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PROCEEDI NGS

M5. ENGLE: Good norning. M nanme is Mary
Engle. I'mthe FTC s Associate Director for Advertising
Practices. Before we begin, 1'd |ike to ask anyone who
has any cell phones or devices that mght ring, if they
could turn themoff.

This nmorning, it's ny pleasure to introduce to
you the Chairman of the Federal Trade Comm ssion, Tim
Miris.

CHAI RMAN MURI'S:  Thank you very nuch, Mary, and
good norning. Welcone to our Wrkshop on Deception in
Wei ght Loss Advertising, and thank you for joining us.

| would especially Iike to thank our
di stingui shed panelists for sharing their insights and
expertise in this very inportant area.

We' ve convened this workshop to explore the
i npact deceptive weight | oss ads have on the public
health and to devel op new approaches for conbating wei ght
loss fraud. In the past 10 years, despite unprecedented
| evel s of | aw enforcenent and broad consumer education
prograns, deceptive and m sl eadi ng wei ght | oss
advertising has becone ranpant. Consuners are bonbarded
wi th advertisenents for products prom sing quick fixes

and mraculous results with no effort required on their
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part.

These ads run everywhere, in all nedia,

i ncluding TV, newspapers and nagazi nes. Unfortunately,
t hey can be found in some of the nost reputable
publications and nmedia outlets. Equally disturbing is
that this trend of false advertising is on the rise.

Two nonths ago, with the Partnership for
Heal t hy Wi ght Managenent, we rel eased a report that
anal yzed 300 weight | oss ads that ran |ast year. W
found that nearly 40 percent of the ads contained at
| east one claimthat was obviously false. And when we
conpared the magazine ads from 1992 with those from | ast
year, we found that not only were there many nore weight
| oss ads in 2001 than 1992, we also found that they were
nore likely to contain false clains. Cains |ike *Eat
all you want and | ose weight,’ ‘Lose weight while you
sl eep, and never, ever have to diet again.

And these types of clains are not unique to the
print nmedia. They can be found in all nedia, including
t el evi si on.

We're going to show a tape of a few ads that
denonstrate the types of clainms I'"'mreferring to. The
first ad on the tape is a clip froman infonercial for
t he Enforma Weight Loss System The Conm ssion sued

Enforma for the weight loss clains in this ad and
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ultimately settled with the conpany for $10 nillion.

Despite entering this settlenment, Enfornma
continued to make weight loss clains in violation of the
consent order. Upon our request, the District Court held
Enforma in contenpt of court and ordered the conpany to
recall several of its products.

Bruce, please run the tape.

(First Enforma video clip played.)

CHAI RMAN MURI'S:  And we have one nore, Bruce.

(Second Enfornma video clip played.)

CHAI RMAN MURI'S: Now, these ads, as
menti oned, are running everywhere. The day after we
rel eased our report in Septenber, page three of the
Washi ngt on Post had a headline: FTC Decries Deceptive
Wei ght Loss Ads. Page 13 had a quarter page, obviously,
fal se, deceptive weight |oss ad.

This is especially troubling that this increase
in diet weight |oss ads coincides with an equally
unpr ecedent ed epi dem ¢ of overwei ght and obesity anong
adul ts and chil dren.

Now, of course, false ads don't cause obesity,
but m sl eadi ng advertising nessages pronoting non-
exi stent quick fixes do nothing to address the health
crisis. Al they do is encourage consuners to put their

faith and their hard-earned dollars in renedi es that
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cannot worKk.

It's clear to us then that sonething nore needs
to be done to address this problem W know that any
successful fight against weight loss fraud will require
efforts on four fronts; |aw enforcenment, consuner
education, industry self-regulation and effective nedia
Screeni ng.

Certainly, vigorous |aw enforcenent wll
continue. The FTC has a strong record in this area.

W' ve brought 97 cases since 1990 with nore than $50
mllion in consuner redress and other financial renedies.
Unfortunately, w th numerous new products energing each
year, manufacturers vying for a slice of this nulti-
billion dollar industry, and some conpanies runni ng phony
wei ght | oss pronotions fromoutside the U S. using

al i ases, m ddl enen and of fshore bank accounts, |aw
enforcenment al one is not enough.

Consuner education is another part of our
strategy that will continue in full force. W'l
continue to work with government agencies, public health
groups and others to spread the word that when it cones
to weight loss, there is no magic bullet.

The |l ast two conponents of the strategy, the
need for industry self-regulation and effective nedia

screening, involve today' s workshop panelists and,
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7
per haps, many of you. No effective approach to conbating
wei ght | oss fraud could be conplete without the attention
of the industry and the nedia to this grow ng problem

We have, therefore, convened three panels
today. These panels will consider the current state of
t he science regardi ng wei ght | oss and expl ore ways that
menbers of the weight [oss industry and the nmedia can
contribute to curtailing this fraud.

Qur first panel is conprised of distinguished
doctors and scientists, all of whom have expertise in
rel evant fields, such as obesity, weight managenent,
human nutrition, physiology and the nechanics of weight
| oss. This panel will fill our norning session and wl|l
focus on such issues as the nmechanics of weight |oss and
the credibility of certain advertising clains. A primary
goal of this panel is to discuss whether certain clains
made routinely in current weight |oss ads prom se results
that, based on the current state of the science, are
sinply not scientifically feasible.

On our second panel will be nenbers of the
wei ght |l oss industry, including representatives of the
di etary suppl enent industry, electronic retailers, the
Nat i onal Advertising Division of the Council of Better
Busi ness Bureaus, Partnership for Healthy Weight

Managenent and conpani es selling fitness and wei ght | oss
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products and services. This panel will explore the

probl ens that fraudul ent marketers pose for the industry
as a whol e and consider the industry's role in and nodel s
of self-regulation

Qur third and final panel wll focus on the
nedia's role and will consist of academ cs and
representatives fromnedia organi zati ons and outl ets.
This panel will exam ne current clearance practices and
gui del i nes and di scuss new approaches to effective nedia
Screeni ng.

