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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

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

21
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

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

34
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.
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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 calories. So, it may be obvious
that this claimfromthe scientific end is groundl ess and
can’'t happen, but I'’mnot sure that the public is ready
to accept that yet. So, that’s probably another reason
t hese ads attract so nuch attention and peopl e continue
to buy these products.

MR. CLELAND: Well, we saw exanples in both of
the clips that we watched this norning. This is an
al nost universal type of claimin weight |oss
advertising. Additional coments? Van?

DR. HUBBARD: Well, | think that people -- it’s

human nature to be nore receptive to interventions or
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clainms that people want to believe in rather than that
may be actually realistic. So, when people hear about
these clains, if it’s sonmething that they want to believe
in, they tend to want to try it, even though if they
real ly thought about it froma rational standpoint, they
m ght have ot her expectations. But in ny mnd, again, it
is a law of physics and you cannot | ose weight unless you
change your energy bal ance.

MR. CLELAND: Dr. Heynsfiel d?
DR. HEYMSFI ELD: | was trying to | ook at the

sentence and see it. Even if we took out the words *high

calorie’ it just says unlimted anmount of food. It would
still not hold scientific validity in any case. It could
be lowcalorie foods. It wouldn't matter. The fact is

that if you ate an unlimted anmount of food, you're not
going to | ose a substantial amunt of weight.

DR. WADDEN: Just a comment. Steve, | was
t hi nking the sane thing. | think the only caveat you
could make is that you ate unlimted quantities of fruits
and vegetables or |owcalorie foods, eat as much as you
want, there’'s sonme evidence you can eat a |lowfat, high-
carb diet and potentially |ose weight on that. But even
so, | think you re right, if you have unlimted anounts,
you' re not going to | ose weight.

DR. HEYMSFI ELD: Yeah, it woul d be cl ose.
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MR. ALMADA: There's an inplicit interpretation
here that | can easily discern. |If unlimted neans nore
t han what you were eating prior to using this agent,
that’s one scenario. |If unlimted neans eating to
satiety, that's a different scenario. So, if you have a
person who's wei ght stable and they’'re eating X nunber of
cal ories per day, they begin using the agent or renedy X,
they still are eating as much as they want to, but they
could | ose wei ght.

MR. CLELAND: Doctor, did you --

DR STIFLER Well, back to Tomi s point again.
That’ s correct, but |1've never seen an ad that suggests
if you take these pills, you can eat all the broccoli you
want. | think these ads al ways suggest it’s the food you
really like and the ads clearly show -- are tal ki ng about
hi gh calorie foods generally.

MR. CLELAND: | see the point that you're
maki ng here. In one sense, we don’t want to get w apped
up in this discussion, in an ad interpretation issue. |
think that if | ooking at the specific exanple that | gave
you, while there m ght be sone people in the world that
woul d discern that, well, | may not want to eat as nuch
as | ate before, therefore, this claimmght be true,
that’s not the way this claimis going to be interpreted.

There is a significant nunber of -- in fact, probably
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nost consuners that ook at this type of claimwuld take
away that | can eat everything | want, especially if |
see people eating all these cheeseburgers and french
fries and all of this kind of food. That’'s the nessage
it’s intended to convey.

DR. STERN: And | just had one conment because
|"ma nutritionist and | think about food. Let’s talk
about two Krispy Kreme doughnuts, chocol ate covered,
creme-filled and --

MR. CLELAND: M breakfast this norning.

DR. STERN: Right. So, that isn't unlimted.
One could potentially eat that a day. And if you put
that on top of your diet, that’'s 680 cal ories and
basically you would gain weight. It would take only
about four days for you to gain a pound.

And | guess the other way | think of |ooking at
it, for the average person, if there is an average person
on the nutrition |abel who consunes 2,000 cal ories a day,
t hat woul d be 34 percent of their daily intake if they
didn't overeat. So, | think it makes it very difficult
for people to eat unlimted quantities, especially of
things |like Krispy Krenme doughnuts because they taste
good.

MR. CLELAND: Are we ready for a poll on this

one?
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kay, we’'re going to start on ny right this
time. Anthony?

MR, ALMADA: No.

DR BLACKBURN: No.

DR. BRUNER:  No.

DR GREENE: No.

DR. HUBBARD:. No.

DR STERN: No.

DR STIFLER. Unfortunately, no.
DR. WADDEN:  No.

DR YANOVSKI :  No.

MR. CLELAND: Unfortunately, you're right, this
is like the reality check this norning, folks, and our
next workshop is going to be on Santa C aus.

Qur next claimis: *‘Consuners who use the
advertised product can | ose weight only fromthose parts
of the body where they wish to | ose weight.’ Exanple of
such a claimis, “And it has taken quite sone inches off
my butt, five inches, and thighs, four inches, ny hips
now neasure 35 inches, | still wear the sane bra size,

t hough, the fat has di sappeared fromexactly the right
pl aces.’

Dr. Wadden?

DR. WADDEN: Well, if I can echo ny coll eague,

Dr. Stifler, unfortunately, no, once again. This speaks
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to the issue of desiring to spot reduce very clearly, and
| think there are lots of clains fromcreans and w aps
that if you use this product, you can reduce your thighs,
your tush, whatever that unsightly part of your body is
that you wi sh to reduce.

It al so speaks to the issue of body fat
di stribution, that we store fat throughout the body.

When you think about it, you carry fat in your chest, in
the gut, inthe legs, the arns, the extremties, and
there are differences in body fat distribution. Wnen
tend to store body fat in their |ower body to a greater
degree than nmen who store weight in the upper body. |

t hi nk you' ve all heard about the differences between the
appl e-shaped figure, which is the upper body fat
patterning, and the pear-shaped figure, which is the

| ower body fat patterning.

Now, unfortunately, when you go on a diet or
use nost of our conventional weight |oss neans, you do,
in fact, lose weight fromall over the body. You |ose
fat fromall of your fat stores. You cannot
preferentially reduce froma single fat store. So, that
is the difficulty, that you can't, in fact, just turn on
those fat stores in the thighs or in the buttocks. 1In
fact, you' re going to lose weight fromthe top as well as

the bottom And the way | heard this said to ne nost
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el oquently was by a patient of mne | saw about 10 years
ago, and as she was conpleting a program and had | ost
about 40 pounds she said, Dr. Wadden, when | started your
program | had a | arge pear-shaped figure; now, when |’ m
finishing your program | have a small pear-shaped
figure. And that speaks to the reality that you can’'t
change your body type for the nost part.

Now, if you have an appl e-shaped figure -- if a
man conmes into your practice and he's got primarily a
gut, when he | oses weight, you will see a reduction in
his gut. You will, however, see that his | egs probably
get sonmewhat thinner and that his chest gets sonewhat
thinner, also. So, even nen, with this upper body fat
distribution, still are going to lose fat fromthe
extremties and fromthe | ower body as well. It’s nost
pronounced | ooki ng when a mal e | oses wei ght because the
gut does remt, does disappear. For the female, she is
still going to have prom nent hips and thighs. She wll
actually, in many cases, have a snaller top. So, she
will lose her chest and be di sappointed and, in fact, the
hips will flare alnpbst as much as they did previously.
So, you don’t see nuch of a change in it.

So, internms of, is this scientifically
feasible, currently, this is not scientifically feasible.

MR. ALMADA: Here’'s where it starts to get
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interesting. This is the first comment or claimthat
actually has a scientific evidence base that actually
could be used to -- sonme would use it to refute this
claim-- or actually to lend support. There are two
scientists of significant distinction, George Bray and
Frank Greenway that a couple of panelists here have
col | aborated wth, and they actually have a patent and

t hey devel oped an agent, or a mxture of a creamthat was

used to spot reduce. It was a thigh cream It was
introduced in the early ‘90s. It underwent a
resurrection in the past three or four years. It’'s a

very aggressively marketed product by one conpany based
in Uah and they claimspot reduction with a topical
application of a regional area of choice.

Now, these two scientists of em nent
di stinction have chosen to take a very low profile, off-
t he-radar stance. However, going back to their patent,
and | believe there have been two clinical trials that
have been published, which one of themthey were
col | aborators on, they have evidence, although it may be
very specious -- | shouldn’t say specious, but rather
thin evidence, indicating that this preparation with this
conposition works. |'’mnot validating that, but there is
sonme evidence to support this claim

DR. WADDEN: Well, | was aware of that abstract
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that was published by Dr. Bray and Dr. G eenway and they
are very esteened col | eagues, they’ re good friends, but I
have not seen anything published in a reputable journal
t hat has corroborated that initial abstract that was
published. And furthernore, | don’t think there was good
evi dence of actual showing fat loss in the thigh. |
think that they showed a ‘reduction’ perhaps in the
circunference of the thigh, but there was never an
anal ysis to show that there was a |loss of fat. So, |
t hi nk, perhaps, the word ‘specious’ is an appropriate
wor d.

MR. ALMADA: Well, actually, there was a full-
| ength publication that emanated fromtheir research

DR. WADDEN: Where was that published?

MR. ALMADA: Current Therapeutic Research

DR. WADDEN: Thank you. | wll go |ook that
up. | wasn’t aware of that.

DR. STERN. Rich?

MR. CLELAND: Dr. Heynsfiel d?

DR. HEYMSFI ELD: | think that just expanded on
the abstract. | don't think that was anynore definitive
than the original abstract, but --

MR. ALMADA: But it was a full-length
publ i cati on.

DR. HEYMSFIELD: It was a full-length
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publication, yeah.

DR. STERN: Just to comment, we also did a
study just about -- | think just before George did that
work -- with a conparable cream rubbing it on the thigh
The pl acebo was rubbing a placebo on the opposite thigh
and we didn't find any effects.

We, also, as | recall, took fat fromthe area
and | ooked at lipolysis wwth the cream w thout the cream
and didn’t find effects. So, | can't confirmit and
really think that clinically or practically, it doesn't
result in significant effects.

MR. ALMADA: My comment was not to validate the
claim but rather just to give a perspective. | would
actual ly agree that the techniques that are avail able
right now to assess regional fat |oss have not been
applied to that actual type of remedy or product.

DR, STERN. But, | guess -- | would agree that
potentially it mght be scientifically feasible, it m ght
be. If you could have a delivery systemthat could
really penetrate, but practically, right now, there's
nothing to nmy know edge that's out there.

DR. WADDEN: | think that's an inportant point.
That's why | kept asking. Are we tal king about the
current state of know edge or what is theoretically

f easi bl e?
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DR. STERN. Theoretically.

DR. WADDEN: | think theoretically it could be
feasible as we | earn nore about fat cell norphol ogy and
function, but right nowit is not scientifically
feasi bl e.

DR. BLACKBURN. Rich, can | just ask Dr.
Heynsfield, in weight |oss, now that you have a regional
MRl and DEXA, does the fat reduction cone off
proportionally or are there certain phenotypes that
sel ectively reduce the weight in sone spots versus
ot hers?

DR. HEYMSFIELD: Well, the limted information
we have is that there are tremendous variations in how
peopl e | ose weight, but that's not under their control or
any pharmacol ogic control. But when people | ose weight,
they lose it very differently. It depends on age, race,
a high variety of factors.

DR. WADDEN: And just a followup, in the
[imted nunber of studies that |'ve seen that we' ve done,
al so, is that we've | ooked at peopl e when they' ve | ost
wei ght and found that they |ooked like they've |lost the
same proportion of weight fromthe upper body and the
| oner body, that you don't even -- with people with
vi sceral obesity, they do | ose weight clearly fromthat

depot, but they're still going to | ose sonme wei ght from
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the | ower body as well, and often, the same proportion of
wei ght is |ost.

DR. HEYMSFI ELD: | don't know if this hel ps us,
but just for discussion, the absence of studies on this
topic, not just negative studies, but the absence of
studi es, speaks volunes, | think. Oten, scientists, you
know, don't indulge in publishing negative results, and |
think that could be a big part of what you're seeing here
is that if this really did work, say these spot creans,
the technology is out there to really investigate this
t horoughly, | honestly think it would have been report ed.

DR. BRUNER Dr. Heynsfield, just a question.
| was wondering if you were aware of any particul ar
studi es | ooking at the effective reconbi nant human growt h
hornone just as it is a catabolic agent in terns of just
overal |l general fat |oss.

DR. HEYMSFIELD: | think, in fact, there's an
article in JAMA this week, right, showi ng growth hornone
does reduce total body fat, yes.

MR. CLELAND: Are we ready for a poll? Dr.
Yanovski ?

DR. YANOVSKI: Under theoretically plausible,
woul d say that that would be yes, and under
scientifically feasible, at this point, I would say no.

DR. WADDEN: No, given the current know edge.
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DR. STIFLER  Agreed, no.
DR. STERN. So, theoretically plausible, yes;
scientifically feasible, no.
DR. HUBBARD: Currently, no. [It's theoretical
that there may be opportunities in the future, but it

woul d require further investigation.

DR. HEYMSFI ELD:  Yes and no.

MR. CLELAND: | understand that.
DR. BRUNER  Ckay, yes and no.
DR. BLACKBURN: Yes and no.

MR. ALMADA: Yes and uncertain.

MR. CLELAND: Ckay, all right. Well, now we're
going to nove on. The next claimis: ‘The advertised
product wi Il cause substantial weight |oss through the
bl ockage or absorption of fat or calories.” An exanple
of such a claimis, ‘Lose up to two pounds daily. The
named i ngredient can ingest up to 900 tines its own
weight in fat, that's why it's a fantastic fat bl ocker.’

This is one of the -- the question, | think, at
this point where we may get into a definitional issue on
substantial weight |oss given particularly the data on
Xeni cal and, perhaps, sone others. So, Dr. Stern, do you
want to address this first?

DR. STERN: And | guess | should give this

di scl ai mer now. W got funding froma Napa County DA s
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Ofice to study Fat Trapper Plus from Enforma, and the
results of that study were published in the January issue
of the International Journal of Obesity.

MR. CLELAND: Thank you

DR. STERN. So, the way | began to address this
guestion was to ask the question, what would it take in
terms of mal absorption of fat to | ose one pound a week,
two pounds a week, two pounds daily. And in terns of
calories, to |l ose one pound a week, it would take mal -
absorption of about 500 calories a day or about 55 grans
of fat. To |ose two pounds a week, it would take mal -
absorption of about 1,000 calories or about 110 grams of
fat. And to lose two pounds daily, it would take mal -
absorption of nore than 7,000 calories and that woul d be
about 750 grans of fat daily.

And | guess in ny clinical experience, | have
never had a patient, even a patient that | studi ed when
was at the Rockefeller University, who weighed 500
pounds, that took greater than 7,000 calories to maintain
his weight, and we're not tal king about marathon runners,
triathl etes, whatever they do in a day to run a
triathlon. But that's the limt of that.

Now, the question would also be, with Xenical,

t he observations, Xenical, taken as directed, if you have

arelatively high fat diet, nmeaning not a |l owfat diet,
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you mal -absorb about a third of your fat calories, and
the problemis greater than that, you get great G
di sturbances. One of the problens with Xenical is if you
mal - absorb too much fat, you have very | oose stools. W
would call it, as lay people, diarrhea. It can be
expl osive. There can be great gastric upset, a |lot of
pain. And so, that's the other problemthat one would
have to | ook at.

So, now, when we | ook at actually, perhaps, the
study that we did with Fat Trapper Plus, which certainly
has made a nunber of these clains. Wat actually
happened? We studied a |limted nunber of people, the
seven young nen, they normally ate about 110 grans of fat
a day. They were active, so we didn't have to increase
their cardiovascular risk. And what we did was we put
them on a prescribed amount of food that nmaintained their
weight. It was frozen food, it was Haagen-Dazs ice
cream you nane it. They liked it, they ate it. And at
sonme point, we gave them charcoal markers to see what
feces were associated with what diet.

At anot her point, they had a four-day
suppl enent of this chitosan suppl enent, taken in excess
than directed. They were getting about four or so grans
of this supplement. And there wasn't any significant

mal - absorption of fat. The actual nunber was about
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seven-tenths of a gramof fat a day. It wasn't
significant fromthe prior period, and we estimted that
it would take over a year if this were significant, which
it wasn't, for themto |lose a pound of fat based on nal -
absorption of fat using this fat bl ocker.

So, even if the seven-tenths of a gram were

true, or even if the seven-tenths of a gram becane two

granms, | nmean, it still wouldn't neet ny definition of
substanti al weight | oss because -- Tom |'m sure you can
comment on this -- a pound in a year or even two pounds

in a year really wouldn't nmeet the claimof substantial

If we then go on to talk about a pound a week,
per haps neani ng substantial, but | don't think a pound a
week woul d be substantial to the consuner. Again, that's
mal - absorption of 55 grans of fat a day. | would
antici pate, based on the Xenical studies, that that would
create great G disturbances and people woul dn't be on
it.

And some of the side effects that are clained
for these products are | oose stools and/or constipation.
Qoviously, they're conpletely opposite.

Two pounds a week, which conmes closer to ny
definition of substantial weight |oss, would result,
again, in mal-absorption of about 110 grans of fat a day,

and two pounds daily is just out of the realm
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So, | don't think -- theoretically, is this
feasible, perhaps. | don't think it's even feasible,
theoretically. Scientifically, is it feasible? 1 don't
think so. But I'd be interested in nmy coll eagues
comments on this.

MR. CLELAND: For the next -- just based on
what Judy said there, let's assunme for the rest of this
di scussion -- and we may notch it up or down, but for our
di scussion now, let's assunme that we're talking in terns
of substantial weight |oss as sonething that exceeds nore
than a pound a week. Again, we can adjust that up and
down, but let's discuss that as part of our discussion of
the claim

Anyone el se?

DR. HEYMSFI ELD: Do you nean that we shoul d use
this term"substantial" for --

MR. CLELAND: For this question.

DR. HEYMSFI ELD:  For this question only?

MR. CLELAND: For this question only, we're
| ooking at -- and this is the first time where we've sort
of had to, | think, think in terns of what do we nmean in
this context by substantial weight |oss.

DR. BLACKBURN. Rich, I wonder if it shouldn't
be a half a percent of body wei ght per week. | nmean, we

coul d have a huge range froma little over 100 pounds to

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 p»dM W N - O

64
300 or 400. But if you nmake it a half a percent of body
wei ght per week so the nmedi an woul d be a pound per week,
to fit other definitions that have been used by ot her
governnent agencies in tal king about safe, effective
changes in body weight.

MR. CLELAND: Cenerally, what would a half a --
| nmean, in ternms of a generalization across popul ations,
what would a half a percent of body weight per week --
what does that ook like in terns | would understand?

DR. BLACKBURN: For a 200-pound person, it
woul d be a pound a week.

MR. CLELAND: For a 200-pound person?

DR. STERN: But if we say that it has to be
nore than a pound a week sort of in baseline, George, we
al nost woul d be tal king about two pounds a week, so it
woul d al nost be a percent -- 1 percent a week if you were
200 pounds. But it would be four pounds if you were 400
pounds.

DR. BLACKBURN: |'mjust tal king back to the
US Detary Guidelines. | think when they're advising
changes of weight of a half to 1 percent, you know,

t hought to be one to two pounds per week by the
scientific and health guidelines for the rate of safe,
effective change in body weight.

DR. GREENE: So, you're suggesting use both?
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DR. BLACKBURN:. Well, ny concern is if you just
use pounds and don't translate it into percent, we
al ready have on the table 400-pound people for the nost
rapi dl y-growi ng popul ation in Arerica in the area, and
t he average body weight, and if we tie it to a percent,
we're just like the BM, we will probably avoid having
exceptions that soneone woul d debate us about.

DR. STIFLER Richard --

MR. CLELAND: Well, let nme -- yes?

