensational. They go along with the sort of ads that I usually see in the rag-mags for
slimming products which generally I don't feel work. And this puts guar into a category, in my mind of
material similar to that, which I find offensive, because I feel guar should have more respect than that
(Tr. 5427). Dr. Wolever also stated, "Neither can I endorse the advertisements made as they seem to me
to be sensational and able to be interpreted such that the effects of the product are exaggerated” (RX3-
40, p. 2, Tr. 5553).

The issue is not whether guar has value. It is whether the public is being mislead by untrue advertising
claims.

As the Supreme Court stated in Leach v, Carlile, 258 U.S. 138, 139 (1922), "it is sufficient to say that
the question really decided by the Tower courts was, not that the substance which appellant was selling
was entirely worthless as a medicine, as to which there were some conflict in the evidence, but that it
was so far from being the panacea which he was advertising it through the mails to be, that by so
advertising it he was perpetrating a fraud upon the public.”

CONCLUSIONS OF LAW

1. Postal Service False Representation Orders do not violate the First Amendment of the Constitution.
DSE‘*@,S?E.Y:BE@. Magazﬁge, 333 U.8. 178 (1948); Lynchv Biount, 330 F. Supp. 689
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(S.D.N.Y. 1971); Hollywood House International, Inc. v. Klassen, 508 F.2d 1276 (9th Cir. 1974); and
United States Postal Service v. Beamish, 466 F.2d 804 (3d Cir. 1972). In the latter case, the Court held
"Advertisers possess no constitutional right to disseminate false or misleading materials, Therefore,
Congress has the power to prohibit such deceptions through appropriate legislation.” p. 807. See also:

Bolger v. Young's Drug Products Corp., 463 U.S. 60 (1983).

2. With the exception of 7770 West Oakiand Park Boulevard, Landmark Building, Suite 210, Sunrise,
Florida 33321-6729 as an address for W. G. Charles Company in Docket No, 19/104 and for Intra-
Medic Formulations, Inc. in Docket No. 19/162, the Corporate Respondents solicit money through the
mail in connection with their sales of Intercal-SX and Metabolite-2050 at the addresses listed in the
captions of these proceedings.

3. An advertisement must be considered as a whole and its meaning will be determined in the light of its
probable effect on persons of ordinary minds. Donaldson v. Read Magazine, Inc., supra; Vibra Brush
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Corp. v, Schaffer, 152 F. Supp. 461 (S.D.N.Y. 1957). Rev'd on other grounds, 256 F.2d 681 (2d Cir.

1958). T

4. The impression of promotional representations on the ordinary mind generally is a question for the
judge to determine. Expert testimony on interpretation is not required, but it is within the discretion of
the judge to permit such testimony. Vibra Brush Corp. v. Schaffer. The impression of advertising on the
ordinary mind may be determined by the trier of fact solely on the basis of the advertising itself. Vibra
Brush Corp. v. Schaffer; Delta Enterprises, P.S. 14/72 et al, (P.S.D. July 3, 1984). T
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5. Express misrepreseniations are not required. It is the net impression that the advertisement as a whole
is likely to make upon individuals to whom it is directed that is important. Even if a solicitation is so
worded as to not make an express representation, but is artfully designed to mislead those responding to
it, the false representation statute is applicable. G. J. Howard Co. v. Cassidy, 162 F. Supp. 568
(E.D.N.Y. 1958); See also,Virginia State Board of Pharmacy v. Virginia Citizens Consumer Council,
425 U.S. 748 (1976), quoting United States v. 95 Barrels of Vinegar, 265 U.S. 438, 443 (1924): "It is
not difficult to choose statements, designs and devices which will not deceive." In Vibra Brush Corp. v.
Schaffer, supra, the Court stated: T

It is not each separate word or a clause here and there of an advertisement which determines its force,
but the totality of its contents and the impression of the entire advertisement upon the general populace.
p- 465. Similarly, in American Image Corp. v. United States Postal Service, 370 F. Supp. 964 (S.D.N.Y.
1974) the Court held: "The cases are clear that such advertisements are to be viewed not with a lawyer's
eye to 'fine spun distinctions' but with an eye to their over-all effect on the average reader.”

6. False representations may also be made in order verification letters and package insert materials since
these may be relied upon in connection with reorders. Iso-Tensor Plan, P.S. Docket No. 3/30 (P.S.D.
May 23, 1975).

7. Where an advertisement is ambiguous or capable of more than one meaning, if one of those meanings
is false, the advertisement will be held to be misleading. Rhodes Pharmacal Co., Inc. v.
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Federal Trade Commission, 208 F.2d 382, 387 (7th Cir. 1953); Ralph J. Galliano, P.S. Docket No.
19/15, (P.S.D. p. 9, May 2, 1985); Bruce Roberts Co., P.O.D. Docket No. 3/78, (I.D., August 16, 1971);

Moneymakers et al., P.S. Docket No. 16/, (1D, June 20, 1983).