Qur goal here is not to create a tel evision-
style cl earance process for weight |oss ads. Although a
very good process, we know that not every nedia can
support the detailed screening of ads of the ngjor
networks. Qur goal is nuch nore nodest. We're talking
about screening out the nost egregi ous exanples. Weight
| oss earrings or shoe insoles, pills that tell consuners
they can eat whatever they want and still |ose weight,
and products that make physically inplausible clains |ike
| ose 30 pounds in 30 days.

We | ook forward to a discussion about what can
be done to stemthe tide of these fraudul ent weight |oss
product ads. Wuld nore gui dance be hel pful ? Wat about
a list of the kinds of outrageous weight |oss clains that

should be, as we call it, ‘the tip-off to the rip-off’'?
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9
Wuld it be helpful if the FTC distributed such a list to
i ndustry nenbers and to the nedia?

Again, |'d like to welcone you all here and
t hank our panelists for their contributions to what we
expect will be a productive and enlighteni ng day.

In addition, I'd |like to thank nmy col | eague,
Comm ssi oner Sheila Anthony, who will address the group
at the start of this afternoon's sessions and who has
hel ped educate nme on this inportant issue.

| would also like to take the opportunity to
informyou that we will continue to accept witten
comments on these issues follow ng the workshop and
encourage anyone who is still interested in submtting a
public conmment to do so.

Now it's ny pleasure to introduce Dr. Van
Hubbard of the National Institutes of Health. Dr.
Hubbard is the Director of the Division of Nutrition
Research Coordination at the National Institutes of
Health. He's also the Chief of the Nutritional Sciences
Branch at the National Institute of D abetes and
Di gestive and Kidney Diseases at NTH.  Anong hi s numerous
responsibilities, Dr. Hubbard serves on various Healthy
Peopl e 2010 Workgroups. He is co-leader for the
Nutrition and Overwei ght Focus Area and the Surgeon

Ceneral's Initiative to Address Overwei ght and Obesity.
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10

Dr. Hubbard?

DR. HUBBARD: Thank you very much for inviting
me and particularly to invite ne to provide sone opening
remarks.

As all of you already know, the probl em of
overwei ght and obesity in this country is not a sinple
one and it's not one that we have nmade trenendous
progress in over the recent years. |In fact, since the
i ntroduction of the Call-To-Action To Prevent and
Decrease Overwei ght and Obesity in Decenber of 2001, we
have had subsequent rel ease of data indicating that we
have progressed in the opposite direction than we desired
in ternms of the preval ence of overwei ght and obesity in
adults and in our youth.

The inmportance of the Surgeon General's Call -
To- Action To Prevent and Decrease Overwei ght and Qoesity
was to highlight the association with increased
preval ence of risk factors and co-norbidities. W wanted
to put the focus on health rather than just on
appear ance.

Wthin the Surgeon CGeneral's Call-To-Action,
there is an outline or a roadmap of ideas that can be
addressed at many various |levels and should be addressed
t hrough many partnerships. One of the partnerships are

the groups here today, the partnership involved in the
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11
report that was issued back in Septenber, as well as the
di fferent organi zations that each of the people in this
room represent.

We need partnerships that represent famlies,
comuni ties, schools, the health care arena, worksites,
medi a, along with the governnment and all i ndividuals.

To address the problem of overwei ght and
obesity, we do have some generic information that we can
provide. W have to change the bal ance of energy in and
energy out. However, that is not a sinple solution. It
is difficult to cone forward with sinple guidelines or
sinple directives that will work for all individuals.

And | think the expectation that there is one treatnent
out there that will work for all should be dism ssed
because there will have to be variation in the approaches
to this problemas you deal with different individuals.

As you deal with other nedical conditions, you
don't use one dose of nedication or even one nedication
to treat all other diseases. You have to nodify it based
on the individual's characteristics.

One of the things that we need to work on is to
have and hel p people change their lifestyles and their
lifestyle behaviors. This is best done in a supportive
environment. Part of that environnent is influenced by

t he nessages that they hear through the nmedia and in
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12
ot her arenas.

Qovi ously, people would like to have a sinple
solution, do one thing that doesn't nmake them change any
of their other favorite habits and lifestyles. They
woul d I ove to be able to | ose weight w thout change in
diet or activity. But that is unrealistic and we need to
dism ss fromtheir environnment sonme of these nessages
that they are hearing that nmake this issue over-
simplified. The solution to treatnent of overweight and
obesity, although in a generic way is sinple, changes the
bal ance of energy in and energy out. Wen you inplenent
that at the individual level, it becomes nuch nore
conpl ex.

|"mdelighted to be here also to portray the
actions that are a followup of the Surgeon General's
Cal | -To-Action. | know the Surgeon General, Vice Admral
Carnona, took part in the release of the report back in
Septenber, and this is just another exanple of how both
the federal agencies, in partnership with various
organi zati ons, can cone together and hel p address the
probl em as encouraged within the Surgeon General's Call -
To-Action To Prevent and Decrease Overwei ght and Obesity.

It is through such partnerships and efforts
that we have sone hope of inproving the health of the

U S. population as we nove on into the rest of this
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13
century. So, | welcone everybody's thoughts and | | ook

forward to the discussion that will take place. Thank

you.
SCI ENCE PANEL
MR. CLELAND: Good norning. My nane is Richard
Cleland. |'man Assistant Director for the D vision of

Advertising Practices at the FTC, and | will be the
noderator of the first panel this nmorning. Wth ne is
Walter Gross, a Senior Attorney in the Division of
Enf orcenent, who will be assisting ne and keeping track
of tine.

First, | would like to thank the panelists for
volunteering their time to participate in today's
wor kshop. |I'mvery famliar with nost of the nenbers of
this panel. | have worked with them many of them
t hrough the Partnership for Healthy Wi ght Managenent or
t hrough their work as expert w tnesses or consultants to
t he FTC

This nmorning' s panel consists of scientists,
researchers and physicians with extensive experience in
the study of overwei ght and obesity. W have a specific,
narrow goal. W w Il be |ooking at eight popul ar diet
clainms. Specifically we will be considering whether such
clainms are scientifically feasible and the conditions

that mght affect the feasibility of such clains.
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Before getting into the assunptions for this
norning' s discussion, | would |ike each nmenber of the
panel to take 30 to 60 seconds to introduce thenselves,
and if they would, at the same tinme, also identify any
speci fic weight |oss products or treatnments in which they
may have a pecuniary interest. And I'd like to start at
ny right, Anthony.