DR STIFLER We're going to probably visit
this issue on the last question, which deals nore with
safety in terms of weight loss. This deals nore with the
mechanism | would agree with George that it's still
probably individual. But certainly, in the issue of
safety, it needs to be highly individualized. So, you
couldn't just say one or two pounds. You have to | ook at
it as a function of the weight of the individual. W
could do this here, too, although I don't think it's
quite as critical when we're dealing with the nechani sm
as opposed to the safety and the effect on the
i ndi vi dual .

DR. WADDEN: Rich, Tom a couple of comrents
down here.

MR CLELAND: Yes.

DR. WADDEN: Just going back to sonme of the
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things that Judy said. |If you |look at the product that
has been best studied to date, which is Xenical or
Olistat, Olistat blocks the absorption of about one-
third of the fat that you consunme a day, and the
manuf acturers of the drug say, well, you can't eat nore
t han about 60 grans of fat a day or you're going to have
terrible G side effects, which you, in fact, do. So, 60
grans of fat a day you'll block one-third of that, that
means you' ve bl ocked the absorption of 20 grans of fat.
That's just 180 calories a day that you' ve bl ocked. And
based on fat bl ockage alone, if you just go with that,
you're only going to | ose about a third of a pound a
week. So, it's very, very nodest before you're going to
start to run into sonme very serious G side effects.

Now, people sonetines |ose nore than a third of
a pound a week on Olistat, but they do so by decreasing
their calorie intake overall. So, they reduce their
calorie intake and they may, in fact, reduce their fat
i ntake even below this 60 grans a day. So, | don't think
t hat we have anything currently that's going to approach
a two-pound wei ght |oss from bl ocking fat absorption
wi thout running into sort of horrendous G side effects.
| don't think there's any enpirical evidence we have
anyt hing that works, though, beyond what |'ve seen with
Olistat.
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MR CLELAND: Van?

DR. HUBBARD: | think on this particular
guestion, | don't think we need to get into the issue of
whet her we use pound or percent. | think this is

relatively straightforward and | think go with the
sinpl est answer in regard to causing bl ockage of
absorption of calories. | think where we get into the
i ssues of how we shoul d express the anount of weight
loss, that's really on the safety issue.

DR. HEYMSFI ELD: | think mal -absorption has
been very well studied as a neans of weight |oss. For
exanpl e, the ol eo bypass surgery produced significant
mal - absorption. O estra, conpounds |ike that, you could
replace out all the fat in the diet wwth olestra and you
get very substantial mal-absorption. | think what would
worry me and what is known is the incredible side effects
that we've heard everybody tal k about, and al so, the fat
sol ubl e vitam n deficiencies and ki dney stones and al
ki nds of nedical side effects that are rife with mal -
absorptive therapy.

So, it seens to be really inplausible that you
coul d produce this with anything that we now know about
that's in the categories of agents you tal ked about and
that woul d actually be safe.

MR. CLELAND: Well, am| getting the sense here
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that the panel may feel that we don't necessarily need to
define substantial weight loss for this question, that
they're confortable with ‘substantial’ weight |oss is not
achi evabl e through this mechani sm - -

DR. STERN: | guess I'd go back to what Tomis
saying is that to |l ose that pound a week, you'd have to
mal - absorb 55 grans of fat a day.

MR. CLELAND: Ckay.

DR. STERN: And even with Olistat, we're
tal king about only 20 grams nal -absorbed a day. It's
prescription. It's been well-tested. You go nuch
hi gher, you get really significant side effects. So, it
isn't scientifically feasible now, | don't think.

DR. YANOVSKI: | think it's just inportant that
this is not to say that nedications, you know, such as
Olistat don't work in ternms of decreasing fat
absorption. They clearly do. But the anmount of calories
lost is really nodest, and that if people |ose
substantial amounts of weight, it's because, perhaps, to
avoi d synptons or because of follow ng a doctor's advice,
they're al so consum ng fewer calories. That if soneone
makes a wei ght |loss claimthat through fat absorption or
fat bl ockage al one, any product is going to lead to | arge
amounts of weight loss, that this is not right now

pl ausi bl e.
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MR. ALMADA: Rich, one comrent.

MR CLELAND: Yes.

MR. ALMADA: | think we have a discussion here
-- a dichotonmy. One is pharmacol ogy, the other is
clinical outcone. And independent of the mechani sm
there are sone data that suggest that bl ockage of
absorption and cal ories or presuned bl ockage of
absorption of calories yields weight |oss that could be
four, five, six or seven pounds. The data or the studies
that are designed are less than rigorous. The nethods
used to neasure body conposition are anem c at best.
There's a new category of agents that goes beyond that in
fat, actually goes on the absorption of carbohydrates.
There's a drug call ed Acarbose, the generic name market ed
by Bayer. And in their studies, they have not shown
robust wei ght | oss anong people that are taking it
primarily for Type 2 di abetes.

There is a bean extract that has undergone a
resurrection in a study done in alliance with UCLA
presented earlier this year at a trade show. It showed
some substantial weight |oss associated with an agent

t hat woul d achi eve wei ght | oss through a nechani sm by

absorption -- inhibition of absorption of carbohydrate
calories. If that is a nmethod of action, to the
consuner, ultimately, it's irrelevant. Do | |ose weight?
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That's what counts.

DR. YANOVSKI: |'m not aware of a study show ng
significant weight |oss with Acarbose, and al so, are the
studi es you tal ked about, have they been published in
peer review journals -- of the bean extract?

MR. ALMADA: My comment was there are no --
that's not typically found in weight |oss with Acarbose
use. The studies on chitosan, there are a nunber
publ i shed primarily by one gentleman in Italy. Again,

t hose studies are less than rigorous. The study that
actually was presented earlier this year will be
submtted for publication. But, again, it's just a
prelimnary indication of a new direction froma

mar keti ng and adverti sing perspective.

DR. STERN: 1'd go even further. Those studies
inltaly were fatally flawed and |'ve exam ned those
studies in detail.

MR. CLELAND: Additional comments?

AUDI ENCE MEMBER: How were they flawed?

DR. STERN: I nappropriate controls, anong other

t hings, and --
MR. CLELAND: \Whoa, whoa. |[|'mgoing to pol
t he question, Judy. 1'mgoing to poll the panel.

DR. STERN. Ch, okay, sorry.
MR. CLELAND: GCkay. | forget which direction
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we're starting fromthis tinme.

DR. STERN: Start fromthe m ddle.

MR. CLELAND: Well, | could. | could start
fromthe mddle. Dr. Heynsfield, do you want to begin
her e?

DR. HEYMSFIELD: | don't think this is
scientifically feasible. 1It's not scientifically
feasible. It is theoretically possible.

GREENE:  No.
BLACKBURN:  No.
BRUNER:  No.
ALMADA:  No.
HUBBARD:  No.
STERN:  No.
STIFLER:  No.
WADDEN:  No.
YANOVSKI :  No.

2 3332333333

CLELAND: W are still slightly ahead of

schedul e, but | think we're scheduled for a break this

71

norning. We were going to do it at 11:00, but | think we

will take a 10-mi nute break at this point and we wll
start again at five mnutes to 11:00.

(Whereupon, a brief recess was taken.)

MR. CLELAND: Everyone take your seat, please,

SO we can get started.
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Thank you. Wel cone back, and we are, | think,
on our fifth claimnow. That claimis, ‘Consuners can
| ose substantial weight through the use of the advertised
product that is worn on the body and rubbed into the
skin,” and essentially the types of products that would
be included in this type of claimare creans, w aps,
pat ches, earrings, shoe inserts, rings. An exanple of a
claim ‘Lose weight safely with the original herbal
patch, now available in the U S A’

Dr. Bl ackburn, you were going to start with
this one.

DR. BLACKBURN: Right. | think the first thing
we have to harken back to is just how challenging it is
to change your behavior to change your body wei ght, which
we' ve al ready heard requires that you have sone ot her
i nfluence for maki ng deci si ons about food intake,
particularly portion sizes, and exercise. | don't need
to repeat that. W also know by virtue of the epidemc
even with the nost highly invasive techniques that are
possi bl e, including injecting nedications, as you do
insulin, into the body. As you know, if you inject
insulin, it's highly effective in controlling diabetes
and bl ood sugar. W have injectable nedicines that have
failed to have substantial influence in this regard.

Now, if we get to the transdermal patch
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technol ogy, as you know, that is currently being used
effectively for a variety of things, in the intensive
care unit, nitroprase or nitroglycerin on patches of
different sizes. The higher the dose, the bigger that
patch. That you can, in fact, successfully get the
effect of that nedication. They're currently working in
the area of asthma to see if asthma nedications m ght not
be able to be worked through in that regard, and perhaps,
t he best known, of course, as a conponent of snoking
cessation is to use nicotine patches. Now, these al
require a uni que conmpound that, in fact, can be
effectively absorbed through the skin in a fashion to
achi eve these narrow goal s.

So, theoretically, it would be possible to
adm ni ster a conpound or a treatnent. The problemin the
wei ght control area is that there is no scientific
evidence that -- and controlled trials that have been
used in other techniques, as |'ve already tal ked about
it, injectables or transdermal patches. It is even a
| ess of a rationale of how an instrunent in your shoe or
wr apped in your body woul d be able to effect sonething
t hat woul d, as we've already heard from previ ous cl ai ns,
have to be with you every day to be effective. | think
it's generally agreed we have no treatnent that if a

treatment is stopped, that you will sustain the change in
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wei ght | oss.

So, it would be ny opinion, though the
t echnol ogy has been applied other places and, perhaps,
there could be a conpound that would work, as of the day
of this nmeeting, no such instrument, wap, patch has any
scientific basis.

So, it would be ny recomendation to say that
as of this day, is it scientifically feasible to apply
this technology to the weight control area? The answer
woul d be no.

MR. CLELAND: Ant hony?

MR. ALMADA: | think the other underlying
di scussion element here that is tacit is, is it legally
al l omabl e. When you're dealing with sonething that's
transdermal, by definition becones a drug, and the
guestion is for these patch devices or patch products, do
they deliver the agents into the systemin circul ation.
If they do, they are, by definition, a drug. So, now
you're entering the purview of the FDA because the
di etary suppl enent has to be ingested through the oral
cavity and enter the stomach.

The feasibility of delivering, for exanple,
ephedrine and caffeine into -- or incorporated into a
patch and rendering an individual responsive to that by

delivering to the circulation is very nuch existent. But
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| think it's much nore an issue of the |law rather than
sci ence.

MR. CLELAND: Anthony, are you aware of anyone
who has actually tried to deliver ephedrine or caffeine
transdermal | y?

MR, ALMADA: No.

MR. CLELAND: Anyone else on this question?

DR. HEYMSFI ELD:  Are there any other types of
products that you're considering here, |ike acupuncture,
acupressure, things that are actually worn or placed onto
t he skin?

MR. CLELAND: Well, there have been sone
products that, at |east purportedly, rely on principles
of acupressure, not acupuncture, but acupressure as the
mechani sm for weight [oss. These usually, at |east, the
argunent is that they sonehow stinulate the vagus nerve,
therefore resulting in a reduction of appetite. Now,
does that sound theoretically plausible?

DR. STERN. | nean, |'maware of a study,
certainly, that George Bray published with an acupressure
earring where they were | ooking at the pressure points
for weight, and he found no difference -- and it was
published in a peer review Journal -- he found no
di fference when the earring was tweaked at the pressure

poi nt for weight versus a | ow side that were not
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associ ated wi th weight.

MR. CLELAND: [|'m also aware of some
unpubl i shed research by Dr. Allison on a simlar type
device that indicated there was no difference over a
pl acebo.

DR. YANOVSKI: W actually had a lay activist
come to our obesity task force neeting with sonething she
had purchased called the Fat Be Gone Ring that you were
supposed to put on various fingers dependi ng on which
part of the body you wanted to |ose fat from

MR CROSS: Didit work?

UNI DENTI FI ED MALE: How many rings do you have
on, right?

MR. CLELAND: Yeah. | think that in terns of
at least the -- probably the nost serious types of
products that we're tal king about in this category would
be the patches with the transdermal applications, and
per haps, also, we had tal ked earlier and | think
di sm ssed, to sone extent -- maybe that's not the right
word, but we had tal ked about the cream the thigh creans
earlier would be the other product that mght fall within
this category as well. And | think, you know, Anthony is
absolutely right in terns of the | egal issue here, that
either of those products, to the extent that they claim

to actually cause weight | oss, would be, | think,
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classified as drug products and not -- these couldn't be
classified -- let ne say it. They couldn't be classified
as dietary suppl enents.

That issue aside, though, in terns of the
advertising clains for these products is sort of what |
want to get at here in terns of whether or not it is
scientifically feasible for either of those cl asses of
products to cause substantial weight |oss.

DR. BRUNER: Rich, would that include the shoe
insert slippers, because those are worn?

MR. CLELAND: Well, those are included. Again,
| didn't get any responses to ny question about whether
or not it's theoretically plausible that the stinulation
of the vagus nerve, through inserting sonething in your
shoe, is even theoretically plausible. So, |I'massum ng
t he answer is probably no.

DR. STERN. Actually, Rich, could we ask
agai n, the question because |I'mhaving trouble with this.
Let's say if you could deliver ephedral/caffeine by a
patch -- | nmean, forget about the law just for a mnute.

MR, CLELAND: Um hum

DR. STERN: Could that -- do we have evidence
that it could cause substantial weight [oss via patch?
Coul d we deliver a significant anmpunt system cally?

MR. CLELAND: Well, | am-- | guess every study
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-- and please help ne out here if I have m ssed sonething
-- that | have seen on those -- either of those
i ngredi ents were ingestibles.

DR STERN: Right.

MR. ALMADA: It's an issue of basically doing
pharmaco and bi o-equival ent studies. If you can
i ncorporate the dose and deliver it, theoretically and
scientifically, it's plausible that you would be able to
achi eve a change in body conposition.

DR. STERN: But legally, now, certainly they
couldn't make clains for it as a dietary suppl enment
because it woul d be a drug?

MR. ALMADA: You said to avoid the issue of the
I aw.

DR. STERN: |I'm adding that now. But then --
so, |"mnot sure how we answered this question, because
it's a drug then.

DR. BLACKBURN. Well, | think --

MR. CLELAND: | guess the questionis -- and
we're going to have to address this issue in the |ater
guestions in terns of the weight |oss effects of ephedra
and caffeine and whether or not that is substantial
wei ght loss or as we're going to talk about it. But I
guess what | would ask if that -- | nmean, does anyone

have a question on whether it's scientifically feasible
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to deliver a dose of caffeine transdermally or a dose of
ephedrine al kal oid transdermal | y?

DR. BLACKBURN: Well, | mean, we know the doses
of caffeine and the doses of ephedra that are required.
Certainly, the bioavailability, | think, is conplete of
those in the digestive tract. It would only be that you
woul d bypass the liver if you delivered this
transdermally. But you'd be tal king about several
mlligranms of ephedra.

| nmean, | think that the effective doses talk
about 25 mlligranms four tines a day, 75 or -- that would
vastly exceed the type of transdermal absorption that we
could achieve for the current transdermal activities,
such as nicotine, which is -- so, this would be orders of
magni tude. | think there's no scientific evidence to
think that that would be feasible to achieve the use of
ephedra by a transdermal delivery system

MR. CLELAND: And just as an aside, | think
that the other point I would nmake is that in the products
in this category it is, | would guess, extrenely,
extrenely unlikely that anyone would attenpt to market --
t hat any of the products on the market would be -- the
transdermal products would contain ephedrine. | can't
t hi nk of a good reason, and if sonmeone el se can, why

one would go to that method of delivery on ephedrine
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unl ess -- well, does anybody -- Susan?
DR. YANOVSKI: Yeah. | nean, why woul d you go
to any herbal supplenent and put it in a patch? | have a

little trouble with this particular question because |'m
not an expert in pharmacol ogy or drug devel opnent. |
think that if people are making any kind of a weight |oss
claimthat a patch or any ot her substance works, they
ought to be able to back it up with sone science.

| think just as there are transdermal nicotine
delivery systens or transdermal estrogen delivery
systens, theoretically, maybe there could be a
transdermal systemthat delivered ephedra and caffeine.
Whet her this was safe, whether this was a drug i s another
question. But | would have to say that |, personally,
woul d be uncertain. | don't know if anybody's working on
this, but I certainly wouldn't think that it should be
advertised unless there's something to back it up

MR. CLELAND: Are we ready to poll this

guestion? Anthony?

MR. ALMADA: Uncertain

DR BLACKBURN: No.

DR. BRUNER:  No.

DR GREENE: No.

DR HEYMSFI ELD:  No.

DR. HUBBARD: No scientific evidence.
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DR. STERN:  No.

DR. STIFLER  No.

DR. WADDEN: No scientific evidence.

DR. YANOVSKI: 1'Il say no for scientific
evidence. But if the question is feasibility, 1'd have
to say uncertain.

MR. CLELAND: Well, let nme poll the question
again since this is the first one we have polled. The
question is whether or not given this claim consuners
can | ose substantial weight through the use of an
advertised product that is worn on the body or rubbed
into the skin. |Is this scientifically feasible given the

current state of know edge?

3

YANOVSKI:  1'Il say no for that.
CLELAND: Tonf
WADDEN:  No.

STI FLER:  No.
STERN:  No.
HUBBARD: No.
HEYMSFI ELD:  No.
GREENE:  No.
BRUNER:  No.
BLACKBURN: No.
ALMADA:  No.

2 33323333335

CLELAND: The next claim ‘Consunmers who
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use the advertised product can | ose substantial weight

wi t hout reducing caloric intake and/or increasing their
physi cal activity.” An exanple of such a claim ‘US.
patent reveal s weight [ oss of as nmuch as 28 pounds in
four weeks and 48 pounds in eight weeks. Eat all your
favorite foods and still |ose weight. The pill does al

t he work.’

Ant hony, would you start us off on this one,
pl ease?

MR. ALMADA: One underlying theme that has been
alluded to is the m nd set of the consuner. Wy would
they opt to choose or seek a product such as a
transdermal or a product that clains to offer magnificent
reductions in body weight or fat?

There's a culture that 1've long called
nutritional evangelismwhere ny church and ny product
offers the way to spiritual enlightennment in ternms of how
your body | ooks, and that's a very, very infectious
el ement that's often overl ooked.

These so-cal |l ed weapons of mass reduction that
exist -- tinmely -- happen to play upon the enotions and
the vanity elenents of an individual. And one seeks, as
a Holy Gail elenment, a product that works w thout
changing one's lifestyle habits or features or

sel ecti ons.

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

83

And when we delve into the evidence, which is
the only place that we should be delving into, and that's
scientific human studies, well-controlled, using the
right techniques to neasure changes, we find a nunber of
studi es goi ng back at |east alnbst 20 years show ng t hat
agents that are avail able over the counter, that are
natural ly occurring, can achieve significant reductions
in body weight within a period of two to three or four
weeks ranging froma certain fiber extract that was shown
in '84 in the International Journal of (oesity that
produced wei ght |oss of about four and a half, five
pounds in four weeks wi thout any changes in eating and no
change in physical activity to the advent of ephedrine
and caffeine, a synthetic variety, to the advent of the
herbal variety of ephedra or another plant source that
cont ai ns ephedrine and related chem cals, and any
bot ani cal or herbal caffeine source, to now sone
evi dence, although albeit prelimnary, indicating that
green tea or an extract thereof, not the brewed beverage,
can produce changes in body weight w thout changi ng
eating patterns or activity.

That was published earlier this year. It was
not pl acebo-controlled, but nonetheless, it did show sone
evi dence. There are studies show ng that other agents

derived fromother parts of the world, when ingested in
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per haps econom cal |l y unfeasi bl e anounts, that nost
consuners could not afford -- for exanple, an extract of
Garcinia canbogi a consuned in | arge anmounts can change
body weight. Dr. Heynsfield did probably the best study
to date that's been published, at |east, on that actual
ingredient. He found no effect in a well-controlled
study published in JAVA a few years ago. But | would say
that there are several ingredients that have been shown
in different popul ations over short periods of tine to
ef fect changes in body weight and body conposition.