8. Applying the foregoing standards, the average person who reads Respondents' advertisements would
interpret them substantially as characterized in paragraphs 8 of the Complaints in Docket Nos, 19/104
and 19/162.

9. As expressed in Chaachou v. American Central Insurance Co., 241 F.2d 889, 893 (5th Cir. 1957), a
representation is material if it would ™. cause the other party to do other than that which would have
been done had the truth been told." Applying the Chaachou test, the representations are material because
they have the effect of inducing individuals to remit money through the mail to purchase Intercal-SX

and Metabolite-2050.

10. A statement of contents on a product label is presumptive evidence of the product's ingredients.
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Sister Fannie Howard, P.S. Docket No. 1/101 (I.D. July 21, 1972). In fact, even in cases of conflicting
evidence, ingredients listed on product labels may be relied upon as correct. Carter-Ross Labs, .S,
Docket No. 5/163 (LD. July 25, 1977); Emil-John Research, P.S. Docket No. 57162 (ID. July 21, 1977).

11. Complainant has established through qualified expert testimony that the informed consensus of
scientific and medical opinion is that Respondents' representations are false. Where Complainant shows
that the representations in issue are not accepted as true by such a consensus, this establishes a prima
facie case o
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thatthe representations are false. Cosvetic Laboratories, P.S. Docket No. 8/160 (P.S.D. July 22, 1982).
Once Complainant presents a pri ‘case of falsity, the burden of going forward with evidence to
rebut this showing (though not the burden of proof which always remains with Complainant) moves to
Respondents who must adduce evidence either that the consensus does not exist or that the claim of
effectiveness is true despite the lack of acceptance by the medical community. Peak Laboratones Inc. v.
United States Postal Service, 556 F. 2nd 1387 (5th Cir. 1977); Frank
Postal Service, 84 Civ. 8756 (LBS) (S. D N.Y. 1985), Cosvetic

. ccordmgly the representations
alleged in subparagraphs 8(a), (b}, (c), (d) and {e) in Docket No. 19/104 and 8(a), (b), (c), (d), (e) and (f)
in Docket No. 19/162 are materially false as a matter of law.

12. Respondents relied upon Reilly v. Pinkus, 338 U.S. 269 (1949) frequently throughout the hearing
(e.g. Tr. 2041-42, 2815-20). Respondents appear to believe that Reilly stands for the proposition that if,
in a case brought pursuant to 39 U.S.C. § 3005, Respondent produces evidence tending to show that
their products perform as claimed, the Postal Service's case must necessarily fail. Reilly does not change
the standard of evidence from a preponderance to some higher standard as Respondents suggest. Reilly's
dictum cautioned the Postal Service to avoid crushing new or developing ideas. Reilly did not tell the
agency to avoid
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enforcementactions where unproved ideas are promoted as established fact. Reilly stated:

In the science of medicine, as in other sciences, experimentation is the spur of progress. It would amount
to condemnation of new ideas without a trial to give the Postmaster General power to condemn new
ideas as fraudulent solely because some cling to traditional opinions with unquestioning tenacity P. 274.

The Court in Reilly court was concerned with placing a "limita tion upon findings of fraud under the
mail statutes when the charges concern medical practices in fields where knowledge has not yet been
crystalized in the crucible of experience.” Knowledge in the areas of weight loss and fiber has been
sufficiently well scrutinized that one may state the consensus with respect to several scientific facts: One
cannot lose weight without adjustment of caloric balance. Guar appears to cause satiety in some people
but not virtually all people. The reported weight loss with guar alone and no diet regimen is generally
not clinically significant. Satiety does not necessarily lead to weight loss. There is evidence, however,
that guar assists persons to comply with reduced calorie diets, with resultant weight Joss. Had
Respondents produced evidence of properly conducted replicated tests showing that their product in
tablet or granule form performed as claimed, this case would have been subject to the cautions of the
Reilly Court. However, no such "minority school of thought" was established by Respondents’ evidence.
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13. A promise to refund if a customer is dissatisfied will not dispel the effect of false advertisements.
Farley v. Heininger, 105 F.2d 79, 84 (D.C. Cir. 1939); Borg-Johnson Electronics, Inc., v. Christenberry,

169 F. Supp. 746, 751 (S.D.N.Y. 1959).
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14. The Corporate Respondents in this proceeding are conducting a scheme for obtaining money or
property through the mails by means of materially false representations within the meaning of 39 U.S.
Code § 3005 through their sales of Intercal-SX and Metabolite-2050.

15. Mitchell K. Friedlander formulates, directs and controls the policies of the corporate Respondents.
Therefore, it is necessary that Cease and Desist Orders include Mitchell K. Friedlander.Because of the
significant involvement of Harris Friedlander and Michael Meade in the business activities of the
corporate Respondents, it is necessary that Cease and Desist Orders also include Harris Friedlander and
Michael Meade. See: January 28, 1985 Decision and Orde