MR. ALMADA: My nane is Anthony Al nmada and |'m
the Chief Scientific Oficer for a conpany called
| MAG Nutrition. W develop and create nutritional and
di etary suppl enent products. W do clinical trials on
t hem when we insert and wap intellectual property around
them | do have a disclosure of interest in terns of
havi ng a patent pending -- an international patent
pendi ng for an agent that reduces the side effects of
ephedra. | was the co-founder of a dietary suppl enent
and sports nutrition conpany called EAS, and |I've been
working in the dietary supplenment industry since 1975.

DR. BLACKBURN: |'m George Bl ackburn fromthe
Division of Nutrition at the Harvard Medical School and
the Director of the Laboratory for the Study of Nutrition
and Medicine, and for Nutrition and Metabolism at the
Bet h-1srael Deaconess Hospital.

As far as disclosures, | don't have any diet

products for which | have a direct benefit. | have
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served as a consultant advisor and we do receive grants
froma variety of federal governnent, industry, N H and
foundations to carry out this work, and | have provided
consultations to all of these parties.

DR. CREENE: |I'mHarry G eene, Medical Director
at Slim Fast Foods Conpany, and | have a special interest
in meal replacenents, in particular, SlimFast Foods.
During the last six years, |'ve been responsible for the
devel opnment of a nunber of clinical evaluations with Slim
Fast that have been published in 16 peer review journals
and amcontinuing to work with Slim Fast in devel opi ng
prograns that will prove that it's effective in special
situati ons.

DR. HEYMSFI ELD: |'m Steve Heynsfield. |1'ma
Prof essor of Medicine at Colunbia University and I'm
Deputy Director of the New York Qbesity Research Center
a federally funded center. 1'm like Dr. Blackburn, on a
nunber of drug conpany and food conpany advi sory boards.
' mon speakers' bureaus for these conpanies and | al so
do contractual studies in addition to N H funded studies
on wei ght control products.

DR. HUBBARD: |'m Van Hubbard at NIH and one of
the things | can tell you is that |I'ma pediatrician and
Prof essor of Pediatrics at the Unifornmed Services

Uni versity of Health Sciences.
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DR. STERN: |I'mJudith Stern. [|'m Professor of
Nutrition and Internal Medicine at the University of
California-Davis, and I'm al so a past president of the
North Anmerican Association for the Study of Obesity,
which is our major research organization in the United
St at es.

"' m co-founder and Vice President of the
American Cbesity Association, a |lay advocacy group, and |
really ook to the FTC to establish |eadership in the
area. | hope that we can get information out to
consuners that they can really use. And | don't have any
conflicts at the nonment.

DR STIFLER Hi, I'mLarry Stifler, I'm
Presi dent of Health Managenent Resources. W currently
work with several hundred hospitals and nedical centers
around the country establishing nedically supervised
treatment programnms, and we currently have about, 1'd say,
10 or 12 long-termresearch studies going with these
institutions. M only conflict, | guess, is |I'm
Presi dent of HWR

DR. WADDEN: Hi, |I'm Tom Wadden from University
of Pennsylvania in Philadel phia. |'m Professor of
Psychol ogy, Director of the Wight and Eating D sorders
Program | do research on weight |oss using diet,

exerci se, pharmaco-therapy, surgery. | don't have any
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direct financial interest in any diet products. | do
serve as a consultant to a couple pharmaceutical firns
and to one firmthat produces a very low calorie diet.

DR. YANOVSKI: 1'm Susan Yanovski. |'m
Director of (besity and Eating D sorders Program at N DDK
and |'m Executive Director of the National Task Force on
Prevention and Treatnent of Obesity at NNH, and I ama
fam |y physician and physician nutrition specialist. And
| have no conflicts with industry.

MR. CLELAND: Thank you. As noted earlier

we' |l be | ooking at eight specific performance clains and
we'll be looking at themin the follow ng order: One,
the advertised product -- and that's a termlI'Ill define
here in just a noment -- will cause substantial weight

| oss for all users; the advertised product will cause
per manent wei ght | oss; three, consuners who use the
adverti sed product can | ose substantial weight while
still enjoying unlimted ambunts of high calorie foods;
four, consunmers who use the advertised product can |ose
wei ght only fromthose parts of the body where they w sh
to | ose weight; five, the advertised product will cause
substantial weight |oss through the bl ockage of
absorption of fat or calories; six, consuners can |ose
substanti al wei ght through the use of an adverti sed

product that is worn on the body or rubbed into the skin;
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seven, consunmers who use the advertised product can | ose
substanti al weight w thout reducing caloric intake or
i ncreasing the |l evel of physical activity; and eight,
consuners who use the advertised product can safely | ose
nore than three pounds a week for a tinme period exceeding
four weeks.

These clains will be considered with regard to
the follow ng products: OIC drug products, dietary
suppl enents, creans, w aps, devices, and patches.

When we refer to products this norning, unless otherw se
specified, we're going to be referring to that class of
products. In other words, we're not specifically
considering prescription drugs, neal replacenents, |ow
cal orie foods, surgery, hypnosis, or special diets such
as the Atkins Diet or VLCDs. This doesn't nean that
clainms for these types of products may not be false or

m sl eadi ng, only that each of these areas nay raise
specific issues that time is just not going to permt us
to explore this norning.

Now for the panelists. W would |ike your
i ndi vidual opinions on the validity of these clains. W
are not asking you to work out any uniform or consensus
view We will, however, ultimtely ask each of you for
your bottom|line on each claim whether you believe that

given the current state of know edge, such a claimis
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scientifically feasible, not feasible or uncertain.

And sone points to keep in mnd. First, we're
not | ooking for scientific certainty, but only your
i ndi vi dual opi ni ons based upon a reasonabl e degree of
scientific and nedical certainty. On each claim we
woul d i ke you to consider, first, whether the claimis
t heoretically plausible, and second, whether the claims
performance is scientifically feasible.

In considering these clains, pay close
attention to -- or consider the nechanism-- possible
mechani snms of action, as well as any available scientific
evidence that is relevant to the clains. Please keep in
m nd that as we proceed through these clains, it may be
necessary to define certain terns in order to get a
better understandi ng of the claim

Are there any questions at this point?