The question is going back to previous
guestions: Do these changes persist after one ceases or
does one continue to | ose weight increnentally over tine
if they continue to use the product?

MR. CLELAND: Can we, in terns of the issue of
scientific feasibility and going back to, for exanple,

t he exanple that | read about 28 pounds in four weeks,
Ant hony, is that sonething that these studies would
suggest was scientifically feasible?

MR. ALMADA: Absolutely not.

MR. CLELAND: |Is there a rate of weight |oss
that we can articulate at which we could concl ude that
wei ght | oss beyond that anount was not scientifically
feasi bl e gi ven our current know edge?

MR. ALMADA: The sweet spot appears to be about
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one pound plus or mnus a quarter to a half a pound a
week over a limted duration of tine.

MR. CLELAND: Can you say that again, please?

MR. ALMADA: One pound plus or mnus a half a
pound per week for up to, perhaps, eight, maybe 12 weeks.

MR. CLELAND: Dr. Stern?

DR. STERN: | would like to go back and ask the
qguestion, what constitutes evidence. And, you know,
NHLBI and NI DDK published their guidelines and they
reviewed | evel of evidence that's necessary to say that a
treatnment is effective. And the highest |evel of
evi dence you have to have, a randomy controlled trial
do you have to have a control that gets everything except
the active ingredient? And, Susan, if |I'mstretching
this too nuch, please break in.

But, you know, if you don't have an appropriate
control group, if the control group isn't getting a
pl acebo, you know, that doesn't constitute the highest
evi dence, because there is a placebo effect, as Dr.
Wadden said, and that can effect, in the short term 15
percent, 20 percent of the people.

MR. CLELAND: Yeah, | think that -- | don't
t hi nk the suggestion is that the studies that were
referred to are scientifically conclusive, but that they

may be sufficient, that at |least in an abstract sense of
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rai sing the question of scientific feasibility, even
t hough there may not be concl usive evidence today as to
the effect.

Now, assuming that that is the case, if we
change the question slightly and define substanti al
wei ght | oss as exceeding a pound a week, does that change
our response in terns of scientific feasibility?

DR. STERN: But also we have to say, over what
period of tinme, because things that cause fluid shifts
can cause substantial weight loss in a week, even five or
si x pounds of weight loss in a week.

MR, CLELAND: Um hum

DR. STERN: But | think that we also have to
| ook over what period of tinme and | would | ook over,
let's say, a four to six or an eight-week period of tine
to sort of sift out those fluid shifts.

MR, CLELAND. Dr. Stifler?

DR STIFLER  Just a couple of quick points.

t hi nk, given the response to sone of the other questions,
it would be hard to say yes to this one. It would be
illogical. Second, | think nost of these ads, the ones
I"'mfamliar with, go back to the very first question and
that is, they inply that this is true of all consuners
and unl ess they have disclaimers or qualifiers, they are

inmplying. So, even if there were mninal evidence on a
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few people, that's really not how the ads are being
presented, | think.

So, | would say just in terns of what we've
al ready | ooked at, there isn't a great deal of evidence
here, in any event. And | think under what we currently
know, it would be virtually inpossible to say yes to this
and no to the previous questions.

MR. CLELAND: Dr. Heynsfiel d?

DR. HEYMSFI ELD: The way | read this is that
you could | ose a substantial anpunt of weight w thout
reduci ng your intake and/or increasing your physical
activity. Just scientifically, how nuch you do that you
woul d have to bl ock absorption, change partitioning or
i ncrease your resting netabolic rate. Those are the
three ways that are left after you elimnate food intake
and physical activity. W've already heard that you
can't bl ock absorption to the extent that woul d be safe
or effective even. Partitioning, there are no agents
that we really know of, and resting netabolic rate, I'm
unawar e of any conmpound that will increase your resting
nmet abolic rate safely or to the point that it woul d cause
substantial weight loss. So, | would agree. But
theoretically, it's possible.

MR. CLELAND: Does it make a difference what we

define substantial weight |oss as neaning in that
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context? |If there's a -- for exanple, let's assune --
and if I"'mwong on this, sonmebody give nme the right
nunber. Let's assune that a person who sustained a half
a pound a week of weight |oss for periods of tinme, four
weeks, six weeks, whatever, that clinically that m ght be
significant even though -- | mean, the question is, at
that level, the answer to this is not scientifically
feasible or do we have to notch that up sonmewhat over the
hal f a pound a week?

DR. HEYMSFI ELD:  You nean the definition of
substanti al basically?

MR. CLELAND: Yes, yeah.

DR. HEYMSFI ELD:  Well, | would think
substantial is nore than half a pound a week, but 'l
| ook to others to define that.

MR. CLELAND: Dr. Wadden?

DR. WADDEN: Just a couple of comments, in
terns of what is substantial, | would conme back to
probably George Bl ackburn's and Judy Stern's and others
definition that substantial is probably going to be that
you achieve a | oss of about 5 percent of your initial
body wei ght, because at that point, you do have potenti al
heal th benefit, you do have potential cosnetic benefit.
So, if you lost half a pound a week for 26 weeks and you

| ost 13 pounds and that was 5 percent, you know, that

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

89
m ght be "substantial."” So, | would define it nedically
as well as potentially cosnetically.

In terns of what is it on a weekly basis --

MR. CLELAND: Yeah. | nean, what is it not
just necessarily on a weekly basis, but what is it froma
-- | mean, this is sort of where we have to translate the
science to the advertising or to the marketing cl ai ns.
And in a sense, | guess, to be the nost direct, that this
guestion reads or our understanding is that substanti al
here neans at |east a half a pound a week, do we cone out
with a different answer than if we say that substanti al
here neans nore than, sonmething greater than a pound a
week over a period of at |east four weeks?

DR. WADDEN: Well, going back to the question,
| don't think we do cone out with a different answer. |If
you go back to what Steve has just said, that it's going
to be inpossible, based on what we currently know, to
| ose even a half a pound a week unl ess you are reducing
your calorie intake or you are, in fact, increasing your
physical activity or you are increasing thernogenesis,
and | think, as Steve has indicated, we're not aware of
any of these products now that are going to result in an
i ncrease in thernogenesis producing even a half pound a
week.

MR. CLELAND: And, certainly, that would
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i nclude wi thout diet and exerci se conponents.

DR. WADDEN: Correct, yeah. Oiiginally, Steve,
| wanted to ask, in your study -- | think you' ve got the
best study to date on caffeine/ephedra. Do you see
reductions in food intake in those individual s?

DR. HEYMSFI ELD:  You do. |1'mnot sure how wel |
that was quantified. The food records are not al ways
easy to get accurately, as you probably know. But our
inpression is that you do see a reduction in food intake.

DR. WADDEN: And, so, it does |ook |ike weight
| oss is occurring through reduced food intake rather than
by increases in resting netabolic rate.

DR. HEYMSFI ELD: Primarily. There are sone
studies reporting increases in resting netabolic rate
wi th caffeine and ephedra, but the effect is a very snal
effect.

MR. ALMADA: | would add that back in the early
'90s, the group that's done the nost work, based in
Europe, has actually ascribed over half the weight |oss
to at | east synthetic ephedrine and caffeine to appetite
reducti on.

DR STIFLER Richard, since people may be of
di fferent base wei ghts when they take these products, I'd
be alittle skittish about defining in terns of a

percent. |f people weigh 400 pounds, you're going to
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have a different effect. | |ike substantial because nost
of the advertising clains define that thenselves, you
know, lose all the weight you want, et cetera. |If they

want to say that a quarter of a pound a week is what they

mean, then presumably, they'll have to substantiate that.
| also want to reiterate nmy point. If we've
said no to the previous six questions, | don't see how we

coul d possibly say yes to this one.

DR. STERN: Again, just to anplify, | think
that we have to distinguish clinically significant from
substantial. They're not always the sane thing. So,
this half a pound or a pound or a pound of weight |oss a
week, over time, certainly can be clinically significant
as, you know, we've said, if it reaches about 5 percent
of initial body weight. But |I don't feel that half a
pound or a pound a week, or, George, let's talk about a
hal f a percent of body weight, that we can then translate
for the consuner into that half a pound or pound a week,
that isn't substantial

Substantial, to ne, nmeans nore as interpreted
by the consunmer. And | don't even think one pound of
wei ght loss a week, as interpreted by the consuner, is
substanti al .

DR. BLACKBURN: Susan, can | ask you to conment

about what's in the U S. dietary guidelines? | think it
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makes nmention -- it uses the |anguage of a half to 1
percent as the safe, effective guidance for weight | oss.

DR. YANOVSKI: 1'mgoing to defer to Van on the
di etary guidelines.

DR BLACKBURN:. Van?

DR. HUBBARD: Well, as | said, the dietary
guidelines basically refers to a general recomendation
t hat you shouldn't |ose nore than one to two pounds and
if you want to -- because of the caveat that sone people
can be extrenely overweight, there is a reference to
using it as a percentage. | don't think that's, again,
pertinent to this question.

Fromthe statenents that Steve and ot hers have
made, if you don't change your caloric intake and change
your level of activity, | don't think there's -- | don't
care what |evel of weight loss you' re tal king about, it's
not feasible to see a reduction in weight that wuld have
any significance.

MR. ALMADA: Rich, if I nmay address a
perspective that perhaps ny fellow panelists haven't
del ved into perhaps because of their academ c or
governnment focus, and that's the consuner rel evance. For
t he consuner, and Judy was speaking about it, would a
pound a week be substantial to the consuner? | would

argue that many consunmers would find a pound a week to be
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very substantial and desirable.

G ven ny experience directly and indirectly
wi th marketing science-backed products for wei ght changes
or body conposition changes, there are many consuners
t hat seek, as their -- seek the weight scale rather than
body conposition as their index of performance, and if
they see a shift of two or three clicks on a weight scale
in tw or three weeks, they are enchanted if they have
had to do nothing else than just take a supplenent or rub
a creamon, assum ng that the cream works.

So, | would argue on behalf of the consuner
t hat substantial to them would be a weight |oss that
woul d be desirable and that they could nmeasure easily and
freely and that would be using a scale or a dress size or
a pants size, in the context of how a consuner would
interpret this.

We have a tendency, being scientists, to take a
reducti oni st approach and address nechani sns, address
clinical significance and inpact, which are of utnost

i nportance, but because we're talking in the context of

advertising, the consunmer relevance, | think, is
par amount .
DR. WADDEN: Just -- go ahead, Van.
DR. HUBBARD: |'d like to hear Tomls comment,

but just as a followup for education and to al so give
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you an opportunity to provide another guestimte, you're
tal king about a | evel of weight |oss that the consuner
woul d find useful or significant. How would you
interpret the consumer's estimation of how | ong that
wei ght | oss should be there to be substantial or
significant?

MR. ALMADA: Are you asking me the question?
"' msorry.

DR. HUBBARD:. Yes.

MR. ALMADA: Are you addressing the issue of
persi stence of weight | oss?

DR. HUBBARD: Right. You said nmaybe a change
in two to three pounds the consunmer would think is
significant. If it's two pounds for two weeks and then
they're back up to where they were, would that consuner
have felt that that was a significant change?

MR. ALMADA: Well, let ne give you -- again
goi ng back to ny sweet spot of one pound a week. | used
just a framework of two to three weeks. Here's a
cl assical exanple that's often used. A woman or a man i s
going to their 25th high school reunion. | need to |ose
five pounds in four weeks, and they find a product that
fits that description or their objective, to them if
they | ose those five pounds or four and a half pounds in

four weeks, they are captivated by that product and they
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will tell their friends and their relatives and their
coworkers, this product works, it worked for ne. Ww, |
lost an inch in ny waist. That's all they need.

DR. WADDEN: Just a quick comment. First, |
don't know a | ot about consumers since |I'm an academ c,
but I do think if consuners were happy with one pound a
week, we wouldn't be here today because we woul dn't have
advertisenments about |ose a pound a week. | nean, we
woul d have -- the advertisements we're concerned about is
| ose 28 pounds in four weeks, |ose 30 pounds in 30 days.
| f consuners were happy with a pound a week, we woul dn't
be nmeeting today. It's the fact that they're not very
excited about a pound a week is that you have all this
advertising that prom ses so nmuch nore.

And to reiterate, I'mnot an expert on
consuners, but in our patients that cone to our clinics
who are all obese individuals -- these are not
i ndi viduals just wanting to | ose five or ten pounds or
what ever. You know, they're folks who want to |l ose 25 to
35 percent of their starting body weight. So, it's a
femal e who's 200 pounds who wants to |lose 50 to 70
pounds, and a pound a week does not cut it for nost
people. If it did, you would find that prescription
medi cati ons were probably selling better. They produce

about a pound a week. But that does not keep people's
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attention. So, | don't think a pound a week for nost
consuners is very exciting.

MR. CLELAND: [I'mgoing to take one nore
comment and then | have to poll this question so we can
nove on to our final one.

DR. STIFLER Again, | haven't seen any ads
that say lose up to a pound a week. | don't think people
woul d buy that product. But | want to go back to the
other issue. Gven the class of products that we're
tal ki ng about, not pharnacol ogi cal agents approved by the
FDA, no product is going to | ose weight w thout reducing
caloric intake or increasing physical activity. So, |I'm
not stuck on substantial weight |loss, |I'mstuck on weight
| oss. So, the answer is no, there's no weight |oss,
substantial or not, if you don't nodify those, given the
cl ass of products that you' ve defined for this

di scussi on.

MR. CLELAND: GCkay. | amgoing to poll this
question, and actually, this one | may poll -- |I'm going
to poll in a couple of different fornms given the
comments. First, | amgoing to poll the question as,

‘Consuners who use the advertised products can | ose
wei ght wi thout reducing calorie intake and/or increasing
t heir physical activity.’” Susan, would you start on that

one?
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DR. YANOVSKI: Yeah. Can you go ahead? |'m

sorry.

MR. CLELAND: | read it wthout the word
"substantial” in the question.

DR YANOVSKI: 1'd still say no.

MR. CLELAND: Dr. Wadden?

DR. WADDEN: 1'd say no as well.

DR STIFLER  No.

DR STERN: No.

DR. HUBBARD:. No.

DR HEYMSFI ELD:  No.

DR GREENE: No.

DR. BRUNER:  No.

DR. BLACKBURN:  No.

MR. ALMADA: Based upon the literature,
absol utely yes.

MR. CLELAND: The other formulation that I'm
going to use based on Anthony's suggestion here is -- or
in part on his suggestion would be substantial with the
under standi ng that substantial is a nmean weight |oss of
at least a -- greater than a pound a week.

Ant hony, would you start there?

MR. ALMADA: Uncertain

DR BLACKBURN: No.

DR. BRUNER:  No.
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GREENE:  No.
HEYMSFI ELD:  No.
HUBBARD:  No.
STERN:  No.
STI FLER  No.
WADDEN:  No.

3333333

YANOVSKI @ No.

3

CLELAND: Okay, all right. Let's nove on
then to the last question or the last claim and
actually, this is very related. ‘Consuners who use the
advertised product can safely |l ose nore than three pounds
per week for a period of nore than four weeks.’ It's

i ke deja vu all over again.

Dr. Heynsfield is going to address this
guestion first and |'m wondering, Doctor, whether you
think it's maybe worthwhile to address the question
wi t hout reference to the word "safe" first and then
consider the word "safe" or whether we should take it as
a whol e.

DR. HEYMSFI ELD: | think taking it as a whole
is probably nore desirable this first pass.

MR. CLELAND: Ckay, let's do that.

DR. HEYMSFI ELD:  Okay. Well, if I'm not
m staken, this is the only one that has nunbers in it

and, certainly, for me, it nmakes it the nost difficult.
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"1l just give you ny views and then | hope others wll
contribute. The question conmes up first about a rate of
wei ght | oss which we're giving here at three pounds per
week. [|'d like to frame that in a context. W have a
little bit of -- actually, we have quite a bit of

i nformati on about rates of weight |oss.

If we take the Irish fasters a nunber of years
ago who literally starved and drank nothing but water,

t hey survived about 70 days and | ost about 70 pounds or
sonmething in that range, about a pound a day. One pound
a day or seven pounds per week woul d be an extraordinary
fast rate of weight loss; in fact, a lethal rate of

wei ght | oss eventually. These were nornmal wei ght

i ndi vi dual s, so people who are obese m ght | ose nore
weight and live a little longer. But that gives you a
frame of reference. Seven pounds a week is a very fast
rate.

Very low calorie diets, Larry is here and he
probably can maybe enbellish this a little bit, but nost
very low calorie diets, ny inpression, produce wei ght
| osses in the range of two to four pounds a week over a
period of time. These are diets taken under nedi cal
supervision. They're usually less than 800 calories a
day and there are risks associated with them and that's

why they're usually done or always done under nedi cal
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supervision. But a rate of two to four pounds a week
woul d be a very high rate of weight [oss and nothing that
anyone woul d recommend wi t hout nedi cal supervision.

We know that from random zed doubl e-blind
trials of the two agents we have now, Meridia and
Xenical, that at six-nonth time points, we produced rates
of weight loss in a range -- nost of these studies had
subj ects who were 100 kilograms to begin with and | ost
about 10 kilogranms at six nmonths. That would be fairly
effective treatnent. Fine, that rate of weight loss is
about a pound a week, one pound a week. So, that gives
you a little bit of a framework.

Now, the problemwe have interpreting this a
bit is that early weight |oss by al nost any treatnent
nmethod is fast for the reasons | nmentioned earlier; that
is you get glycogen and water loss. So, for the first
two weeks of alnbst any diet, you can | ose a substanti al
anount of weight |oss, not unusual to |ose three to four
pounds a week or even nore depending if you have fluid
over|l oad and other conditions like that. So, it's very
fuzzy in that first week or two.

But ny projection would be -- and this is just
a nunmber 1'Il throw out, that if you lost three pounds a
week for the first two weeks, that's six pounds and then

come down to a rate which is acceptable to nost people
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for reasons of safety, not under nedical supervision, two
pounds a week woul d be the maxi nrum we woul d recommend.
That woul d conme to a weight loss in the ball park of about
10 pounds a nonth for that first nonth or two and a half
pounds a week.

So, the proviso then is, yes, you can | ose one
pound a day if you' d like, seven pounds a week, but it's
not safe and it would only be sonething done totally
under nedi cal supervision. And then at the other end,
when we recommend safe rates of weight |oss, we're down
to sonmething |like maxi mumrates, even for the first
nmont h, of about two and a half pounds a week. So, that's
sort of ny nunerical analysis.

DR. GREENE: Rich?

MR, CLELAND: Yes, Dr. G eene?

DR. GREENE: If I'mnot m staken, the data you
are pointing to are average nunbers, they're not the
bel | -shaped curve, for exanple. So, does that change --
if you use the upper limt, would that change your
approach at all?

MR, CLELAND. Steve?

DR. HEYMSFI ELD: | nmean, that was what did get
me concerned when answering this is that -- | nean, |'ve
seen patients | ose 50 pounds in two weeks who were

extraordinarily fluid overload and people |ike that. So,
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that's what you nean, you can | ose extraordi nary anounts
of weight at the extrene.

DR. GREENE: No, I'mreferring to the data from
say Xenical or sone of the other weight |oss prograns
where you're quoted average data and this is worded as if
you can use sonething other than average.

UNI DENTI FI ED MALE: Um hum that's a very good
poi nt .

MR. CLELAND: Let ne follow up on that point.
| think that that is sort of -- that issue is relevant if
you' re tal king about the absolute limts of what the
possi bl e weight loss is as opposed to what would be safe
wei ght | oss.

DR. HEYMSFI ELD: 1s that part of a definition
of feasible or am| wong?

MR. CLELAND: | guess | wouldn't see it
necessarily as part of the definition of feasible, nore,
| guess, of the definition of safe, of how do you
determ ne what safe is in this context and associ at ed
risks. But, Larry, you want to help nme out here?

DR STIFLER  Sure. | think it's inportant
that we do discrimnate between diets under nedical
supervi sion, as Steve said, and not. So, off the table,
| assune is the anount of weight | oss acceptable and

consi dered safe under nedical supervision. W needn't
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argue that here.
It still bothers ne a little bit with respect

to the issue not under nedical supervision because back

to George's point earlier, | think you have to define
that in ternms of the base weight that someone has. |If
you cone in at 350 pounds, |I'mnot sure | would agree

that nore than two pounds a week is necessarily unsafe,
with or without co-norbidities.

Second, | don't usually hear this in the
di scussions, but |I'malso concerned about if people are
dieting on their own, the nutritional quality of diets.
|"d rather see soneone | ose three pounds on a
nutritionally sound diet who wei ghed 250 pounds than sone
of these really weird diets or even a high fat diet,
whet her you define that as weird or not, and | ose two
pounds a week. So, | think the nutritional quality of
what people's intake is is inportant, even independent of
whet her they're doing activity.

Also, | think there's the issue of efficacy.
There's this view that the public has, not supported by
any science at all, and correct ne if I'mwong, that
slow weight loss is the way to go. Well, | know three
revi ew studi es enconpassi ng maybe 50 or 60 studies in
total and there's not a single study that | know of that

indicates that slow weight loss is effective long term
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t hat peopl e even get weight loss. As a matter of fact,
two of the articles are essentially entitled -- if | can
par aphrase -- the nore rapidly you | ose weight, the nore
wei ght you | ose and the nore wei ght you keep off. So,
even there, Steve, |'d rather see soneone |ose two and a
hal f pounds on their own on a reasonably nutritional
di et, and keep | osing weight and not get discouraged and
not drop off the diet. There's nothing safe about | osing
a pound a week if you quit the diet in three weeks.
You're still 250 pounds and you still have five nedical
risk factors.

So, | think you have to balance the reality of
what a consuner can really do, their expectations and
whether they will conply with a diet against the safety.
So, I"'mnot sure where |I'd put that nunber wi th people
that aren't under nedical supervision. | may go back to
CGeorge' s suggestion that you define it in terns of a
percent of existing body weight. But even there, there's
so many ot her issues, again, like nutritional quality and
whet her people will stick to the diet that | think this
is adifficult question to cone up with a precise answer
that nmeets the science and neets the requirenents of the
average dieter.

MR. CLELAND: A couple of reactions to that,

Larry. One is that, yes, we are tal king about safety in
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the context of nedically unsupervised self-nedication
essentially, and two, the word "safe" here is -- | got a
sense fromwhat you were saying is that you were thinking
of safety in a context of not -- well, that there's a
conparative offset. By losing this weight, by |osing
t hree pounds a week or four pounds a week, you may be
reduci ng these other risk factors and, therefore, the sum
total of the risks for the individual may be ultimately
| ess, which isn't necessarily the sane as saying that
what you're doing is safe.

DR STIFLER. But that's ny problem It may be
safe, but you really do have to | ook at the alternative,
whi ch neans that if you're not |osing weight or you're
not conplying in the diet or you're on a nutritionally
i nadequate diet, is that safe? So, it's hard for nme to
define safe independent of what the alternatives are. |If
you don't | ose weight and you have co-norbidities, you're
not in a very good place. That's not safe either.

DR. HEYMSFI ELD:  Maybe Van and Sue can speak to
this, but I think our current culture about the safe rate
of weight loss cones |largely fromthe study of gall stones
where people collected, literally, hundreds of cases of
gal | stones and | ooked at the relationship between the
ri sk of gallstone devel opnent during dieting and the rate

of weight loss, and pretty nmuch the cut seens to be
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somewhere around that several pounds a week as being the
upper limt that still is associated with the relatively
low risk of gallstones. But, Sue or Van, do you want to
comment on that at all? Am1 right about that?

DR. HUBBARD: To sone degree. | nean, the
onset of gallstones, and al so synptomatic gall stones, to
a large extent, are those -- in a few studi es they have
done prospective analysis. The onset of gallstones is
al so somewhat dependent upon the diet itself. And so,
many of the studies in which they saw a rapid onset of
gal | stones had a | owfat conponent. So, you weren't
physiologically stimulating the gall bladder. So, there
is a physiological relationship as well.

| think as we are making statenments about
relative rate of weight |oss and the safety thereof,

t here are always individuals who can | ose | arger anounts
of weight safely conpared to others, and what we're
trying to do is establish sonme |evel that is reasonable
to be safe for the general population that is not seeking
any type of nedical advice. And | think when we do that,
we do assert some |evel of increased caution

MR. CLELAND: Let nme go back to one point, Dr.
Heynsfield, a statenment that you had nmade that you had
seen an individual |ose as much as 50 pounds in a couple

of weeks, | think you said. Can you el aborate on the
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ci rcunst ances where that m ght occur?

DR. HEYMSFI ELD: Sure. |If you have a patient
who's norbidly obese and they conme in for obesity surgery
and you put themin the hospital ward, it turns out that
many of themw || have | atent congestive heart failure
and other fluid retention states and when they're put
into bed, a lowsalt diet, calorie-restricted, they often
dieresis, it's called, and | ose a trenmendous anount of
water weight. It's very comon.

MR. CLELAND: Any additional coments on this
guestion? Dr. Wadden?

DR. WADDEN: Just a quick one. Just to
reiterate, | think, what Larry has said that | think you
have to distinguish between nedically supervised wei ght
| oss and unnedi cal |y supervi sed wei ght | oss, and the | ast
thing we want to see is people being encouraged to | ose
nore than three pounds a week for |onger than four weeks.

Dr. Bl ackburn can recall better than | can
1977, liquid protein diets. People went on these diets.
Fifty-nine people died nationw de. They were |osing
wei ght at the rate of three pounds a week or nore --

DR. HEYMSFI ELD: Right, that's the other
exanple is the liquid protein diets.

DR. WADDEN: So, | think, to echo what Van has

said, you want to inpose a neasure of safety, to set a
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safe standard for the public. Certainly, you can |ose
t hree pounds a week on sonme of these radical diets, but |
don't think you can do it safely. You have to be
medi cal |y supervised to | ose that nmuch wei ght safely for
that period of tine.

DR STIFLER. Ceorge, | keep nentioning you.
Can we go back to the suggestion nmaybe of a percentage --
| nmean, |'mnot opposed to setting a weight. You know,
we do our diets under nedical supervision, but |I'm not
sure where you want to make that cut-off and I'mnot sure
at 300 pounds, if sonmebody is dieting, that I want it
to be at the sane place as sonebody at 160 pounds if
we're trying to define safety.

DR. BLACKBURN:. Still, if we're tal king about
fat 1oss and now we're | eaving the 200-pound person to
300 pounds, you know, then there's another 1,000 calories
on the table and | still think that you can -- if you're
tal king about fat loss, get rid of this front-end
dieresis and | think in this exanple, we're picking it up
after -- are we including the first week or not? Let's
see --

UNI DENTI FI ED MALE: Well, the way it's witten,
it does.

DR. BLACKBURN:. In the first two weeks, right.

So, it includes that. I'ma little bit surprised.
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don't have an el ephant-like menory, but | renenber as we
wal ked through -- we're now at about the fourth set of
the U S. Dietary GQuidelines. It used to be 1 to 2
percent, that was thought not to be safe, and we reduced
it to a half to 1 percent. And why we're having science
silenced fromthe agencies who developed this is alittle
bit surprising to ne. But |I'd be willing to bet that it
now says a half percent to 1 percent is a safe,
unsupervi sed public guideline for changi ng of weight,
reduced fromearlier editions that were 1 to 2 percent.

DR. HEYMSFI ELD:  So, 1 percent would be three
pounds for someone 300 pounds?

DR. BLACKBURN: That's right.

DR. HEYMSFI ELD:  That's pretty heavy. So, the
t hree pounds here woul d cover nost people.

DR. BLACKBURN: | certainly think it's safe.
think it was with scientific evidence that the velocity
of weight loss, in part due to the liquid protein fiasco,
was reduced from1l to 2 percent to a half to 1 percent
for unsupervised, public health change in body weight.

MR. CLELAND: Let's go ahead and poll this
guestion with the assunption again that safety here is
wi thout nmedical -- we're tal king about safety w thout
medi cal supervi si on

Dr. Yanovski, yes, no, uncertain, at the three-
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pounds- f or - nor e- t han-f our - weeks | evel ?

DR. YANOVSKI: Again, if we're not going to do
it as a percent, | would say no, but really changing it
to sonmething |ike 1 percent would probably nmake nore
sense, nore than 1 percent.

DR. WADDEN: |1'd say no as it's witten.

DR STIFLER. At three pounds, |I'd still say
no, yes. No, period.

DR. STERN: 1'd say no. But is there also a
way, Rich, that we could add in Dr. Yanovski's caveat
about greater than 1 percent a week?

MR, CLELAND. Well --

DR. STERN: In the sense that then that could

be applied to all people.

MR. CLELAND: Yeah. | nean, the 1 percent
can't be applied to all people in a context of a -- if
you're looking to develop -- | nean, what we're | ooking

for is something that we can say is or isn't

scientifically feasible. In the context of this claim
if it is-- 1 think it does -- in an instructive context,
it does matter whether it's weight or percentage. |It's

just not generalizable as a percentage when you're
| ooking at it froma marketing point of view
DR. STERN: 1'Ill vote no.
MR. CLELAND: If it's three pounds, if it's
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four pounds. But based on what George said down here,
think three pounds, if that's 1 percent, 300 pounds --

DR STERN: Right.

MR. CLELAND: Ckay.

DR. WADDEN: Well, given the nation's math
skills, it's hard to take even 1 percent of your starting
wei ght .

MR. CLELAND: Yeah, | know that's what you're
t hi nki ng. Van?

DR. HUBBARD: | would say no as currently
descri bed.

DR. HEYMSFI ELD: | think what Van said is very
inmportant, that there's a margin of safety that we shoul d
consider for the public. So, | would say no, too.

DR GREENE: No.

DR. BRUNER:  No.

DR BLACKBURN: No.

MR, ALMADA: No.

MR. CLELAND: That concludes all the clains
that we were going to look at this norning and consi der.
| certainly want to -- don't get up fromyour seats yet,
please. | certainly want to thank all of the panelists
this nmorning. It was trenmendous from my perspective just
to be able to sit here and have this discussion. So,

again, | want to thank you very nuch
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| would also like to invite any nmenbers of the
panel, and as the Chairman said this norning, we wl|l
continue to take additional coments, so if the panelists
have any additional comments or any references that they
would like to provide to us, authority that they think we
ought to take a | ook at on any of these points, we would
certainly encourage you to do so and commt that we would
review that material. So, thank you very nuch

(Wher eupon, at 12: 00 p.m, a luncheon recess

was taken.)
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AFTERNOON SESSI ON
(1:30 p.m)

M5. ENGLE: Good afternoon. [If you could take
your seats again, please. And once again, | would ask if
any of you have a cell phone or an el ectronic pager or
the like to turn it off.

To open this afternoon's session, |I'mdelighted
to be able to introduce Comm ssioner Sheila Anthony.

COWM SSI ONER ANTHONY:  Good afternoon and
wel cone to the afternoon session of this workshop. As
with all Comm ssion workshops, |I'"'mhere to learn. In ny
estimation, our workshop activities are probably some of
the nost inportant things we do. They help ne personally
by giving nme information into issues that | nust decide
as a conmm ssioner. They provide a useful forum where
interested parties can get together in a non-adversari al
forum and express their views, and when it works,

di fferences are narrowed, potential problens are flagged
and plans for analyzing and resolving problens are
concei ved.

I'd like to thank all of you who have
partici pated, both audi ence and panelists, and also the
FTC staff who has done a wonderful job in putting

together this very inportant workshop.
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The goal of the workshop is to explore
alternative approaches to reduci ng deceptive clains in
advertising for weight |oss products and to provide the
FTC staff and interested parties an opportunity to
di scuss new strategies for fighting weight |oss fraud.

It seens clear to nme that our existing strategies sinply
are not enough.

The FTC s Consuner Protection Mandate can be
daunting in the face of an endless variety and vol une of
deceptive clains about the safety and efficacy of dietary
suppl enents and wei ght | oss products.

Chasi ng wei ght | oss prograns and products on
the Internet literally could utilize all of our
resources. We, obviously, have to make difficult choices
in the cases that we choose to investigate and those that
we prosecute. Qur efforts have been directed so far to
t he nost outrageous and egregious clains, but | worry
t hat even ot her unsubstantiated clains are going
unchal | enged.

On behalf of the public, the Comm ssion needs
all the help it can get and we are asking both industry
and the nedia to step up to the plate and hel p us prevent
t he di ssem nation of deceptive weight |oss clains.

| believe there needs to be nore and better

self-regulation in the dietary supplenment and wei ght | oss
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i ndustry. Individual dietary supplenent and wei ght |oss
mar keters nust take a nore active role in review ng the
clainms made in their advertising and nmake sure these
clainms are properly substantiated and that their ad
agencies aren't exceedi ng responsi bl e bounds.

The National Advertising Division of the
Counci| of Better Business Bureaus, created in 1971, is a
nodel of effective, private, self-regulatory prograns.

It works and it has the respect of the advertising and
mar keting community. The NAD qui ckly investigates
conpl ai nts agai nst advertisers brought both by consuners
and other advertisers, and if an advertiser disagrees
with a decision, it can appeal the decision to the
Nat i onal Advertising Review Board, which has nenbers from
both i nside and outside of the advertising industry.

One of the hall marks of the NAD sel f-regul atory
programis that all decisions are made public. This
enhances its credibility and it provides val uabl e
information to consunmers. The Children's Advertising
Review Unit is an exanple of a specialized segnment of NAD
that focuses especially on advertising to children.
Couldn't a simlar type program be established for
di etary suppl enents and wei ght | oss adverti sing?

Andrea Levine is on the next panel and she's

the Director of NAD and will offer sone very productive
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suggestions, I"msure, and | look forward to hearing this
di scussi on.

Another trend we are seeing is that usually
responsi bl e i ndi vi dual conpani es cannot resist the
tenptation to copy successful deceptive pronotions. The
proliferation of copycat products, particularly in the
wei ght | oss area, |leads ne to believe that sone industry
menbers want to piggyback on that success to get a piece
of the pie.

| also believe the nedia has an exceptionally
inmportant role to play in protecting their reading and
vi ewm ng consuners fromfraud. Newspaper, magazi ne, radio
and cable TV should follow the | ead of the major networks
and responsi ble news print and refuse to run or pronote
those ads that on their face prom se incredible and
unachi evabl e results. Qur recent experience suggests
that some nedi a nmenbers either are not paying cl ose
enough attention to the ads that are being run or are
pl aci ng their pocketbook interests above the welfare of
the public, whomthey purport to serve.

| hope the nedia will also step up to the plate
and choose to forego placing ads that result in a fraud
on the public who, after all, are their custoners, too.
When | view or hear sonme of the ads in otherw se

reputable print, cable and radio, that these nedia are
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accepting noney for publishing, you'll understand why I
say it's hard to respect themin the norning.

The Conmmi ssion's recently published wei ght |oss
report concluded that false and m sl eading clains, such
as exaggerated weight | oss without diet or exercise, are
wi despread and are increasing and have increased in the
| ast decade. These ads prom se what they cannot deliver
to a sonetinmes desperate audi ence. Conmm ssion | aw
enforcenment action alone is not enough. W are here to
| ook for alternative approaches to reduci ng deceptive
clainms in advertising for weight |oss products and | | ook
forward to hearing the presentation of the panel this
afternoon. Thank you.

| NDUSTRY PANEL

M5. RUSK: Thank you, Conm ssioner. W heard
the Chairman this norning and Conm ssioner Anthony just
now tal k about how inportant it is to consider
alternative approaches to | aw enforcenent, and our panel
this afternoon will be | ooking at what the industry can
do and I want to thank everybody who agreed to
participate. | knowthat all of you have initiated
efforts in sonme formor another to deal with this very
chal | engi ng probl em and we want to hear what each of you
have to say. W may have to nove at |lightning speed this

afternoon. W have an ever shorter anount of time than
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this nmorning s panel

So, I"'mgoing to junp right in and ask each of
you to introduce yourself in 30 to 60 seconds, tell us
your affiliation and what your interest in the weight
loss area is. Wiy don't | start with Brad.

MR. BEARNSON: My nane is Brad Bearnson. |'m
General Counsel for Icon Health and Fitness. [|I'm
probably the interloper here in the sense that this panel
and workshop today didn't necessarily include initially
fitness equi pment conpanies. But at our behest, the FTC
was graci ous enough to give us a spot on here, primarily
out of our fear that the brush we devel op here, we may
wel |l be painted with here in the future. So, that was
our primary concern.

MR. CORDARO M nane is John Cordaro. |I'mthe
President and Chi ef Executive O ficer of the Council for
Responsi bl e Nutrition, which is a trade association of
approximately 85 manufacturers of dietary supplenents,
some of who manufacture and nmar ket wei ght nmanagenent
products. This has been an area of interest at CRN for
some tinme. Recently, we've initiated a working group
within CRN to devel op overall guidelines for
substanti ating clainms, which would include weight |oss,
and we've al so had di scussions with NAD about exploring

the possibility of a role for an outside third party
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group to be of use in this area.

DR. CGREENE: |I'mHarry G eene, Medical Director
at Slim Fast Foods and |I'm here representing the
Partnership for Healthy Wi ght Managenent.

M5. LEVINE: |'m Andrea Levine, Director of the
National Advertising Division, which is the advertising
industry’s self-regulatory forum which was so gl ow ngly
descri bed by Comm ssioner Anthony. Thank you. | hope we
can live up to your accol ades.

Qur mssion is to ensure that clains in
national advertising are truthful and accurate, a snall
task, and I have a staff of five attorneys whom | do that
wi th and we have handl ed many cases in the diet product
area and are interested in, you know, what nore help the
self-regulatory forumcan be in resolving what are sone
difficult advertising issues.

MR MGJFIN. |'mMchael MGQffin, |I'm
President of the American Herbal Products Association.
W're a trade association that represents about 200
conpanies, primarily marketers of herbal dietary
suppl enents, including some products that are pronoted
for weight loss. | think my main interest in being here,
AHPA has years of experience in |ooking at self-
regul atory nodels for our trade, and we hope to be able

to offer some ideas in that regard for advertising weight
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| oss cl ai ns.

M5. MYERS: W nanme is Lisa Myers and | have
the privilege of serving as President of the Electronic
Retailing Association. M nenbers are conpani es who use
the power of electronic nedia to sell things directly to
the public, and | have the distinction of having counted,
at sone point in ny menbership, the conpanies that were
behi nd both of the shows that started our proceedi ngs
t hi s norni ng.

The vast majority of the menbers of ERA, and |
woul d venture to say all of the current ones, are quite
concerned about -- out of enlightened self-interest -- we
are a trade association, but out of enlightened self-
interest, we're very concerned about consuner confidence,
and therefore, we've taken a very aggressive role in
i ndustry self-regulation since our formation in 1990.

And since the marketing of weight |oss products and
fitness equipnment is a major category, we have a keen
interest in the proceedings here today. Thank you.

MR. SECKMAN:. |'m David Seckman, |'mthe
Executive Director of the National Nutritional Foods
Associ ation. W're a trade association that's been
around for 66 years now. W represent over 1,000
suppliers and distributors of dietary supplenents and

over 4,000 retailers and we're interested in
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participating today because we have a direct link with
t he consuners through our retail stores.