(No response.)

MR. CLELAND: I'mgoing to have a little bit of
difficulty seeing everybody down the table here. So, if
sonmebody's trying to get ny attention, you all in
bet ween, just yell at nme or throw sonething or whatever.

At this point, in order to provide a frane of
reference for this norning' s discussion, |'ve asked Dr.
Steven Heynsfield to kind of go over with us and revi ew

for us sonme of the nechanics of weight |oss, what's
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i nvol ved, on a very general viewwth the hope that this
is going to provide us with sone basis for our
di scussi ons this norning.

Dr. Heynsfield?

DR. HEYMSFI ELD:  Thanks very much. Dr. Hubbard
was off to a good start when he tal ked about energy
bal ance. Energy balance is the ultinmte determ nant of
wei ght | oss or weight change, and we can think of it
sinpl est as energy intake and energy output and the two
have to bal ance in order to maintain your weight. So, if
you' ve mai ntai ned your wei ght over the |ast year, that
means you' ve been in energy bal ance for the |ast year and
that everything you' ve burned up in your tissues in terns
of energy has been replaced by food you' ve eaten. So,
that's the sinplest overall nodel that we work wth.

We burn energy in the body to commute function,
nmuscl e strength and to keep us alive, to keep us
t hi nki ng, and that heat is given off by the body and
that's our energy output. That's the output, the
expenditure side of the equation, and that really cones
off intw forns, two main forns. That is, at rest, it's
called our resting netabolic rate. That's about two-
thirds of the energy we expend and the remainder is
physical activity. There's a few other small things, but

physical activity is the rest. So, that's the out put
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side of the equation.

On the input side of the equation, we eat food
that has energy in it and that energy is in the form of
protein, fat and carbohydrate. So, all of that energy we
expend in our tissues to comute life, then, is replaced
by the energy in the food that we eat.

Now, there's a little bit in between and that
is we don't absorb all of the energy we eat. W absorb
normal |y about 95 percent of the energy we eat. The rest
conmes out in our stool and urine. That 5 percent we |ose
is normal. [It's the non-absorbed conponents of our diet.
So, if you eat 2,000 calories a day, you | ose about 1,000
in ternms of undigestible and unnetabolizabl e conponents.

Then once we absorb that energy, it's used by
the tissues and it really distributes into three
different forns of energy in the body; carbohydrate,
protein and fat. Fat is the main storage depo in the
body. |It's very high energy density, as you know. It's
nine calories per gram |It's very high energy density.
That's nost of the calories in our body.

Then we al so store energy as protein. [It's not
really a storage energy depo, it's what really creates
function. It's the protein in our nuscles that give us
strength and so on. So, we have protein in the body as a

form of energy.
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And then, finally, we have a small anount of
car bohydrate and that's in the formof glycogen and
glycogen's in cells and it's only a small anount, about 1
percent of the total energy in our bodies in the form of
gl ycogen. But what's interesting about glycogen and
protein both, they require a fair anount of water to keep
themin solution, and so their energy density is actually
very low. It's about one calorie per gramwhereas fat's
nine calories per gram So, it's very |ow energy density
and glycogen is only a small anmount, about 1,000 to 2,000
calories in the body.

Now, when we change energy bal ance -- let's say
we're all eating normally here and we change our energy
i ntake, and we go down, say, 500 calories a day or
sonmething like that. W imediately go into negative
energy bal ance and that w |l cause us to | ose wei ght
because we have to replace that m ssing energy with
energy fromour tissues. The first place it's drawn from
is fromthese glycogen stores, this small anmount of
gl ycogen. And that glycogen has a lot of water. So, for
the first five to ten days that you're on a hypo-caloric
diet, you will lose a fair amount of weight because that
gl ycogen has a very | ow energy density.

Then after that you begin to consune sone of

the fat in your body at an accelerated rate and your
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wei ght loss will slow down at that point and you'll be
consum ng nost of the energy deficit fromyour fat
stores. But also, you do burn a small anmount of protein,
and we know that on the average person who goes on a
di et, about three-quarters of the weight |oss conmes from
fat and about one-quarter conmes fromprotein, after the
first week or two, when the glycogen stores are
exhausted. So, that gives you a little bit of a picture.

Now, we have certain rules we follow, these are
very rough rules in the weight control field. W know
t hat roughly one pound of weight loss requires a deficit
of about 3,500 calories, roughly 3,500 cal ories per
pound, and that neans if you drop your intake 500
cal ories per day, that after one week, you | ose about one
pound. Those are rough estimates. And we know t hat nost
adul ts have somewhere -- dependi ng on how heavy you are,
200, 000 cal orie stores in your body. This is a norm
wei ght adult, 200,000 calories. So, people can survive
wi t hout eating sonewhere around 70 or 80 days dependi ng
on how overwei ght you are, just without eating at all,
creating deficits of, say, 100,000 cal ories or sonething
l'i ke that.

So, that gives you sone sense of this overal
energy intake and energy output and energy bal ance

si tuati on.
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Now, | just want to sumup by saying, how can
we | ose weight in ternms of therapeutics. Physicians and
scientists have identified four different ways you can
| ose weight in this energy bal ance equati on.

The first is to reduce your food intake; that
is, protein, fat and carbohydrate in your diet, that
energy in your diet. If you reduce that, you will go
into negative energy bal ance.

The second way is if you block the absorption
or limt the absorption of one of those nutrients. So,
for exanple, if we give you an agent that bl ocks the
absorption of fat, that will have the same net effect as
reduci ng your intake. And there are agents that will do
that. So, absorption is the second nmechani sm

The third nechanism overall, is to increase
energy expenditure, and that is the output side of the
equation, and that can be acconplished really through a
voluntary effort as physical activity, or involuntarily
t hrough augnmentati on of the anount of heat your tissues
produce, increasing the resting netabolic rate. There
are very few agents at present that do that. Really none
that are very potent in increasing your energy
expenditure separate from physical activity.

And, finally, the fourth way, which is, again,

not very widely available, is to re-partition the energy
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in your body. This is done widely in the cattle industry
where you can change the proportion of body as fat,
muscl e and bone, using various hornones. |If you
repartition the body and all of your weight becones
nmuscl e instead of fat, that's yet another way to change
sort of this balance, this energy bal ance equation, and
peopl e have done that -- say, for exanple, when you go on
a diet and you al so add sone type of physical activity,
it can have sone influence on the partitioning of energy
in the tissues.