MR. SHENDER M nane is Lou Shender. |'mthe
Vi ce President and General Counsel of Jenny Craig. W
have an interest in these proceedi ngs, obviously, as a
player in the area that advertises responsibly and has a
responsi ble program |t concerns us that others damage
both the industry and us unfairly with quick fix
sol uti ons.

M5. RUSK: Thank you. | want to get very soon
to hearing fromthe panelists about the specifics of sone
of their efforts to self-regulate, but first I want to
ask particularly the individual conpanies if they would
like to comment at all on their perception of the problem
in this industry and how it affects their conpanies and
the pressures that nmay conme to bear on their own
mar keting staff. So, if any of you would |ike to comment
on that subject area.

MR. BEARNSON: | think one of our concerns was
in the whole weight |oss area, conpanies tend to take a
very expansive | ook at who their conpetitors are, and |
t hi nk we, as an exercise equi prent conpany and primarily
a manufacturer of hone exercise equi pment conpany, View
oursel ves as sonewhat in the weight |oss business, and

certainly there will be those wi thin our conpany that
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view our potential conpetitors as those in the
nutritional supplenent and other, | guess, weight |oss
means. And we've certainly had sone concerns with sone
of the clains that you see touted about and that we've
di scussed here today, literally out of the concern that
we hope to legitimze the weight |loss industry through
what we believe really ought to be |ifestyle changes as
opposed to quick fixes or magic bullets that's been
referenced here today.

M5. RUSK: Anyone el se?

MR. SHENDER | nean, | guess | would generally
share that view. Earlier during the introduction it was
said that sonme of the responsible players are tenpted to
act irresponsibly in light of the advertising that others
have. M experience is that that's not particularly
true. We do get questions fromtime to tinme fromthe
mar ket i ng departnent that m ght be bringing other
people's ads to notice in the | egal departnent.

But on the whole, | think even the marketing
departnment, while they feel the pressure to market
aggressively do so responsibly. The concern, again, is
that there are legitimate players out in the marketpl ace,
i ncludi ng us, who m ght not have painless or what people
perceive to be painless solutions or quick fix solutions

or creans. And just out of our own self-interest, we
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want to nmake sure that people understand they have to --
that the quick fixes just aren't going to work for them

M5. RUSK: W' ve heard comment from sone of the
associ ations and sone of the conmpanies that a |ot of the
parti es engaged in the nore outrageous advertising are
not nenbers of their association and we heard the
chai rman tal k about overseas operations and the
chal l enges that we face there, and |1'd be interested, if
some of you have thoughts about who these parties are,
how t hey operate, and al so whether any of your
associ ations or any of your conpani es have ever taken
action agai nst sonmeone that they felt was engaging in
deceptive advertising, either formally or informally.

M5. MYERS: Well, we have both formally and
informally. ERA, fromits inception, again, worked on
the creation of formal guidelines that our nenbers are
required to adhere to, that for the nost part mrror what
the law requires already, although | have to confess that
in a couple of instances, in recent guidelines, notably
those in the advanced consent nmarketing area, what you
guys have been calling negative option, we slightly
exceed what the lawrequires in order to anticipate
probl enms that consumers will have. Qur nenbers are
required to certify that they' Il abide by the guidelines

when they join ERA, and if -- in the case of shows that
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t hey produce, like the shows that you saw this norning,
they're required to individually certify that the shows
nmeet the ERA guidelines.

| f a nenber has certified a show or a non-
menber chooses to certify their show and we get a
conpl ai nt about the show, that it is violating the
gui del i nes, we have an outstandi ng review board conpri sed
of five individuals, one of whomis Mary Esquenaga who
served 13 years at the Federal Trade Comm ssion; Wally
O Brien who worked with NAD is a nenber of our review
board, and so forth.

And if we get a conplaint on a show and it
| ooks like it may be outside of the guidelines or
violating them if it's a certified show, we'll then take
the show to NAD and NAD wil | institute a formal review of
the program And if they find that the programis in
violation or is making unfair clainms or clainms that they
can't substantiate, our nenbers have an opportunity to
either pull the show and correct it or pull the show
permanently or do none of the above, and if they do none
of the above, ERA will go along with NAD and will file a
conplaint with the Federal Trade Conmi ssion

W' ve | ooked at 28 shows produced by nenbers.
l"mstill enployed, although |I check that paycheck every

week. We | ook at nmenbers' shows as well as non-nenbers
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shows and nenbers who fail to cone into conpliance are --
we don't wel cone their nmenbership or their support, even
t hough for a small association it hurts sonme days to turn
away the cash that woul d otherw se be available to us, we
don't take it.

| think NAD does a marvelous job and | told
Andrea that | was going to say that. | think they need
nore funding both fromthe private sector and the
government sector because there are three big problens
with what we're doing now One of themis that it takes
an awful lot of time in a very fast-noving industry to
consider and allow for the fair due process. The second
problemis that it's enornously expensive to prepare the
kind of briefs that are required to really fairly | ook at
a show, and the third problemthat | face is that our
approach, heretofore, because of those two reasons, has
been pretty opportunistic. W hit those shows that are
really the outliers.

M5. RUSK: Lisa, can you give us a sense, in
the tines that you have gone through this process, how
| ong does it take and what kind of response do you get at
the end of it?

M5. MYERS: Literally, we had one show that has
been mentioned several tines in this roomtoday, we first

prepared a conplaint to NAD, our tine |line was about 10
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weeks internally. W then went to NAD and we di scovered
t hat the show was being | ooked at by a District Attorney
in a particular part of the country and because it was
under active investigation in a particular district, NAD
chose not to | ook at the show By the tine a final
consent decree was signed, a period of al nost between
t wo- and-a-hal f and three years had gone by, and in an
industry that is direct response, that's a long tine for
the activity to go on.

So, it's an inperfect world, but we are | ooking

forward to -- we've created a task force to bring the ERA
Programto the next level. W're |looking at ideas. M
menbers are not -- |I'mnot speaking for all of themyet,

we're looking at it. But |I think we're going to nove
toward the hiring of a full-tinme onbudsman who will still
not see everything but will |ess opportunistically, nore
routinely, review all of the advertisenents that ny
menbers produce, and we're going to bring sone nethod to
the process, |ooking at those shows that are airing with
the greatest frequency, that are hitting the greatest
nunber of consuners, as opposed to waiting for a
conplaint to conme in. |It's an inperfect process, but |I'm
really proud of the industry for trying.

M5. RUSK: We've noved on to ny next subject,

which is fine, which is what is going on with each of the
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panel i sts' associ ations or conpanies internally to deal
with this problem and | do want to sort of focus on
that, | think, first, and then tal k about the NAD nodel
with an external review process, and | know that AHPA has
initiated an effort to cone up with guidelines and | know
each of you have been engaging in different approaches to
t his.

So, I'"'mgoing to ask Mchael, | think, to talk
about his efforts since that is well underway and I'd
al so be interested in hearing fromyou candi dly about
what sone of the challenges are in the process.

MR. MCGUFFIN:. Okay. | found it interesting to
hear Conm ssioner Anthony state that Conmm ssion | aw
enforcement and the law is not enough. | think we all
know that. | think that's why we're here today, as the
press rel ease that announced this hearing stated, that
we're here to explore alternative approaches to reducing
deceptive clains in advertising weight |oss products and
to explore new approaches for fighting the proliferation
of m sl eadi ng cl ai ns.

We' ve been in this conversation with the
Federal Trade Comm ssion for several nonths. W' ve net
with Rich Celand and Mchelle on a nunber of occasions
just to tal k about concerns that we have about

advertising of weight |oss products specifically, and an
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i dea was generated that we should |look to an industry
standard gui delines for advertising weight |oss products.

Qur observation was that the Comm ssion was
very receptive to that idea and we're really trying to
stay focused on just dietary supplenents. That's who we
represent, that's what our nenber conpanies sell.

What we found was that this docunment already
exists. As Dr. Geene nentioned, Partnership for Healthy
Wei ght Managenment -- and this is in everybody's handout,
| guess, when you canme in -- produced this voluntary
gui delines for providers of weight |oss products or
services in February of 1999 and we've used this as the
starting point for our conversation. It's a good
docunent, but in spite of the fact that it says products
here, it's al nost exclusively for weight |oss services;
for clinics, yes, the products that are sold at those
clinics, but it's not for stand-al one dietary
suppl enent s.

So, with this is our starting point, we just
came up with an initial draft pulling pieces out of this
and started to distribute that to about a dozen AHPA
menber conpani es who had expressed an interest in being
involved in this process either because they sell these
ki nds of products or they represent conpanies that do in

some capacity or another.
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Where we've found -- | don't want to spend too
much tinme, although | do want to give just a little kind
of overview and a few details. W've ended up with a
draft that is conposed of four sections, things that you
shoul d al ways say in your advertising for weight |oss
products, what are the nessages that nmust be in that ad?
Conversely, what you should not say in any weight |oss
ad, what kind of statenents should never be in a weight
| oss ad.

We al so came up with sonme i deas about
information that should be in advertising if it's not on
the label. That was the third group. And then we cane
up with additional optional information that you m ght
consider including. And this was kind of a natural
process. W didn't start with the idea that we should
come up with these four divisions, we just started
talking to each other and that's what we arrived at.

We al so ended up thinking that it was inportant
to add a section that would repeat sonme of the current
FTC regul ati ons about endorsenents and testinonials
because we know that that's a really -- you know, it's
sonething that's often used in the advertising of these
products and we shouldn't ignore it.

| do want to tal k about sone of the specifics

and | want to be cautious. This is very nmuch a work in
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progress. Nothing here is fixed. But |I do feel
confortable in sharing sone of the ideas, but you really
need to hear themas ideas. These are sone of the ideas
t hat have been presented about what kind of information
must be included in the advertising of weight |oss
products.

Identification of the ingredients. Now, that's
not required by Federal law, but there's a sense that if
what we're really tal king about is addressing the needs
of the consuner and they've already used a product that
contains pick an ingredient and they didn't like it or it
didn't work for them then the best way to protect that
consuner before they buy another product is to let them
know that it's the sanme ingredient so that they can make
that decision in a nuch nore informed manner. Again,
this was just an idea.

We've al so had a few people -- one conment that
canme back said, well, let's focus just on the primary
ingredients, we don't want to have to repeat the | abel on
the advertising. That's not the place where the consuner
needs to find that. They need to find that on the
package of the goods. And there's also -- there are sone
conpani es who believe this should not be required in
advertising, that are very protective of the very few

square inches that they've got on that page.
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An idea that there should be a statenent that a
product be used as part of a programthat includes a
heal thy diet and sufficient exercise. Again, though with
a concern that that be stated in context of what's
actual ly known about that product. And it was
interesting, one party said that they were concerned that
conpani es woul d abuse that by saying eat one bag of
Fritos and do three hours of exercise a day and |
guar antee you, those Fritos will help you | ose weight.
So, there was sone caution about that, you can't just say
and di et and exercise and assunme that that will fix that
conmuni cati on

Some comments about making sure that you follow
the label claim that you don't take nore than is
recomended. There were a few other points, but | think
t hose were the main ones.

Wth regard to statements that should not be
i ncluded, we talked a | ot about safety and we started
with an idea that you shouldn't just say 100 percent
safe. But there were a |ot of ideas about how you woul d
word that in ternms of the |abeling of the product used in
-- according to the directions for use, reference to
appropriate | abels on the package w thout needing to
repeat whatever cautionary statenent in the adverti sing.

FDA approved shoul d never be on the
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advertisement of any dietary supplenent. To the best of
ny know edge, there's no FDA approval for a claimfor a
di etary supplenment and it shouldn't be on those
advertisings. There was a suggestion that maybe before
and after pictures should be advised not to be used. Any
statenment that inplies rapid, speedy or quick results.

Maybe et me wap this up, but you get the
i deas. What we've tal ked about is just kind of
brainstormng. W're really at an early phase. And I
want to go back to here's the nodel. This first word
here is partnership and this first word here is voluntary
and | think we really -- we want to borrow fromthis
nodel in the same way that the Comm ssion can't do it
al one, the industry can't do it alone. W kind of need
the sane intention of this group where academ ci ans and
scientists and health care professionals, organizations
pronoting the public interest can find a forumwhere we
can get together and hash this out and conme up with a
docunent that provides guidance, not only for industry,
people that are putting advertising out into the nedia,
but also to the nedia.

| am goi ng back to Conm ssioner Anthony's
statenment. The Commi ssion can't do it alone, the
industry can't do it alone. |If the nediais willing to

run these ads -- |'ve brought sone exanples here of just
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things that |'ve picked up in the [ast couple of weeks.
| don't want to spend too nuch tine --

M5. RUSK: M chael, before you get to that, |
want to ask you on your list of clainms to be avoi ded
whet her having sat through this norning and the effort
this nmorning to come up with a list that people generally
feel are scientifically not feasible for any weight |oss
product, whether you have a sense from going through this
process and having di scussions with your nmenbers about
whet her they woul d be anenable to incorporating a short
list like that into your guidelines.

MR. MGUFFIN: | took copious notes this
norning. One of the ideas that had been presented
earlier was any statenent that inplies that weight |oss
will be long-lasting. That's sonething we've already
tal ked about. Any exaggerated or unsupported claimfor
which there's insufficient substantiation. | nean, that,
in a sense, is just repeating the law. The | aw al ready
says that. But, again, | took notes seriously. | think
there are -- it's a challenge to this group to | ook at
t hose wei ght points that were identified by the first
panel and determ ne what do we want to do with those. |
think they do all need to be addressed.

M5. RUSK: So, you think you're at | east

receptive to the idea of working with that concept of a
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list of -- okay.

M5. MYERS: For the record, I'mnot sure we
are.

M5. RUSK: Ckay. You want to give us your
t houghts on why you don't think that woul d be workabl e?

M5. MYERS: W feel very strongly that you have
to | ook at each particular adverti senent on a case- by-
case basis and you have to | ook at the context in which a
reference to the principles that were nmade this norning,
if you ook at the context in which those clains are
made.

l"mnot a scientist and I'mnot an attorney and
|"mnot a nutritionist, so | have the uni que position of
not being very expert in any of this. But as a non-
expert consuner sitting in the audience, | heard on the
panel this norning a great deal of anbiguity. The votes
were clear, nobody broke the pack and said anything other
t han no, no, no, no, no. But as | heard the discussions,
| heard a great deal of ambiguity around the topics being
di scussed.

So, we don't oppose the principles, but we feel
that it's inportant that advertisenents continue to be
| ooked at on a case-by-case basis with the clainms in the
context in which they' re nade.

M5. RUSK: Do you think that whether you agree
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with whether the list this norning was obvi ous enough,
that there are certain types of clains that are just so
outrageous that it should be possible to come up with
sonme exanples that we could agree w thout having to get
into substantiation review, w thout having to engage in
ad interpretation, they're just not plausible, we can all
agree to avoid the clains?

M5. MYERS: When you see an egregious outlier,

| think it is self-evident that it's really bad. Wen we

saw -- | don't think anybody in the room | ooked at the
two shows this norning and said, well, those clains could
be true. | think we had that sanme reaction. But when

you | ook at the principles, the eight clains in
isolation, with the possible exception -- the probable
exception of the one claimin which the claimis made
that you can | ose weight w thout diet and exercise, |
think that case was pretty unani nously nade. But | could
see a context in which each of the other clains could be
made wi th appropriate disclainers and --

M5. RUSK: So, a claimof permanent weight
| oss, given the discussion this norning, you think
t hat --

M5. MYERS: |I'mnot a scientist, but | heard
panelists on the panel this norning nmake the point that

if you continued -- as long as you continued to ingest a
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particular thing, that it was permanent in that context.
So, if you said, it's permanent as |ong as you keep doing
it, that's a context question. So, it's a permanent
claimwith a qualifier. 1'mnot sure, |I'mnot an expert.
But | think that we fear, in the energing science, that
i ssues do need to be | ooked at on a case-by-case basis.

M5. RUSK: Do other people have reactions to
the idea that there is a category of clains that are so
cl ear both on the science and how they're presented in
advertising that there could be general agreenent that
these are clains that everyone ought to be avoiding in
advertising? | wonder if anybody has a view different
fromLisa's on this or the sane or --

MR. CORDARO M inmrediate reaction is that the
answer is yes, the other part of me says, with those
ki nds of clainms, how can anyone be so gullible. Probably
everyone in this roomgets e-mails from people from al
parts of the country saying they have $30 mllion that
t hey have access to, but for sonme reason, they only need
a few thousand dollars to help thembreak it |oose, and
if I"ll send themthose few thousand dollars, they wll
gladly share 20 or 30 percent of that $30 mllion with
ne.

| read that and | delete it or sonetines |'|

send it to a friend and say, hey, | finally found a way
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to deal with the problens with the stock nmarket, you
know, here's a quick way to nmake some noney. But, you
know, then you have a little fun and you delete it and
you say, how could anyone possibly respond to that. It's
the sane way | feel about many of the ads that | see for
wei ght | oss managenent. And part of that is because | do
know a little sonething about wei ght managenent and | do
know sonet hi ng about the human psyche and | do know
sonet hi ng about regulations and I do know sonet hi ng about
di etary supplements, and |I think that M chelle, what
you' ve generated and what you' ve started here and |
congratul ate ny coll eague, M chael McGffin, for the
advance work that's been done in devel opi ng sone
gui del ines that could be useful throughout the dietary
suppl enent industry.

| think, though, that what we need to do is to
focus on the fact that AHPA can't do it al one, AHPA can't
do it with CRN and NNFA and all the other associations
because we operate with -- in a regulatory environnent,
in a nedia environnent, we operate with the public
| ooking for all sorts of quick fixes, whether it's noney,
whether it's sex, whether it's food or whatever it is.

So, | think that two of the words that M chael
used I'd like for us not to | ose sight of them

Partnership. W have to have a partnership between the
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regul ators, between the industry and between the nedi a,
and we have to realize that our conmon goal is to protect
t he consuners.

Secondly is that we're going to have to
recogni ze as resource-chall enged as the regul ators m ght
be, the answer to that is not to say, industry, you self-
regul ate. Self-regulation only goes so far. A very
vi gorous, focused, regulatory arena, using third party
and a strong self-regulating industry is the best that we
can expect and it's not going to solve all problens, but
| think it's going to solve a heck of a lot nore.

M5. RUSK: | won't disagree that it sonetines
seens amazing that consunmers will purchase sone of the
products that are advertised, but certainly from our
i nvestigations, we see that the sales tend to be enornous
and the nore outrageous the clains, sonetines the better
the sales. | think we understand that consuner education
is an inportant element to this, too, and that the clains
we tal ked about this norning may be useful, also, for
consuner education efforts. But | do want to see if
there's a way to build on that idea for the industry part
of this effort, and I also agree with you and M chael
that partnership is an inportant part of that.

| guess 1'd like to turn to Dr. G eene since

the Partnership is comng up and you're a nenber of that
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partnershi p, about how that nodel worked and how t he
gui delines for the partnership were devel oped.

DR. CREENE: Let nme just say a word, if |
m ght, about Lisa's comment since | was a nenber of the
session this norning that said no, no, no so many tines.
We were asked to ook at that froma scientific basis
upon usi ng these eight characteristics in an unqualified
state, and if you unqualify that, then you have to say no
on every one of those accounts.

So, what | think we wanted to cone up with from
the media standpoint is, if you see one of these ads that
state that, in the unqualified state, we have to say this
is not possible or this should not be allowed. So, |
just wanted to make that first.

Second, to say a word about the partnership,
since you brought that up, | think some of you don't have
t he yell ow book that has all of the guidelines init.