So, then just to sumit up, nost of us are in
energy balance. |If we change energy bal ance, we can do
that by any one of four ways: reduce intake, absorption,
repartitioning and energy expenditure. Thank you.

MR. CLELAND: Thank you, Dr. Heynsfield. W're
actually a little bit ahead of schedule and that's good
because we have -- like | said, we have the eight clains
that we're going to go through and we have a limted
amount of time. All of these are clains that we could
probably spend hours discussing and debating, but we're
going to try to distill it down into the matters of nere
m nut es.

I"d like to take this opportunity to introduce
Dr. Bruner.

DR. BRUNER: Thank you.
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MR. CLELAND: It's good to see you.

DR. BRUNER The D.C. traffic, |I live here, you
shoul d know, but it doesn't help.

MR. CLELAND: Doctor, everybody took about 30
to 60 seconds to kind of introduce thenselves and give
sonme background and identify any conflicts that they
m ght have. You want to take that opportunity?

DR. BRUNER: Ckay. Sure. |'mDr. Denise
Bruner, inmredi ate past president of the American Society
of Bariatric Physicians, a group that's been about 51
years old, who we are dedicated to the treatnent and
nodi fication of risk factors and problens related to
obesity and wei ght managenent. So, |'m here representing
a scientific group. | really have no particular interest
in any conpany, but | certainly have a great and vested
interest in the health of the Anmerican public.

MR. CLELAND: Thank you, Dr. Bruner.

Dr. Heynsfield, there was one question that
had about your presentation. | wanted to nmake sure that
this just wasn't a msstatenment. 1In a 2,000 calorie
diet, did you say 1,000 calories are |lost or 1007?

DR. HEYNMSFI ELD: A hundr ed.

CLELAND: A hundred, okay.
HEYMSFI ELD:  Absor pti on.

2 33

CLELAND: Right. Al right, let's nove on
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to a discussion of the specific clains. At the end of
the tinme that we have allotted for the discussion of the
claim | will poll the panel here individually as to each
claim whether in their opinion it's scientifically
feasible, not feasible or uncertain. |[If the discussion
does not last the allotted tine, whenever the discussion
is complete, we'll go ahead and take a quick poll.

We're going to start with the claimthat, *‘The
advertised product wll cause substantial weight |oss for
all users.” |'ve asked Dr. G eene to take the first shot
at this particular claim

Before we start, 1'd like to give you an
exanpl e from sone ads that we've seen of this type of
claim *“No wll power required.” ‘W rks for everyone no
matter how many tines you' ve tried and failed before.

Dr. Geene, is there any product out there that
we know of, other than surgery, that works for everyone?

DR. GREENE: | don't think so. | guess | can
answer that wth an affirmed no.

MR. CLELAND: GCkay. So, in the terns of the
framework that we're tal king about here, you woul d say
it's not theoretically feasible?

DR GREENE: No.

MR. CLELAND: Well, | told you sone of these

woul d probably be easy. Anybody el se want to add
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sonet hi ng?

DR. HEYMSFI ELD: If | can --

MR CLELAND: Yes.

DR. HEYMSFI ELD:  Well, | could probably try and
put sonme nunbers on that. |If you take the comonly used
prescription drugs, Phenterm ne, Meridia, Xenical, the
types of drugs we work with, | think that about a third
to a half of people, just as a ballpark, respond to these
drugs, and a very good drug response mght be a little
nmore than that. But we're very accustonmed to non-
responders. And one of the outconmes of that is when you
report these pharmacologic trials, you report responder
anal ysi s, the nunber of people who | ose no weight, the
nunber of people who |ose 5 percent, 10 percent and so
on, categorical weight loss. And you do see in these
trials that many people either gain weight or don't
| ose wei ght even with a pharmacol ogic agent. So, it's
never -- or very, very rarely 100 percent response.

DR. GREENE: | could expand a little bit on
that on what Steve has already said and that has to do
wi th energy bal ance. Several years ago when we were
devel oping our live-in calorinmeter at Vanderbilt, it
becanme clear that everybody had a different |evel of
energy expenditure at the resting netabolic rate, and for

that reason, even if you have the exact sane caloric
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i nt ake, the amobunt of weight loss is going to be
di fferent based on the individual netabolic rates.

So, taking that into account, one woul dn't
expect everyone to |lose at the sane anmount of rate even
if they had good conpliance to exactly what they were
supposed to be taking in.

MR. CLELAND: Dr. Bl ackburn?

DR. BLACKBURN. Well, as a surgeon, | would
like to add a footnote. | w sh that we could guarantee
you 100 percent success with surgery, but we cannot.

Thi s happens because if a person doesn't nodify their
caloric intake, they won't be in conpliance with the
principles that Dr. Heynsfield has told you and they can
not | ose weight and regain weight and weigh nore. Al so,
there are people who are intolerant to the surgery, that
need to have the surgery reversed. That woul d be anot her
criteria.

And, finally, surgery is reserved for a
sel ective group of population, so not every person who
has a problemw th severe or norbid obesity, anything
nore than 100 pounds overweight, is a candidate for
surgery.

MR. CLELAND: Tony or Anthony?

MR. ALMADA: Harkening back to what Dr. Hubbard

said in his introductory comments, with the revel ati on of
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t he human genone and given the intensive quest for a
suite of obesity genes, which apparently is not one gene
but a multiple cluster of genes, perhaps it nmay be very
distant or unrelated. | think it is feasible that there
will be, at sonme tinme, an ability to detect an agent or a
delivery systemthat would enabl e anyone to | ose weight.
The question is, howlong will it be, and that will also
change the | andscape of marketing to individuals, not in
the drug realm but in the over-the-counter or the on-
the-shelf realm self-care realm

How can we find an agent that would fit you as
an individual that would be efficacious and safe and
m nimze the chance of it becom ng a non-responder? So,
| think it is definitely feasible.

MR. CLELAND: Wuld you say at the current tine
it's feasible?

MR. ALMADA: | would say it is not.

MR, CLELAND: Dr. Stern?

DR. STERN. Yeah, | would add probably not
feasible within the next five years or the next ten years
because it's such a conplicated area.

MR. CLELAND: Dr. Hubbard?

DR. HUBBARD: Just to further comment, even if
there are devel opnents relating to increased genomc

informati on that becones available, | still do not think
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it's feasible that any one product will work for al
peopl e.

MR, CLELAND. Dr. Stifler?

DR. STIFLER It mght be hel pful, Richard, if
you could read that |ist again of products that we are
tal ki ng about because, clearly, if people go on a
restricted calorie diet, using Dr. G eene's product, for
exanple, you will | ose weight and everybody woul d | ose
wei ght. So, can you narrow down again exactly what we're
tal ki ng about ?

MR. CLELAND: Right. W're talking about, to
the extent there is an OIC drug category, OTC drugs,

di etary suppl enents, creans, w aps, patch devices,
pat ches, those types of products.

DR. BRUNER: 1'd just like to add, you know,
| ooki ng at the medi cal nodel when we treat hypertension,
there are a nultiplicity of agents because there are
mul tiple nodalities that play a role in the effective
treatnment of hypertension. So, again, to say, using a
beta bl ocker as the one treatnent, | think that's the
sanme anal ogy. Using a beta blocker will treat al
hypertension, using one thing can treat all obesity.

MR. CLELAND: Dr. Yanovski ?

DR. YANOVSKI: Yes. | think it's also

inmportant -- in the exanple you gave it says, no
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wi | | power required, works for everyone no matter how many
times you've tried and failed before, that, well yes,
people can | ose weight if they take in fewer calories.
This assunes that everyone is going to use a certain
product that may require taking in fewer calories. So,
don't think one can nmake the assunption that everyone is
going to adhere to a certain reginmen and | ose weight with
any of these products.

MR. CLELAND: Although I did -- my assunption
here is not that it's a question of adherence, but it's a
guestion of just being -- the agent, itself, being
capabl e of producing weight loss in everyone who uses
t hat particul ar agent.

DR YANOVSKI: Well, 1I'm making the assunption
here -- let's say there was a dietary supplement and it
tells you to use that dietary supplenment and a certain
way to use it. | guess you're excluding neal
repl acenents. But if it says to use it with a certain
dietary reginen and that dietary regi nen caused you to
eat fewer calories, everyone, if they adhered to that,

m ght | ose some weight. That's the only caveat.

MR, CLELAND: Yes? Dr. \Wadden?

DR. WADDEN: Just goi ng back to what Dr.
Heynsfiel d said, that whenever you have a product of any

kind, you're going to find a distribution of responses in
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people. Say if the average weight | oss for people is 10
pounds with a product, you will have a distribution such
t hat 15 percent of individuals who receive the product
are going to lose less than three or four pounds. This
is just a bell-shaped curve normal distribution.

So, just about any product you give, you'll
have a tail-end that does very poorly and another tail of
the distribution that does very well. So, no product is
goi ng to produce substantial weight |oss for al
i ndi vidual s regardl ess of what product it is.

DR. CGREENE: | guess the caveat is -- the way
this reads is substantial weight |loss and all users, and
in biological systens, it's never all, right?

MR. CLELAND: Ckay. More discussion? Dr.
Heynsfi el d?

DR. HEYMSFI ELD: Wl |, maybe |I'm preenpting
| ater questions, but is there a nunber we should put to
substanti al ?

MR. CLELAND: Well, to sort of -- yeah.
woul d say that for the purpose of this question, unless
it's necessary and unless there's a sentinment that it
needs to be done for this question. | agree that with
regard to sone of the later questions we will, based on
our previous discussions, need to define sone of these

terns. The question is whether we need to define that
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for this particular claim

DR. HEYMSFI ELD: | guess | don't think you do
because by having the word "all" users in there, | think
it pretty much inplies that this question is valid as it
stands; in other words, that all people won't | ose
substantial weight fromnost, if any, products.

MR. CLELAND: Dr. Stern?

DR. STERN: Rich, | would even feel confortable
nmodi fying this question. The advertised product wll
cause weight loss for all users, and | would say all
users will not |Iose weight. So, | don't even think it
has to be substantial. It could be Toms two or three
pounds in, what, six, 12, 14 weeks or even six nonths.

MR. CLELAND: Any of the panelists have an
objection to that nodification?

DR STIFLER | think substantial nmakes it nore
conservative, and if sonebody makes a claimthat there's
substanti al weight | oss, whether they say 10, 20 or 30
pounds, that makes it even |less feasible. So, if you
want a conservative approach, you use substantial and al
users. | think it sounds pretty unaninous that that's
sinply not feasible.

MR. ALMADA: Rich, | would add, if I may, that
gi ven the objective of marketing and nanely adverti sing

in the context of this discussion, an operative nodifier
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needs to be placed that would convey to the prospective
buyer of the product a magnitude of change that goes
beyond just one pound or half a pound. So, | think it
woul d be wise to retain substanti al

MR. CLELAND: Well, unless there's an
objection, let's retain substantial then and | think
we'll poll on this question. Actually, on the polling,
we wll start off at one end and nove down, and then on
the next time, we'll go on the other end, so, Anthony,
you don't always have to be the first person to indicate.

So, the questionis, is this claim

scientifically feasible? Yes, no or uncertain on this.

MR. ALMADA: Uncertain
DR BLACKBURN: No.

DR. BRUNER:  No.

DR GREENE: No.

DR HEYMSFI ELD:  No.
DR. HUBBARD:. No.

DR STERN: No.

DR STIFLER  No.

DR. WADDEN:  No.

DR YANOVSKI :  No.

DR. WADDEN: | do think it's inmportant -- Rich,

down here, it's Tom

MR, CLELAND: Yes.
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DR. WADDEN: Just to add, given the current
state of the know edge.

MR. CLELAND: Well, that is the assunption for
all of these clainms, that we're working as the know edge
t hat we have today.

MR. ALMADA: If | may change then, in that
comment, change nmy vote to no.

MR. CLELAND: Ckay.

DR. BRUNER  So, it's unani nous.