Let me just say that the m ssion of the partnership was
to pronote sound gui dance to the general public on
strategies for achieving and mai ntai ni ng heal thy wei ght
and that there are 11 principles that were deci ded upon.
| thought maybe it would be worthwhile just to say a
couple of them if |I mght, maybe five of them

The first principle is to pronote healthy

eating and physical activity. This was a conponent, as |
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think all would agree, of healthy weight. That obesity
is a chronic disease that shortens |ife and increases
norbidity. Thirdly, that excess weight is caused by the
interaction of genetic, environmental and behavi oral
conponents. Four, that nodest weight |oss can inprove
health of the consunmers. And fifthly, that consuners are
entitled to accurate, non-deceptive information about
wei ght | oss.

Now, there are six others that | don't have
listed here, but these enconpass the main ones and |
encourage you to get a copy of the guidelines that are
listed in this and go through each of those because we
spent a consi derabl e anbunt of tinme devel opi ng those and
usi ng those as principles upon which to devel op our
agr eenment s.

Now, as a conponent of that yell ow book, 1've
taken the four primary agreenents and tried to pull those
down into sonething that's brief, also, and the first is
to educate the public about the risks of being
overwei ght. Second, to educate the public about the
benefits of weight loss. Thirdly, to provide consuners
about the risk of weight |oss fromvarious products or
progranms so that there is sonme risk associated with
wei ght loss, particularly if it's not done in a healthy

way. Four, to provide consuners about the expectations
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of products or prograns based on clinical trials. And
that was the nost inportant part and this was the major
function, | think, of this norning' s session, to nmake
sure that there is sone clinical data associated with the
cl ai ns.

So, those were the primary principles, the
agreenments and the m ssion of the partnership, and |
think I can say, w thout reservation, that those of us
who are nenbers of the partnership would be quite pleased
to have other nenbers, to expand the nmenbership to
i nclude these groups around the table because |I have to
tell you, I'"'msurprised at sonme of the things that have
al ready been instituted, particularly, Lisa, | had no
i dea and | appl aud you for doing what you're doing and we
woul d be very pleased to have the growth of the
menbership to have these voluntary guidelines or self-
regul ations put within a | arger context.

Secondly, one of the biggest problens we've had
with the partnership is how do we keep it going and how
do we put a little bit nore teeth and observations into
it, and one of those is a lack of having funding. This
is the sane problemthat Andrea is going to tal k about
with the NAD. We really need funding, as nost of us do,
to try and hel p make this becone a greater reality. And

| spoke with nenbers of IFIC and there is a possibility
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of having I FIC involved fromthe standpoint of helping to
nmoni tor funds that could be distributed in a way that the
partnership would like to utilize these funds to really
better achieve the overall goals and the principles as
have been outli ned.

So, in doing that, | have three
recomendati ons. One, to use the framework of the
partnership to expand it into a better self-regulatory
mechanism Secondly, to use the partnership, possibly,
and this would require a | ot of discussion, possibly, as
a certification nechanism and finally, to possibly use
the I FI C Foundation as a nmechanismto establish a better
defined group that could go forward with the first two
conmponents. | FIC has not said that they would do it, but
t hey woul d entertain discussion about it.

M5. RUSK: Dr. Geene, |I'msorry, did you --
for people who don't know, did you nention who IFICis?

DR. GREENE: IFICis International Food
Information Council. It's conprised of a nmenbership of
industry that is related to food, and it's supported by
the food industry as such. So, it's an educati onal
organi zati on worl dwi de that deals with food and health

M5. RUSK: So, | take it fromyour response to
Li sa that you could envision as part of the partnership

gui delines incorporating a list |ike we tal ked about this
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norning as a piece of an advertising code or guideline.

DR. CGREENE: | think that that could work in
t he sane way that we have devel oped the partnership
gui delines, that there could be a way to do that in a
wel | -organi zed way. This would, as Lisa is nodding her
head, require a great deal of discussion and tinme to nake
it happen. But | think it could happen.

M5. RUSK: John, | know that CRN has general
codes that relate to advertising and the conduct of their
menbers, and | know, also, that just |ast week, you put
out a piece about sports supplenments for young athletes
t hat took an approach of sort of red light, green |ight,
yellow light, and | wondered if you could comment on that
pi ece as a possible nodel for the weight |oss industry.
| know that dealt nore with safety than with truthful
claims. But | wondered if you could sort of tell us what
that was and how it cane to be and sort of what response
you' ve gotten

MR. CORDARO  Sure, |'d be happy to. 1'lI
touch on the first point. As a part of our overall code
of ethics, we do address, in general terns, issues
dealing with product quality, product formulation,
advertising, substantiation. But quite frankly, we are
not a police force of our menbers. W deal with probl ens

only if they are brought to the attention -- brought to
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my attention and then | have to investigate. So, | don't
have the sane set of activities that Lisa seens to have
in ternms of actually looking to see what's there. So, in
that sense, we really don't have a lot of teeth in terns
of policy, what's going on with our nenbers.

But on the second issue, | think that what
Mchelle is referring to is probably nore by way of an
exanpl e of a nodel that could be considered. W were
very concerned with issues that were being raised about
whet her youth under the age of 18 should be using any
kind of dietary supplenment or sports suppl enment products.
So, we concluded that it was, quite frankly, in the best
i nterest of consumers and the best interest of industry
if we were able to draw a line sonmeplace and to
denonstrate that based upon sound science, that there
wer e good reasons for supplenents to be used, there were
good reasons for certain sports nutrition products not to
be used, and that we needed to find sone credible way to
devel op that information and to present it to the public.

We were fortunate to be able to have a
conference jointly sponsored by the Ofice of Dietary
Suppl ements at NIH and we pull ed together representatives
froma nunber of what we call the gatekeeper
organi zations and scientists and let themreview draft

gui del ines that we had prepared back in January of this
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year. Then we spent what seened to be an endl ess anount
of time reworking comments and tweaki ng the guidelines
and finally were able to get it to a point where we
believe that it had net the goals that we had established
and we were able to release those just in the last few
days.

Again, | would -- you know, truth in
advertising -- say that the guidelines thensel ves are not
the end, but sinply the beginning of the story, that the
ability of these guidelines to be successful will be
whet her the gatekeepers will actually be able to get
their hands on the guidelines. W're willing to nake
them avail able. Wether they will share themw th young
athletes. But, again, with young athletes, we're dealing
with a simlar problemwhen we tal k about wei ght
managenent in ol der people.

We' ve devel oped such a culture in this country
about winning at the earliest age and sonetinmes at
what ever the cost, that sonetines when | talk to parents
-- I"'minvolved in a lot of youth sports. Wen | talk to
parents about the fact that their son or their daughter
is not a Cham que Hol dscl aw or a M chael Jordan or
sonet hing and they ought to |l et himor her have fun, they
don't want to deal with nme. They want to know what

shoul d they be using, what training should they be
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t aki ng, what canps should they go to.

So, | say this because | think, again, we have
to put these kinds of efforts into context, and | think
that they actually will have nore value and nore use as
we get nore attention to it and as we start to get nore
support fromthe various sports organi zati ons.

M5. RUSK: And, John, | know that piece is, to
a large extent, targeted to the athletes and the coaches
and the parents. Can you tell us about your nenbers and
their involvenent in ternms of are they willing to adopt
those in terns of how they market their products?

MR. CORDARO  Qur nenbers have adopted them
For exanple, they will not market or advertise products
that are in the yellow light or the red |ight category to
anyone under the age of 18, as an exanple. Products that
are in the green light category are products that are
normal nutritional products, whether they're sinple
[iquid products or dietary supplenent products that
shoul d be used for normal reasons and at acceptable
| evel s.

M5. RUSK: And | know these are new, these
gui del i nes, but do you have a sense of how -- do you
expect all of your nenbers to adhere to themor is there
di ssension in the ranks?

MR. CORDARO Well, speaking today, | would say
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that | do expect all of themto adhere to it. They were
all supportive of it. We will be distributing themto
Congress. We'll nmake an initial distribution shortly,
but we'll wait for the new Congress to nmake a nore
extensive distribution. W know that there are sone
menbers of Congress that have a significant interest in
di etary supplenents in general and specifically sports
nutrition products. So, it will be interesting to see
how useful these mght turn out to be in the legislative
arena.

We al so had a great deal of interest from
several of the governing bodies of sports organizations.
Some of them quite frankly, initially were very
skeptical about the industry getting in and doi ng
sonet hing about this, and | think that to a | arge extent,
the reason it took us alnost a year to nove fromdraft
and di scussion to reaching closure was to build that
| evel of credibility.

M5. RUSK: Is that concept of sort of traffic-
i ke categories with maybe the list fromthis norning
being a red light category sonething that people think
could be a nodel? And maybe we'd di sagree about how many
clainms fall in the yellow |light category. But there may
be -- I think that that was the goal, at l|least, of this

norning's panel, was to figure out where that red |ight
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zone is and .

MR. SHENDER: We woul d strongly endorse that
approach as a nenber of the industry who, | think, all of
our representations would be green light. It's
interesting to ne to hear sort of the concerns that have
been expressed a little bit about this norning' s
di scussi on.

M5. MYERS: | just have to clarify because | do
not want to be the poster child for the anti -- |I'm such
a fan of what you are doing and what you have done and |
| ove the study. But just as an exanple of the context
issue that | was trying to express, one of the ads that's
in the report has a claim |ose five, six, even seven
pounds of fat a day. Well, clearly, | don't think
anybody in the roomwould -- clearly, there may be a
consuner who responded to that by buying the product, but
| don't think any of us would find that not egregious.

But in the discussion around CCaim8, Caim8
was that consunmers who use this product -- would this be
a fair clain? Consumers who use this product can safely
| ose up to three pounds per week for up to eight weeks?
Well, three pounds per week up to eight weeks is 24
pounds of weight |loss. Now, by the end of that
di scussion, | believe that it was generally agreed by the

panel that one-half to 1 percent of body wei ght or one-
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half to one pound a week would be in the safety zone for
wei ght | oss, all else being equal, under supervised
conditions. But the opening speaker who addressed that
claimmade the statenent that in the first two weeks, it
m ght be reasonable to | ose three pounds per week and
then two pounds a week thereafter, and that's 18 to 20
pounds. So, it's in the context.

M5. RUSK: | understand. You're saying that on
certain specific clainms this norning there was nore
di scussion than on others --

M5. MYERS: Yeah.

M5. RUSK: -- and we may sort of not be in ful
agreenment about the exact list, but I"'mtrying to sort of
get at the nore general idea and | --

MR. CORDARO Mchelle, let nme just --

M5. RUSK: -- want to make sure that we have
time to tal k about the NAD nodel because we've heard so
much reference to it and | think it's a very prom sing
concept.

MR. CORDARO Can | just quickly touch on --

M5. RUSK: So, I'll hear fromJohn. 1'd also
like to hear from David Seckman

MR. CORDARO | think that if you add -- |
think I"'min agreenment with the phil osophy of what you're

trying to do. But as a way of dealing with the specific
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issue that Lisa's raised, if we could get sone closure on
what the guidelines or criteria would be for making those
yes/no decisions, then | think that the concept would
flow nore easily.

Li sa, do you agree?

M5. MYERS: Yes, sir, | do.

MR. CORDARO  (Ckay.

M5. RUSK: David, we haven't heard from NNFA
and I know that you al so -- your association has sone
progranms for how your nmenbers market their products.

MR. SECKMAN. We do have guidelines for that,
as well. W have a code of ethics that our nenbers have
to sign on an annual basis about what they do and don't
agree to. And since half the supplenents that are sold
in the country are sold in retailers, at the retai
stores, we think it's very inportant to be able to
educate them Like the other trade associations, AHPA
and CRN, we advise our nenbers and have strong policies
and continually rem nd them of what our policies are as
an associ ati on about selling products to m nors and what
the restrictions should be sold. So, we constantly go
ahead and do that.

Al so, since we're in contact with so many
consuners on a daily basis, what we've cone up with and

devel oped i s a what-you-need-to-know series, which is
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sinmply a very sinple panphlet that's | ocated near the
check-out counter of each of the retail stores and cash
registers and what we do is we're in the process -- we've
devel oped panphl ets on organics, a what-you-need-t o-know
series on organics and on specific products |ike kava and
is the industry regulated. And we're in the process of
devel opi ng one on wei ght products itself. So, we wll
have that out there and avail able, as well.

One of the things that we have, and | know
we're going to talk about this in a second, Mchelle, but
we' ve contacted NAD, as well, and | ooked at that nodel to
see how it can be incorporated within our nmenbership
requirenments within the association. W have several
qgual ity assurance prograns that require our supplier
menbers, that when they join the association, they have
to meet those requirenents, and if they cannot neet those
requi renents, then they are expelled from nenbership from
t he associ ation.

So, just on a separate conmment is that | think
we're very much in favor of the devel opnment of what
you' re tal king about here, the exanples and the
gui delines that have been di scussed here this norning.
We'd like to see that progress and be published as soon
as possi bl e.

M5. RUSK: Thank you. [I'd like to really turn
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now, | think, to hearing nore about the NAD nodel as a
nodel of a third party that could, | think, take sone of
the burden off the industry trade associations with sort
of assessing the clains and, Andy, |1'd really like to
give you sone tinme to sort of explain how that node
operates and sort of how it mght work in the weight |oss
area and, al so, what chall enges you see to naking it work
well in the weight |oss area.

M5. LEVINE: R ght. Take the |oad off them
put the |oad on us.

M5. RUSK: Right.

M5. LEVINE: Put the load on ne. NAD is a very
different nodel than the regulatory world. In fact, we
have neetings with conpanies who are new to this system
and the first thing | say is, you' re not at the Federal
Trade Conmission. This is a very different place, and
everybody breathes a sigh of relief and takes their
j ackets off.

Qur systemis designed and intended to ensure
trut hful ness and accuracy in advertising. That's
supposed to benefit a wi de range of players. Conpetitors
who will have a level playing field to play on.

Consuners who can have confidence in advertising and,
t herefore, make good choices for thenselves. And

adverti sers, because if consunmers have nore confi dence
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that your clains are truthful, your advertising is nore
powerful. And by the way, the governnent does benefit a
bit because we take sone of the |oad off them by dealing
with a lot of these advertising issues in the self-
regul atory system

It is not a systemthat's designed to puni sh.
It's not a systemthat's designed to ferret out has
sonmeone broken the |aw, has sonmeone engaged in deception,
has the public been deceived. It's really about | ooking
at every individual advertisenent that is challenged and
brought before us and assessing what is the nessage that
this ad conveys to a reasonabl e consuner. You know,
seeing this ad over here, what expectations mght | have.

And, you know, | do understand in the weight
| oss category there's a |lot of tal k about people are
gullible. But the |law does require that when you make an
objective claim and a claimthat | |ost 44 pounds in 30
days is an objective claim that you have to be able to
provi de support for the claim substantiation for the
claim So, what we're |looking for is what's the nessage
conveyed by a particul ar advertisenent, what's the
substantiation that the advertiser has for that claimand
is there a good fit between them

And in doing that, it is a very sinple process.

A chal l enger can cone in with a conplaint that just
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basically criticizes certain advertising, questions
whet her there's support. To the extent that that
chal | enger has evidence disproving the clains, they can
submt that. The advertiser is notified, invited to
participate. It is a voluntary system Amazingly,
amazingly, 95 to 98 percent of the conpanies we contact
come in and participate voluntarily in the system They
submt their substantiation. There's one nore round of
exchange of evidence.

And then the NAD sits down with each side and
basi cal ly tal ks about, you know, what are you trying to
say here, what's the nessage here, do you think maybe it
coul d be nore broadly understood, and does your
substanti ation support the claim \What you cl ai m about
your products is what drives what kind of support you
need.

So, if you claimclinical studies prove, then
you need a very high level of support. |If you say, you
know, we are seeing sonme scientific indications of sone
positive direction in this -- you know, it depends on
what it is you claim what it is you have to have as
support.

My staff of attorneys then review all the
substantiation. W use the experts on each side to help

us critique the scientific experts and thanks to our
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president, JimGQuthrie, we now have a little funding for
out si de experts, so we'll be able to even go outside our
circle and expand our expertise. But the attorneys
essentially assess both parties' positions. They wite a
very detailed decision that describes both the |egal
positions and the evidence submtted by both parties, and
then they analyze it and they deci de whether or not they
think the clains were supported, whether or not they
think the clains, perhaps, need to be nodified or whether
sonme clainms, sinply, aren't supportable and shoul d be
di sconti nued.

The decision is made public, it is published.
Therefore, you know, not only do the parties have their
i ssues resolved for them but, also, the public has an
opportunity to | earn about what our thinking was, and
nore inportantly now, over 30 years, we've built up an
archive of decisions that now are accessi ble through an
el ectroni c subscription systemso people can actually do
research and see, when | want to make this kind of claim
what ki nd of evidence has NAD found was sufficient to
support the claim So, we viewit as a educational, non-
puni tive process.

At the end of the day, do we try to get to the
same place that the FTC gets to in a slightly different

way? Yes, truthful and accurate advertising. | nean,
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that's the goal. But it is, |I like to think, kinder and
gent |l er nethodol ogy, and nost people who participate in
the system once they have used it, you know, becone real
converts to the system

You know, | canme in fromlaw enforcenent and I
t hought, w thout subpoena power, w thout any power, how
are you going to conpel anybody to cone and give you
anyt hi ng, show you a piece of evidence, and |I'm stunned
by how effective the systemis, and | think historically
it's been effective with a different group of players
than we have here today and who have becone confi dent
that the systemis fair, that the systemis even-handed
and that it's not an abusive process, and who routinely
wat ch one another carefully and chal |l enge one another's
clainms the mnute they think there's a problemw th what
a conpetitor is saying and effectively use the forumto
| evel the playing field.

| think in the area of weight |oss, you know,
nost of our experience has been, if not all, nonitoring
cases. W are enpowered to go out and nonitor and review
advertising clains. But as | said before, we have five
staff attorneys, so it's a Herculean effort to be in
charge of all national advertising. W mght mss a few
So, we don't get to everything all the tine. And

unfortunately, in the weight |oss category, we really
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haven't had the benefit of conpetitors, you know, really
wat chi ng one another, and I think that to the extent in
this audience today there are a |l ot of players who have a
ot of pride in their products and their systens and nake
very careful and truthful and accurate cl ains about them
that it is incunbent on themto begin to challenge the
clainms of those who are |less careful and | ess honest in
their representations as to what people can expect from
t heir products.

The one other thing here -- well, two other
t hi ngs. Tal king about industry codes. | nmean, NAD is
not bound by the law, the Suprene Court, the FTC. W can
do whatever we want, but we don't because we're
realistic, pragmatic people and we want to function in
the real world. So, we try very hard to harnoni ze our
deci sions and our application of the |aw and our
definition of terms to FTC codes, to industry guides, so
t hat we can kind of harnonize our self-regulatory world
with the regulatory world and with the self-regulatory
efforts of lots of other organizations. So, | think that
kind of a partnership together has a | ot of potential
her e.

The one other piece, and | know we're going to
tal k about the nedia |ater today and | understand the

medi a's reluctance to screen in advertising because as
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sonmeone who does it, it's really hard and it can be very
ti me-consumng. But | do think that nmaybe if we could
sonmehow expand the circle of support for the self-
regul atory systemto include the nmedia, after the process
has run its course, if industry could take it on, much
like the ERA nodel, to try and police itself a little bit
better and find the problematic advertising and bring it
to NAD, NAD has an opportunity to reviewit. 1'd |ove
the scientists that were here this norning to vol unteer
their services -- and now we can even pay thema little
bit -- to help us analyze the evidence, that once we
issue a decision, if the advertiser elects not to appeal
the decision or if the advertiser elects not to conply --
and many do, by the way -- at the end of the day, the NAD
process ends nost of these disputes by explaining very
clearly what needs to be changed and that happens.