MR. CLELAND: Ckay. Myving on to the next
claim ‘The advertised product will cause pernmanent
wei ght loss.” As an exanple of this claim “Get it off
and keep it off.” *You won't gain the weight back
afterwards because your weight will have reached an
equilibrium’

Dr. Yanovski, you want to take that one first?

DR. YANOVSKI: 1'd be happy to. And don't we
all wish? 1 think that anyone who's ever struggled with
their weight realizes that the nost difficult part of
wei ght management isn't really the initial weight |oss,
but rather trying to keep that weight off long-term And
so, it's not surprising that consunmers would be really
taken by a claimthat you could use a product or service
over the short term and never have to worry about your

wei ght agai n.
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And in specific, | was asked to address the
fact that you could use a product or service and stop it,
and your netabolism in some way, would be reset and you
woul d not have to worry about your weight.

Unfortunately, as we all know, weight regain after weight
loss is the rule rather than the exception, and those

i ndi vi dual s who do manage to naintain weight | osses over
the long termdo so by changing their diet and changi ng
their physical activity.

And, in fact, there is a weight maintainers
registry run by Doctors JimH Il and Rena Wng, in which
they are follow ng thousands of individuals now who have
| ost substantial anobunts of weight, at |east 30 pounds,
and mai ntained a weight |loss for at | east one year. And
many of these people have kept their weight off for many
nore years. And the vast majority of themreport
carefully nmonitoring their diet, and they report high
| evel s of physical activity.

Just as we tal ked earlier about the anal ogy
with the hypertensive drug, if you' ve been taking a
medi cation to control your blood pressure and you stop
t he bl ood pressure nedication, we can expect that bl ood
pressure will go back up. Simlarly, when you renove an
intervention, whether it's eating fewer calories,

i ncreasi ng your energy expenditure, if a supplenent did,
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in some way, work to increase netabolism stopping that,
you woul d expect that any benefit fromthat product or
suppl enent woul d al so be stopped.

There are no known suppl enents, devices,
prograns that give you a pernmanent alteration in your
body’ s netabolism and there is no way that |ost weight
wi || be maintained, that we know of, in the absence of
taking in fewer calories and increasing your energy
expendi tures, such as Dr. Heynsfield tal ked about, to
keep yourself in energy bal ance at that new and | ower
wei ght .

We al so don’t know of any products or
suppl enents that will permanently reduce appetite once
t he suppl enent’ s been discontinued. Even in the case of
wei ght | oss surgery, which I know we’'re not discussing
today, but that was brought up as an exanple in which
patients | ose a | arge anobunt of weight and keep much of
that weight off for years, there’'s an ongoing
intervention. |If you have weight |oss surgery, you’ve
reduced your stomach capacity. |If you ve had a bypass
conponent, you're al so reducing the nunber of calories
that are comi ng in.

So, if we're |ooking now to say, can we
advertise a permanent cure for obesity in which a tine-

limted treatnment is going to lead to permanent changes
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in body weight, ny conclusion is that, at this point,
that doesn’t exist and it’'s not likely to exist in the
foreseeabl e future.

MR CLELAND: Dr. G eene?

DR. GREENE: Based on the question and based on
the response, | just had a question. You' re assum ng
that this permanent weight loss will continue in the
absence of continued treatnent if | understood the
argunent from Dr. Yanovski. [|s that correct?

MR. CLELAND: That’s the assunption of the
question, yes.

DR. GREENE: So, do we need to nodify that to
make certain it says that this product wll be ceased,
will be no |onger used, and therefore, the weight |oss
will continue? Does that inply then if you do continue
the use of the product that the weight |oss could be
per manent ?

DR. YANOVSKI: At this point -- | was asked by
Rich to | ook at the question of even when it’s
di scontinued. But | have no trouble right now with
saying that |I'’mnot aware of any products or supplenents
that will give you permanent ongoi ng wei ght | oss even if
they’' re continued, even in the case of weight |oss
medi cati ons, which may help -- and we’'re not discussing

prescription medications -- but which may hel p you
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mai ntain a | ower wei ght over an extended period of tine.
There is still sone degree of weight regain even if you
continue on the nedication.

MR CLELAND: Dr. G eene?

DR. CGREENE: But in the Weight Loss Registry,
you said that these people had maintai ned the wei ght
| oss.

DR. YANOVSKI: Yes, that’'s correct. And
t hey --

DR. CGREENE: So, that would have to be
qualified with the caveat then that if you continue on
that dietary reginen, the weight |oss would be able to be
mai nt ai ned.

DR. YANOVSKI: Well, it depends on what we’'re
tal ki ng about here. The people on the Wi ght
Mai ntai ners’ Registry are generally -- they' re eating
fewer calories and they' re exercising and | think that
the idea here is that people are tal king not about
dietary reginens. W’re specifically excluding | ow
calorie diets and physical activity progranms. But rather
that there is some wei ght |oss device, supplenent that
wi || produce permanent weight |oss, in which you cannot
nodi fy your diet and physical activity and yet in sone
way your netabolismis reset so that you no | onger have

to worry about it. |Is that correct?
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MR. CLELAND: | think that that is correct. |
mean, you know, going back and we’ || probably have to
keep rem ndi ng ourselves of the class of products that
we’re tal king about here, you know, the dietary
suppl enents, creans, wap, OIC drugs, and those types of
products, and, you know, just in ternms of -- I'Il throw
this out as a question.

The assunption here -- well, let nme first say,
t he assunption here is this is an unqualified claim so
that | guess the way that I'’minterpreting this question
and the way we neant this question to be interpreted,
unl ess you tell sonebody that, yeah, this will work as
| ong as you keep using the product, the inplication is,
if you tell themit’s permanent weight |oss, that | can
use up the bottle, 1'Il lose the weight and it wll stay
off. Unless you tell ne otherw se, that’'s what |’ m going
to assune. So, that is the assunption of the question.

Now, the one question | have is that there are
sonme products out there that claimto affect the ratio of
body fat to | ean nuscle mass, and whether or not -- if
that is true, would that result in permanent wei ght | oss
and part of that may be the question of, is there enough
of this conversion, do we see evidence of enough of this
conversation that it’s going to be significant in the

| ong run?
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DR GREENE: No.

MR, CLELAND. Dr. Stifler?

DR STIFLER | don’t know if |’ m m ssing
sonet hing here, but going back to the previous question,
isnt it kind of irrelevant, permanent wei ght | oss?

Since you' re not going to get the weight off with these
products in the first place, then the issue of pernmanent
wei ght | oss becones sonewhat neaningless. So, clearly,
fromthe previous question, the answer has to be it’s not
f easi bl e because you' re not going to get the weight off
anyway. Aren’'t they inplying that when they say that?

MR. CLELAND: Ant hony?

MR. ALMADA: | think, in part, we're exercising
an argunment of ignorance because no one has done a | ong-
term perspective trial evaluating an agent, an over-the-
counter agent that’'s ingested in a solid dosage form or
applied to the skin. W can’'t answer that froma basis
of logic and evidence. W'’re sinply specul ating.

Now, the question is, is there a group like Jim
Hll's group, actually their group also engages in a | ow
fat diet and, also, they eat breakfast, a typical finding
anong their long-term non-recidivistic weight |osers, is
there a group that has been doing that or follow ng al ong
prospectively people that are actually taking these types

of products? And | would say the answer is no. So, we
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have to answer this froma question of not know ng rather
t han know ng.

MR. CLELAND: Well, let ne follow that up with
a question of, okay, what kind of nechani smwould have to
exist in order for there to be a permanent wei ght | oss
fromthe use of an OIC product or a dietary suppl enent?
What woul d you have to do to the body permanently for
that to have an effect?

MR. ALMADA: Well, like Dr. Heynsfield rel ated,
| think there are two or three things that could be done.
They, perhaps, would be toxic outcones. One would be
affecting the gut, what’s absorbed or actually an
i ncreased anount of excretion or affecting one of the
appetite centers in the brain so you just don’t eat as
much, forever. Forever.

MR, CLELAND: Is that --

MR. ALMADA: Basically, an oral surgery, so you
i ngest sonething and it does a surgical deletion to a
part of the body that effects a change wherein they don’t
store or process calories in the way they used to, or
t hey burn nuch nore than they had in the past.

My comrent was related to chronic use versus
cessation of use, and you're claimng -- you used the
word or the descriptor “afterward” inplying either after

cessation of an agent or after the weight loss is
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achi eved, which is inportant.

MR. CLELAND: Dr. Stern?

DR. STERN: Well, | do -- if you |look at the
ads and you, perhaps, |l ook at the interpretation that
consuners put on the ads, | really believe that what
we’'re tal king about is permanent wei ght |oss even after
you stop using the product. W certainly do have sone
evidence in the drug area wth nechani sns, sonething |ike
Xeni cal, which prevents the absorption of about a third
of the fat that you eat. There are long-termtrials that
show that you can take weight off and keep wei ght off for
over a two-year period. But certainly, when you stop
using the nedication, weight is regained. There isn't
anyt hi ng permanent about that weight | oss.

And so, | think that here we have to be very
conservative and say, when we stop using the product, is
there any evidence or anything, in fact, that the weight
| oss i s permanent ?

MR, CLELAND: Um hum

DR. STERN: | would have to answer no.

DR. YANOVSKI: And | would go even further than
Judy because | would say, even with the prescription
medi cations, you don’t maintain --

DR STERN: Right.

DR. YANOVSKI: Most people don’t maintain al
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of that weight loss. Even on nedication there is still
some regain. So, | think it’s an unrealistic claim
regardl ess.

MR. CLELAND: GCkay. Well, 1'mgoing to pol
the question starting with the other end this tine, Dr.
YanovsKki .

DR YANOVSKI: | would say it is not
scientifically feasible.

DR. WADDEN: Not scientifically feasible.

DR STIFLER Not scientifically feasible.
DR STERN:.  Not.

DR. HUBBARD:. Not.

DR HEYMSFI ELD:  Not .

DR GREENE: Not.

DR. BRUNER:  Not.

DR BLACKBURN:. Not.

MR. ALMADA: An enphatic not.

3

CLELAND: Moving on to the next question.
Consuners who use the advertised product can | ose
substantial weight while still enjoying unlimted amounts
of high calorie foods. An exanple of this kind of a
claim eat as nuch as you want, the nore you eat, the
nore you | ose, and we’'ll show you how.

Dr. Stifler?

DR STIFLER | think this is related to |ater
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question seven, also, on calorie nmanagenent. Probably
just a little quick background. | think there are
hundreds of studies indicating that this epidem c of
obesity is related to cal ori e managenent. As people
consune nore cal ories and exercise |ess, individuals and
whol e nations gain weight.

An interesting article by the USDA that showed
that calorie availability to individuals since 1970 has
actually gone up 15 percent. So, unlike what nost
people, | think, believe, we probably are eating nore
food and we’'re certainly, everybody agrees, exercising
| ess. So, that probably takes care of the epidemc. The
CDC staff said in a JAMA article |ast year that with nore
than 60 percent increase in the nunber of obese
Anmericans, just in the last nine years, this can't
possi bly be related to biology or physics. So, this is a
cultural problemrelated to cal ori e managenent .

In terns of the treatnent, again, | think there
are hundreds of studies showing that there is actually a
dose response rel ationship which nmakes it even nore
convi nci ng between the ampbunt of cal ories you cut out of
your diet and the anmobunt of weight you | ose and the
anount of physical activity that you do and the anmpount of
wei ght that you lose. So, | think the data is pretty

clear on this.

For The Record, Inc.
Wal dorf, Maryl and
(301) 870- 8025



© o0 N o o A~ wWw N P

N N N N N N P B R R R R R R R
ag A W N P O O 00 N oo 0o dM W N -, O

47

The bottomline is you have to nmanage cal ori es
in order to lose wight. So, a claimthat you can eat as
much as you want or |ose substantial weight while
enjoying unlimted anbunts of high calorie foods just has
no support for it whatsoever. And as obvious as that may
sound, if we |ook around, we can see that nost people who
pick a diet don’'t necessarily agree or, as you said
earlier, they want to believe to the contrary.

An interesting study that’s been repeated now
with 184,000 people, | think, in JAMA published | ast
year, essentially saying that nore than 80,000 of the
peopl e who pick a diet pick one that's al nost guarant eed
to fail because it doesn’t relate to managi ng either
incomng or outgoing calori