But in those instances where an adverti ser
refuses to conply or participate further in the process
by appealing, historically, we have only had the option
of going to the FTC for possible enforcenent action. |
think it would be great if the nedia would begin to
consider its participation and support of the self-
regul atory system by us expandi ng who we give notice to,
so that when we reach a decision about a product and its

advertising and if an advertiser is unwilling to conply
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and we think the clains are unsupported, that if we
notify the nmediuns in which that advertising was
appearing, that that entity would at |east take that into
consideration in making a determ nation of whether or not
to continue to run that adverti sing.

So, | think there's a lot of potential here to
work -- to partner together in an area where there is a
| ot of good advertising that suffers because there's a
| ot of really bad adverti sing.

M5. RUSK: Andrea, can | ask you about -- and |
appreciate the description. | think it's very useful for
us all to talk about, and 1'd like to explore sone
specific ideas about it. But |I also wanted to ask you
because you said, in the weight |oss area specifically,
that all of the cases have cone from your own nonitoring
and that you haven't seen any instances of a conpetitor
comng in to challenge an ad. |'d be interested in what
your thoughts are on why that is and also fromthe other
panel i sts, what their thoughts are about why they haven't
avai |l ed thensel ves of the NAD process.

M5. LEVINE: | nean, | think that's also true
in the dietary supplenent area as a whol e nuch nore
broadly than just diet products, and | think, you know, I
don't know that anybody wants to test the waters or make

waves or find out where the bright lines are. But I
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think that to the extent that the governnment is now
sayi ng, you have to clean up your own house or the
alternative will not be pretty, | nean, that's kind of
how NAD started in the first place

| f you go back 30 years ago, the FTC was
hol di ng heari ngs on whether or not advertising should be
strictly regulated, and industry said, wait, give us a
chance, let us clean up our own house and canme with this
proposal for this independent advertising self-regulatory
forum which | know FTC was skeptical about and | ater
now, holds up as the poster child for self-regulation in
Aneri ca.

| think that it's an industry that has not
wanted to |l ook internally so nmuch at the probl em areas,
but that the tinme has come to do it, and | think that the
lines will be drawn fairly based on what's truthful and
accurate just the way every other piece of advertising in
this country is reviewed and the sane standards woul d be
applied. So, | think the sun will come up even if you do
begin to chall enge one another's cl ai ns.

M5. RUSK: Do any of the conpanies on the panel
have reactions or want to share their thoughts about
whet her they considered going to NAD and if they've
deci ded not to or --

MR. SHENDER At Jenny Craig, there's been a
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turnover in ownership and sonmewhat in managenent
recently. The new managenent team has di scussed NAD. |
think there are two issues that have stopped us so far
frompursuing NAD renedies. One is, | think, there's
just a genuine skepticismand | think we have to have
internally nore of an educational process with the fol ks
in marketing about the benefits that could be had.

And secondly, there's just the triage that you
have in any busi ness where you have to deci de how do you
al l ocate your resources. And at this point, we don't
have the extra resources to really focus on conpetitors'
ads and making the formal conplaints that woul d be
required.

MR. BEARNSON: | think one of our concerns has
been what 1'Il refer to as pop-up conpanies that really
have no presence, no permanency in the U S. They tend to
show up on the radar screen when you see their ads. They
have no property, plant or equipnent that gives them--
you know, puts anything really at risk for them here.

And the task -- we've probably left this enforcenent

i ssue up because we really have no trade industry in the

home exerci se equi pnment business. But really, | guess,
the nenesis, | think, to this industry overall is that
ki nd of problem because the response tinme, once we -- we

have nmade a couple of conmplaints to the FTC on cl ai ns,
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but the response tine, | think, probably cones after the
product's been on the market for a year to 18 nont hs and
you probably have anot her year, at |east, and they've
ridden the wave by then. The people that wanted to make
t he noney on the claimhave nade the noney. They' ve
gone.

But | think one of the things we'd |like to have
the FTC keep in mnd is that people that have made that
nmoney typically cone back for nore sonetines on sone
ot her product, marketing sonething else in the sanme way
or in the sane industry. So, even though they do pop up,
there is sone potential for enforcenent, | think, still.

M5. RUSK: Andy, what do you think about that
i ssue of who the parties are that are engaged in the
deceptive advertising? | know you said you get 90
percent voluntary participation.

M5. LEVINE: Maybe even higher. But | have to
agree that sonme conpani es are not good candi dates for
voluntary self-regulation. | think that if you have no
truthful clainms that you can nmake about your product,
it's not a good process. That happens soneti nes.

And | do think that if you' re not a conpany
that's legitimately based in this country that, you know,
all we can do is contact you and ask you to cone in, and

then if you don't, refer the matter to the FTC. Now,
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sonetinmes a conpany that m ght not be responsive to us in
the first instance, once they're invited down to
Pennsyl vani a Avenue and get a | ook at door nunber two as
opposed to voluntary self-regulation, they re-enbrace
their voluntary system and conme back to the |oving arns
of NAD. So, that does happen fromtinme to tine.

So, | think that, you know, clearly there are
conpani es that we have gone through a | ong revi ew process
wi th and they've appeal ed and they' ve continued to nmake
the clains and we haven't resolved the problemand we've
expended a | ot of resources.

One of the ways Lisa has been very hel pful to
us is in referring cases to us, she actually works with
t he nenber conpany to go back and ensure, once we've nade
a decision, that the changes are nmade and it's conplied
with, so we don't have this burning through all these
resources and then not really resolving the problem

But the outliers, I"'mgoing to have to agree
with you that regulation is probably the only viable way
to deal with that.

M5. RUSK: Can you comment on the timng issue
because | think that's another chall enge --

M5. LEVINE: Yes, we fly with the eagl es.

W're not -- this is not the FTC. W are -- we function

in a legal nanosecond. No, I'mkidding. 1'd like to say
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that. Yeah, it is along tine, that's true.

Actual ly, we average about 70 business days
fromthe time a conplaint is filed wth us until we issue
a decision, and that can vary. People cone in wth a
U-Haul van of evidence and a filing that | ooks |like a
Lanham Act case and it's going to take | onger. But the
nore conci se the issues are, the faster we're able to
nove the cases and we very nuch appreciate the fact that
the tinme in which the ad is permtted to run is part of
the problem and that the need for speed is there.

| am not aware of any other -- certainly not in
the court systemor any other systemwhich can review it
and issue a published decision in the tinme that we can.
But could it be faster? Yes, again, it's a question of
resources. | nean, we are a victimof our own success at
this point and have nore cases per attorney right now
than we have in the six years that |'ve been there as
director. So, resources are an issue.

M5. RUSK: Ckay, that was ny next question.
Because | heard Lisa nention and |'ve heard ot her people
mention funding as a challenge to self-regulatory
efforts, and I'mwondering if you could tell us a little
bit about how the NAD process is funded, and al so we
heard Conm ssioner Anthony tal k about potentially a unit

within NAD, like CARU, that's devoted specifically to
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wei ght loss and | know you' ve had sonme di scussi ons about
that and the question would be also how -- what are the
possibilities for figuring out howto fund a unit like
t hat .

M5. LEVINE: Rght. | would think -- and Jinms
probably better to speak to this. | think all things are
possi ble. You know, we have had a traditional nodel that
was funded through nenbership in the Council of Better
Busi ness Bureaus to generally deal with all of the
conplaints that cone in. And at this point, you know,
it's generating a lot of funds and Jimworks very hard to
bring in nore. But, you know, we really don't have the
amount of resources that we would need to expand greatly
i nto whol e new categories of advertising if the casel oads
i ncrease dramatically.

But I think we would be certainly open to
di scussing with groups out there the possibility of
funding units like CARU. CARU is a different nodel
CARU i s independently funded. 1t's sponsored by people
who mar ket generally to children, the toy industry,
candy, you know, that kind of thing. And now they've
expanded into privacy. So, there is sone precedent for
that. | think that, you know, this is a good tine to
start all those kinds of discussions, both the

substantive and the pragmati c of what kind of resources
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do you need to make it work.

M5. RUSK: |'mgoing to put some of our other
panelists on the spot, | think, and ask what do you think
in ternms of whether your conpany or your mnenbership,
whet her it's through the NAD or through another third
party, would be -- how receptive do you think they would
be to contributing to funding a process that would sort
of help clean up sone of the problem adverti sing.
Anybody?

MR SECKMAN:  Well, 1'Il go first. | think it
woul d be interesting contributing to that, but | think we
are also in favor of seeing nore funds for the FTC for
enforcenment actions. What we see is when 1 percent of
the dietary suppl enent sales are done through the
I nternet, but we see predom nantly a |lot of the ads that
we' ve tal ked about today go through the Internet and SPAM
type of Internet nessaging that we all get every day at
our termnals. So, we would like to see funding
increased for the FTC for nore enforcenment actions.

| know that's not a popular thing oftentines
for industry to go and actually advocate for nore
i ncreased funding for enforcenent activities, but we're
really tal king about the outliers here that need to be
taken off and not be in business anynore. So, we not

only support the voluntary funding for NAD, but also --
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t hrough the nenbershi p, but also for nore funding on
Capitol Hi Il for the FTC

M5. MYERS: | can't speak on behalf of ny
menbers w thout checking with themfirst since it's their
funds, but | would certainly recormend to nmy nenbers that
ERA find a way to increase its support.

M5. RUSK: And you al ready, to sone extent, use
the NAD nodel. . . and support it.

MR McGUFFIN. | mean, | can say it's tough
getting noney fromour nenbers for any new program |t
really is. John knows this, David knows this. W' ve got
all kinds of great ideas and we go try to pitch them and
it's hard to get a quarter, you know.

| have no idea what the cost structure is.

It's something that | would have to understand before |
coul d specul ate nuch further. But | think we'd also --
nmy nmenbership would have to really better understand how
that program works. Let me just -- with all respect to
the panel this norning, who | think were an em nently
qualified group, I"'msensitive to what | perceive as
their bias that this whole idea of supervision is

absol utely essential, specifically for weight |oss, but I
think for a lot of the things that dietary supplenents
are used for.

And we'd be very concerned that whoever the
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experts that woul d be making decisions at NAD about what
constitutes an appropriate claim would have to include
sonme part of the industry that thinks |like us, that
Ant hony Al mada was tal ki ng about, that thinks |like us,
that buys |ike us, that two-thirds of you represent,
because there's a whole Iot of Anericans that really
support self care and I think -- you know, ny perception
this nmorning was that there was sone concern that a | ot
of the nos were no because it's not under my supervision.
That woul d be anot her issue that woul d have to be
addr essed.

M5. LEVINE: Yeah. | just want to nake it
clear that NAD wouldn't view itself as bound by any I|i st
of claims. W would do what we always do which is | ook
at the advertisenment and | ook at the claimand the
context and assess what's a reasonabl e take away. And
both parties are always to bring in whatever experts,
communi cati on experts and scientists and whatever, to
hel p us better understand the science and support for
their clains.

MR. McGUFFIN:  You know, | got a little nervous
when you nentioned that you could hire those people now
that Jims getting all this noney.

M5. LEVINE: Well, it isn't that nuch noney, so

| wouldn't get too worri ed.
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MR. CORDARO M chelle, I would associate
nyself with both the comments that David nmade and M chae
made and add a point. | think that the dietary
suppl enent industry has denonstrated its willingness to
work with Congress to get additional resources for
enforcenment actions with the Food and Drug
Adm nistration. | think that we'd be willing to do the
same with Federal Trade Commi ssion

| woul d al so associate nyself with the
difficulty of getting any noney out of our nenbers for
anything at this tinme, but I would then add the
observation -- ny observation that | believe it's com ng.
| think that with the challenges that the federal budget
has, with the challenges that exist at the state and the
federal level, with the difficulties that exist in the
real world, that conpanies that want to be in this
busi ness and who assert that they are responsible or who
want to be responsible are going to need to find sone
ways to have a conpetitive advantage over the egregi ous
players. And if one way of doing it is to have tougher
enforcement, and if that gets to be the cost of doing
busi ness, | think that that will happen.

| f they do the business cal culation and they
see that they would get a return on their dollar, then

think that there will be sonme |eaders in this industry

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

170
who would be willing to step up and then I think it wll
happen. Then that gets back at the earlier point | made,
t he partnershi p between stronger enforcenent action,
self-regulating initiatives, nedia involvenent and the
i ndustry putting dollars behind the business that it's
in.

M5. RUSK: | knew this would be a very quick
hour and our time is alnmost up. So, | think what | would
like to do in the last three mnutes that we have this
afternoon is ask you for your wish fromthe FTC. If you
have one place where you would |i ke our agency, just one,
to focus our efforts in the next couple of years, whether
that's supporting sonebody else's efforts or engaging in
our own | aw enforcenent or consuner education or
anyt hi ng, where would you feel we would have the greatest
inmpact. So, I'Il start with Brad again, | think, and
wor k ny way down.

MR. BEARNSON: Well, obviously, the FTC has the
bi ggest hamer here and we think it has done an excell ent
job, 1 think, of schooling this industry overall. W've
been a pupil in this process. But | think it's something
that's been needed and will continue to be needed, and |
guess | would say just don't | ose focus.

| nmentioned these pop-up conpanies. It's a

little bit Iike this ganme you see at carnivals and
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what not where these things pop out and you try to hit
themwith a mall et before -- and ny response tine is
maybe a little bit like the FTCs. But | think if we
just continue to focus on what has been happeni ng here,
think there's some good structure and there's an inpetus
created through this process for industry nmenbers to
spend sone of their resources in this.

So, | think basically what you' re doing is what
you shoul d be doing and just keep it up.

MR. CORDARO | would just add quickly that |
woul d | ove to see a partnership between the FTC and the
di etary suppl enent industry, jointly com ng together and
i dentifying nmessages and information to be comuni cated
to the public. Use the nedia, ask the nedia if they
woul d be a part of that partnership by, in essence, let's
call it the bully pulpit, going out and carrying that
message that we've jointly crafted to the American public
using all fornms of the nedia. And let's do this -- let's
make a conmtnent and let's do it over significantly
sustai ned periods of tinme so that it nakes all the
difference in the world.

DR. GREENE: | think what | would like to do is
speak for the Partnership for Healthy Wi ght Managenent
and maki ng your suggestion a part of that partnership,

because | think it's been illustrated now for the | ast
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three years that developing just the FTC or just industry

or just academ a doesn't work well. And the only way
we're going to get, | think, where we want to all get in
the nedia is -- and for the consunmer -- is with this

part ner shi p.

So, | would vote for a partnership that builds
on the strengths and the framework that has al ready been
est abl i shed.

M5. LEVINE: | don't think anybody appreciates
better than | how critical the support of the FTCis to
t he exi stence and effectiveness of the self-regulatory
system So, | would encourage us to continue that good,
supportive relationship, and also to the extent that, you
know, you have opportunities to educate new pl ayers about
the system or encourage conpetitors who cone to you with
chal | enges about their conpetition to utilize the forum
| think that would be very positive.

MR MGJFFIN. |I'mreiterating a | ot of what
previ ous speakers have said. | think to whatever degree
FTC coul d continue to support these areas of partnership.
| had no idea that the Partnership for Healthy Wi ght
Managenent still existed, so, I'd really like to see that
devel oped.

And | know you asked for one point, but the

second one is that enforcenent is key. You guys are the
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only ones with that big a voice and we need to continue
to see specific enforcenment actions.

M5. MYERS: It nakes nme a proud Anerican to be
a part of the opportunity to have the dialogue with the
FTC. So, to continue the open dial ogue would be our
first w sh.

And our second is we're honored to participate
with you on semnars like E-tail Details and comng up in
Chi cago, Geen lights, Red flags and we'd | ove to do one
on your weight |oss workshop and so forth. So,
partnering in education. Thank you.

MR. SECKMAN. |I'min conplete agreenent with
what John had to say and | would add the enforcenent on
Internet activities. I'dreally like to see increased
enforcenment activities on those FDA approved suppl enents
that | get every day as an e-mail that conmes on the
| nt er net.

MR. SHENDER: And | guess as anot her conpany
representative, | agree largely with what Brad said.
Wiile we're nore than happy to | ook at the NAD nodel and
we'll try and assess that, | think in our industry with
all the pop-up conpanies, as Brad said, that enforcenent
really is key.

M5. RUSK: Ckay, thank you very nuch. W are

going to break for 15 mnutes. W'I| reconvene at 3:15.
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And | want to thank everybody

today and share your thoughts,

174
who was willing to sit here

and |I'd encourage you to

continue in your efforts. Thank you.

(Wher eupon, a brief

recess was taken.)

For The Record, Inc.

Wal dor f

Maryl and

(301) 870- 8025



© o0 N oo o b~ w N Pk

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 p»dM W N - O

175
VEDI A PANEL

M5. FAIR M nane is Lesley Fair. |'man
attorney with the Division of Advertising Practices. |
am here with ny coll eague, Laura Sullivan, who is also an
attorney in that office, and | have made a pl edge that
this is the first event you' ve attended in years that
starts, finishes and keeps on tinme. So, thank you very
nmuch.

| have prom sed our esteened panel today that
today's session dealing with issues involving effective
ad clearance is going to be run on what | call a
McLaughlin Group format, mnus the yelling and scream ng.
| ve brought my horn-rimed gl asses just in case so we
can get started. The first issue, | think, is to sinply
go around and introduce ourselves, and if | could start
on the far end with M. Kinball. |[If each panelist could
identify thensel ves and the organi zati on they represent
and give us 25 words or |ess about your interest and
experience in this area. M. Kinball.

MR. KIMBALL: M nane is John Kinball. [|'mthe
Senior Vice President and Chief Marketing O ficer of the
Newspaper Association of Anerica. W are the trade
associ ation for the 2000 plus daily and weekly paid
newspapers in the United States. Qur interest in this is

one of, A, education, interested in the proceedings
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t hensel ves, and al so what rol e the newspaper industry can
play in ensuring, as we have our credibility at stake,
mai nt ai ni ng that.

M5. LEVINE: |I'mEllen Levine, Editor-in-Chief
of Good Housekeepi ng Magazi ne. For those of you who have
heard of us, we're 118 years old. Qur interest in this,
as Good Housekeepi ng has al ways been in the forefront of
hel ping Anerican famlies, and Anerican wonen in
particular, maintain their health, the creator of the
Good Housekeepi ng Seal, and the reason we are
particularly interested in this is that health and
famly's physical well-being is of primary interest not
only to the editors, the publishers, but also to the
readers of the magazi ne.

MR. MCLEMORE: |'m Don MclLenore, Vice President
of Standards at New Hope Natural Media. New Hope
produces the two | argest natural products trade shows in
the U S., plus Natural Products Expo Europe and Natur al
Products Expo Asia. Additionally, we have five
publications within the natural products arena.

Virtually the distribution goes to everybody w thin that
segnent of the natural products industry, including raw
mat eri al suppliers, manufacturers, retailers and
consuners.

About eight years ago, we started our own
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standards program and inplenmented it, and we did it to
hel p support industry self-regulation in the first place,
but nostly to ensure the integrity and quality of
products within our imredi ate trade shows and
publications. And while the programis not perfect, it

allows us to be relatively successful at screening ads.

DEAN NORTON: I'mWIIl Norton. [I'mfromthe
University of Nebraska. |'minterested in this subject
because of the size of Nebraskans. Actually, | also, in

addition to being on the faculty at the Coll ege of
Journalismat the University of Nebraska, ama partner in
a newspaper in M ssissippi, or two or three publications
in Mssissippi, and so this is of interest to ne because
of how we want to be responsible in our comunity.

MR. OSTROWN |'m Joe Ostrow, President of the
Cabl et el evi si on Advertising Bureau. Qur primary function
inlifeis to drive nore advertising to our nenbers
medi a, and they represent about 95 percent of the ad-
supported cabl e networks and about 90 percent of the
systens around the country that take adverti sing.

My interest is not for the State of Nebraska,
but for nyself, if you would |like nme to stand up, 1'1l
show you why. The reality is we, in 1996, did sone
voluntary guidelines that we did with the advice and

counsel of the FTC and we would like to continue to nake
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progress and go forward.

MR. PASHBY: (Good afternoon, |I'm M chael
Pashby. |'m Executive Vice President and General Manager
of Magazi ne Publishers of Anerica. W represent about
250 publishing conpani es conprising about 1,100 to 1,200
consuner magazi nes whi ch account for about 80 percent of
t he dollar volune of the magazine industry. Qur interest
is that we -- nmagazines were nentioned recently
prom nently in the report produced by the FTC and we
wanted to listen to these hearings and to try to help
devel op a practical solution.

PROF. ROTFELD: M nane is Herbert Rotfeld.
|"ma Professor at Auburn University in Al abama and |'m
currently also the Editor of the Journal of Consuner
Affairs, which is published by the Anerican Council in
Consuner Interest.

My reason for being has nothing to do with
either of those credentials, but rather for the |ast 20
years now, | have been studying and witing about nedia
standards for acceptable advertising and how vari ous
vehi cl es deci de what advertising they will accept and
publish. As | was listening to things for the day here,
i ke nost academics, nmy mind is on nmy nost recent witing
acconpl i shment -- Lesley said |I'mallowed one plug for

the day -- which is inny --
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M5. FAIR And only one.

PROF. ROTFELD: VWhich is in ny book, Adventures
in Msplaced Marketing, published by Quorum Books, where
| talk at | ength about self-regulation, governnent
interest and al so abuses of marketing by various types of
conpani es.

PROF. SCHAUER: |'m Fred Schauer. M title
explains why I amhere. | amthe Frank Stanten Professor
of the First Anendnent at the Kennedy School of
Government at Harvard University. | also regularly teach
t he basic First Amendnent course at the Harvard Law
School and have been visiting Professor of Law in the
| ast several years at the University of Chicago, the

Uni versity of Virginia and the University of Toronto.

"' m not here representing anyone. | do not
practice law. | haven't for a quarter of a century. |
do not consult. | do not sign briefs. | amhere at the

unsolicited invitation of the Comm ssion.

M5. FAIR In the spirit of John MLaughlin,
let me start off the panel by saying, Issue One, survey
evidence. Herb, | knowit's tough for an academ c or
anyone el se to capsulize a quarter of a century of
research in about three mnutes, but I think if anybody
can do it, you could. You' ve done a nunber of surveys in

this area in the late '80s, early '90s. What can you
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tell us about the results of what you found about nedia
cl earance practices?

PROF. ROTFELD:. Down to five mnutes for what
"' m gi ving 30-hour-and-a-half |ectures during next
senmester on this topic. First of all, let ne say I'm
absolutely certain that everyone here today wants to see
deceptive ads stop by sone nechani smor another, and a
| ot of the speakers, both this nmorning and |I'm sure we'l|l
hear in this group, fear a liability or cost for sone
sort of activity they feel they don't deserve. What |'ve
been doing for many years is talking to various types of
medi a managers at nmgazi nes, at television stations,
radi o stations, cable conmpanies. W' ve been expanding it
ri ght now and spent a good part of the last few nights on
t he phone -- the reason I'"'mon at night is |I'mtalking
with people in Australia because we're tal king about the
organi zations there and how they make deci si ons.

And the basic thing we're tal king about here is
t he advertising content, and I think we should be clear
with sonething. Also, that nost vehicles make a very
broad distinction. There's the editorial content or
we'll call it entertainment content, which is what they
put in, and the advertising content, which sonebody el se
pays themto carry. There is no requirenent for the

vehicles to carry anything they don't want to have in
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there and no vehicle accepts absol utely everything that
cones in the door. They do reject sone things. Sone
vehicles reject a lot. Mst reject very little. There's
no correlation -- contrary to a |lot of presunptions,
there's no correl ati ons between how much they reject and
the size of the vehicle and its profit line.

|"ve been sonetines surprised to find a very
small vehicle, television station, radio station,
regi onal magazine located in the m ddle of nowhere which
tells me how -- well, we call up to people, a | ocal
university, if we have any doubts and they're al ways

happy to help us out and will screen things. And then

"1l talk to a big organization and they' || say,
basically, well, we reject just about everything.
Just to back up, I'll say what started ne on

this because it mght make it a little bit shorter in
saying this. About 20 years ago, | contacted a nagazi ne
that is known for its investigative studies of business
practices. They are a business critic, slightly to the
left of Fidel sonetinmes, this organization is known for
being critical of a lot of things that businesses do.

And | saw an ad in their pages that was clearly fal se.
had the data, | sent themthe data. They said, we accept
everything under a First Amendnment rationale and then

they gave ne the list of things they don't accept. But
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they said, we accept everything under a First Amendnent
rational e.

Then a forner student of mne sent nme the nedia
kit which is what their advertising sales people use to
sell this vehicle to advertisers, and the front of the
media kit had in big, bold letters a statenent that
readers trust us. So, they were selling to the
advertisers the trust in the editorial content, but
saying they'll carry everything.

| wote back to the publisher who sent ne the
initial letter saying that she accepted everything and |
said, well, this is very interesting. | discussed it
with ny students in nmy advertising regulation and ethics
cl ass and they thought it would be really great if she
had a statenment up front that told everybody about this,
and she wote back and said, I'mnot discussing this with
you because you showed nmy letter to soneone el se w thout
ny perm ssion, and that was the end of that.

More typically, | contacted a bicycling
magazi ne that had an ad -- a small ad, small revenue, but
for a lot of big sales and -- without going into details
on the product, and it said, |owest prices anywhere in
the U S.A And through certain circunstances, | ended up
getting details on a lot -- themand their conpetitors.

They had the highest price of anyone. Now, they were
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| onest prices of any product nade in the U S A, but
that's because they were the only one made in the U S A
Everyone el se was an inport, but they didn't say | owest
price of any product made in the U S. A They said,
| onest prices period.

| sent it to the nmagazine publisher. She wote
back and said, I'll stop the ads only if you show ne a
survey of our readers that says that they feel they were
harnmed. | feel that that |ast story exenplifies
everything | keep finding over the |last 20 years, and
that is the nost conmmon reason for rejecting ads is they
feel it would offend their readership. |If they feel they
will lose their audience, their viewers, their listeners,
their readers, that is the single nost common reason for
rejecting. Less than 1 in 20 television stations wll
ask advertisers ever to substantiate clains. It’s even
smaller for radio stations. | can’'t speak about anything
recently on cabl e conpani es or cabl e networks.

There is an exception to this. The rate of
vehicles that actually ask the advertisers for
substantiation and say the nost common reason for
rejecting of msleading ads is newspapers. Newspapers
are generally nore likely to say to ne they're nore
likely to reject ads for being m sleading than the

others. But, again, | find many newspapers that would
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rat her not be bothered. Fromthe consuners’ point of
vi ew, you have no idea who these people are.

Lesl ey?

M5. FAIR Let me just turn it over to the
medi a trade associ ations, especially, and anyone el se who
wants to junp in. | realize it's inpossible to
characterize such a large industry in, again, just a few
m nut es, but how woul d you characterize the current state
of what clearance practices are in your industry? And |
woul d turn this over to either John or Joe and/or
M chael .

MR. KIMBALL: | can start. The newspaper
industry is interesting in that it’s not called the daily
mracle for no reason, and the process by which
advertising is processed and accepted, editorial copy is
put together and a newspaper is printed and delivered
every day is, indeed, rather mraculous. And I think you
have to understand in some context, the organi zed chaos
that exists in that process where advertising is laid out
wi thout regard to where those stories editorially are
going to be, and a layout or a dummy, as it’'s called, is
delivered to the newsroom the newsroomwites and edits
copy in conjunction with that, again, wthout know ng
preci sely what advertising is running on any given page.

Then, the newspaper is printed and delivered.
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In that process, there are sone generally
accepted standards that, as | said earlier in ny remarks,
t he newspaper industry lives upon the credibility that we
have in the | ocal comunities that we serve. So, no one
is interested in running ads that are know ngly fal se or
deceptive or msleading. There are generally accepted
gui del i nes that nobst newspapers, if there is a question
about advertising, it is -- and the individual who' s
taking that ad, whether it’s on the tel ephone or in
person or opening the mail, if they have a question or a
concern, they generally take it to a manager or sone
newspapers have advertising revi ew boards, sone
newspapers have advertising acceptability conmttees.
They may be large or small. It may be the publisher at a
smal | newspaper, if that is the case, or it may be
advertising nmanagers at | arger newspapers.

The process is informally formal and | think
that, as was suggested, | think, for the nobst part,
newspapers do a pretty good job of trying to identify

t hose advertisers and advertising that is blatantly

m sl eading or fraudulent or illegal. W don't catch it
all, but we try very hard.
It is a-- and | need to enphasize, it is a

process that happens every single day totally differently

than the day before, you know, in a very short,
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conpressed period of tine, and what we do today has no
rel evance to what we will do tonmorrow in terns of that
content of that material.

So, it'’s a difficult process, it's very
deadline intensive and it is very conpressed in an
extrenely short period of tine.

M5. FAIR What is the -- | nean, the person
who' s actually | ooking at the ad before it’s going to be
inserted, what are the typical guidelines that he or she
is given with regard to what they should be | ooking for?

MR, KIMBALL: Well, there are sone newspapers
t hat have entire categories of advertising that they
don’t accept. So, those are easy. A newspaper nay not
accept tobacco advertising, or firearnms, or alcoholic
beverages or adult novies or sonmething |like that. Those
are easy.

O her clainms sonetinmes can be difficult but
they may be things like if, for instance, there was a
mat eri al that showed up and there was a price in the ad
and the price was all zeros, and that happens sonetines,
obviously those things are pretty obvious and soneone is
going to catch that, get back to the advertiser probably
and say there’s no price in this ad, although you nention
one.

lt's difficult to substantiate cl ai ns of
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percentages off or quantities for sale or VIN nunbers on
autonobil e ads. There are also fairly standard
gui delines for acceptability in terns of taste,
obscenity, things like that. The rest of them it’'s very
difficult to substantiate in a single sheet of paper that
these are the nine things that we will do and these are
the ones that we won't. It really goes by an ad-by-ad
basis. It goes to the expertise of the individual who' s
taking the ad. Utimtely, of course, it's the
publisher’s option to accept or reject advertising. So,
that’s where it generally ends up.

M5. FAIR  \What about in the magazi ne or cable
tel evision industry?

MR. OSTROWN Well, as | nentioned earlier, we
did i ssue sone voluntary guidelines in 1996. W
reexam ned themin 1998 and then again in 2000. | did a
study just recently of about half of our network nenbers
whi ch showed that about 17 percent of them used our
gui del i nes, about 83 percent used sonething other than
our guidelines, with the vast mgjority using their own
gui del i nes, which tended to be even nore specific.
Because what we have in the cable industry is a great
deal of variability in ternms of the progranmm ng formats
and the audi ences that we appeal to.

It’s quite different in terns of what the
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advertising that is allowed to run mght be on a
religious channel as opposed to a children’s channel as
opposed to a nusic channel, just to nane three different
varieties.

We al so know that there are standards in
practices departnents at about 75 percent of the network
that we surveyed and, indeed, there are quite a nunber of
networks that carry advertising that are neither nenbers
of our trade association or others, they carry very
little in terms of dollar ampbunts, and therein may lie
part of the problem

M5. FAIR M chael, what about fromthe
magazi ne publi shers?

MR. PASHBY: | think ad cl earance al nost
presupposes that there is a formal process that goes on
and that’s not actually the case. | nean, it’'s a very
| oose term *ad cl earance.

Certainly, in sone nmagazi nes, sonme naegazi nes
have forbidden certain categories fromappearing in their
publ i cations from a phil osophical or age reason, whether
that be tobacco, liquor. Sone magazines will forbid mai
order advertising and certain magazines wll require
certain additions to advertising. For instance, on nai
order advertising, sone nmagazines require there be a

noney back guarantee. So, they may | ook at an ad or
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insist -- or they may not even |ook at it, but they may
tell the advertiser it should have a noney back guarantee
and it should have the nmeans of receiving that.

| think beyond that, if you re tal king about ad
cl earance, you're presupposing that people are actually
reading the ad. | don’t think that is common within the
magazi ne i ndustry. They look at the ad. They | ook at
the ad for suitability of placenent, particularly -- |
mean, the obvious thing is nudity, that was nentioned
before. For certain publications, that’s perfectly
acceptable to find nudity within advertisenents. In
others, it’s absolutely not. And it’s an easy thing to
notice and to reject.

M5. FAIR In the interest of tinme, let’'s go
directly to weight |oss advertising since that's --

PROF. ROTFELD: Lesley, we were talking about
codes, if I may. One thing I'd like to add about when
talk with various vehicles about codes, in their industry
or what they have there, | often wll say, do you follow,
and I'll talk about a related code to their industry or a
particul ar area, and they' Il always say, oh, yes, we do.
Then 1’1l ask specific questions. WlIl, we don't have a
copy. No, | haven't read it in a while. No, | think
it’s around here somewhere. And then you ask them

speci fics of what they' re doing and they' re not exactly
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following the code that they said that they were
following in the first place. | find a lot of vehicles
are code sayers, as | would put it.

The best exanple is not too |ong ago after the
new novi es have been com ng out fromthe major com c book
conpani es, | was contacting sone of themsaying, tell ne
your guidelines and how you deci de what advertising is
acceptable. And they all send nme a copy of the Com cs
Code Authority Seal of Practices pronmulgated in the *50s
and updated, | think, last tine in the ‘70s, and they al
sent me a copy of it. But you go out to any nmgazi ne
rack or any com c book store and there’'s a |ot of things
fromtheir own conpany that doesn't follow this code, at
| east on editorial content, | can’'t say on adverti sing.

We're tal king here about what a | ot of
di fferent conpanies do and the phrase that | always cone
back to is, everyone | talk to tries to tell nme, this is
standard in the industry, this is standard in the
i ndustry. Everyone says that what they do is the
standard, even though they all will do different things.

| was trying to talk to sone tel evision
stations on different types of ads and this small station
in Macon, Ceorgia says to nme, well, you ve got to
understand, Dr. Rotfeld, before it cones to us, it’'s

played in the big cities, it’'s been on the networks, it’'s
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been on the cable networks, and so by the tine it gets to
us, a lot of other stations and cabl e conpani es have
| ooked at it.

So, I"'mtalking at a big station at a ngjor
mar ket and they say, well, you ve got to understand, Dr.
Rotfeld, before it comes to us on a spot buy, it’s been
on the cable conpanies, it’'s been in several small towns
and the networks m ght have | ooked at it, too. Then I’]I
call up the cable conpany. You' ve got to understand, Dr.
Rotfeld, before it cones to us and so on and so forth.
Everybody was referring to soneone else. And if | had
asked them specifics on standards, they're all doing
sonething different, but what we do is standard.

M5. LEVINE: Lesley?

M5. FAIR Let’s talk about something that’s
not standard.

M5. LEVINE: |I'min a very unique position,
Good Housekeepi ng Magazi ne, and |’ ve worked around |ots
of magazines and a coupl e of newspapers. And we are very
specific. And we, at Good Housekeepi ng, since the seal
cane into being in 400 years, every single ad is read,
every claimis verified. Approximately $2.4 mllion is
spent through the Good Housekeeping Institute to work on
the veracity of the advertising. Not just in the

category of weight loss. |In 1952, the magazi ne stopped
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taking cigarette advertising. So, | would |ike to say,
in this sense, that the nmagazine is way ahead of the
curve. |It’'s earned its position in the United States as
a magazine that really does represent trust.

However, it is unique. And as | have worked
ot her pl aces, as M chael Pashby has said, there are
different points of view and guidelines. This is the
only nmagazine that | amaware of in the United States
where the advertising goes through the editorial
departnment before it is printed. And what | thought |
woul d be happy to share with you and with anybody el se
who woul d be particularly interested are the 16 points
that diet and wei ght | oss prograns and pl ans and neal
repl acenent/wei ght control products nust get through
before they appear in the magazi ne.

M5. FAIR W can certainly put that on the
event website.

MS. LEVI NE:  Yes.

M5. FAIR  Could you give us a highlight of a
few of the nost appropriate?

M5. LEVINE: Well, they' re very specific and to
the point that you nade earlier. If | were on a 24-hour
turnaround, it would be nmuch nore difficult. Here is an
exanpl e.

On request, a diet program plan nust provide
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docunentation that the programplan is nutritionally
adequate and safe wi thout the need for physician
monitoring. |If an advertising clains a typical weight
loss, inplicit or explicit, for participants of the
program this claimnmust be based on a sanple of al
persons who have participated in the programplan. So,
we' re | ooking for very firmdocunentation. They cannot
be research studies from Sweden on five people in the
north of the country.

Consequently, it’s not an easy programto
adm nister, but it has kept us safe in this arena, as it
has in accepting electronic products, all the products
t hat appear because they do carry the warranty.

M5. FAIR Now, certainly you ve nentioned ads,
you know, review ng the science and substantiation. Are
t here sone ads that have crossed your desk over the years
that didn't take nuch scientific evaluation for Good
Housekeepi ng to make the decision that it did?

M5. LEVINE: Well, yes, Lesley, there are. So,
| actually brought 10 pounds per week, the Turbo Protein
Diet, stop yo-yo dieting forever. This was a 1-800
nunber. It didn’t take much thinking to understand that
this wasn't going to work, dreamthough we mght that it
woul d.  And we turned down mllions of dollars of

advertising. In this particular category, it really
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rarely passes above the level of the advertising
departnment. They know it’s not going to be accepted, so
they do not bring it up. And ultimately, our publisher
is sitting here, we’ve probably lost mllions of dollars
in this, but it’s appreciated by the readers.

M5. FAIR What are the tip-offs? Wen your
folks are giving it that initial scrutiny, what kinds
of things do they say to thenselves, |’mnot even going
to --

M5. LEVINE: Extrene weight loss in a short
period of tinme, you can eat all you want of high calorie
foods w thout exercise, sit still and | ose weight. And
we were just com ng back fromlots of focus groups around
the country and we put our editorial through the sane
process. They know very well, the wonmen out there, that
diet isn't easy. So, yeah, there are a lot of tip-offs,
but it gets nore conplicated when you get into the
nutritional diet drinks and that takes a |lot of scrutiny
and scientific evaluation, and we have nutritionists on
the staff and chem sts.

M5. FAIR Let me turn to Don McLenore. Could
you describe, certainly in the area of weight |oss, what
your organi zati on does?

MR. McLEMORE: The real --

M5. FAIR If you could talk into the m ke,
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pl ease.
MR. McLEMORE: The blatant clains really never
get to ny desk in the standards departnent. W’ ve

trai ned our ad sal es reps what woul d be accepted and what

won’ t be.
M5. FAIR  And what are those? How do you
train them and what are those -- what are they tol d?
MR. McLEMORE: For exanple, the diet slippers
are not -- it’s not a product that woul d appeal to our

constituency or our readers, so our ad sal espeople
imedi ately reject that. Additionally, the seaweed soap
that allows you to scrub away three or four pounds every
time you take a shower does not work. So, those don’'t
get past -- the ad sal espeople reject those i nmediately.
Cenerally, the types of ads that end up on ny
desk and end up for review -- in fact, we review all our
ads for acceptance into our publication -- are ads that
are subtly m sl eading. For exanple, just last nonth, we
received an ad for a product that conpared itself to
t hree pharnmaceutical drugs, Xenical, Mridia and Fastin.
It was a dietary supplenment that said it had the sane
effects as the pharmaceuticals wthout any side effects.
Additionally, that they pronoted the product as a
treatment for obesity. So, that initiated a conversation

with the advertiser. The advertiser said that, in fact,
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t hat product was FDA-approved and had been cleared by the
FTC.

MS. FAIR (Oh.

MR. McLEMORE: And that they felt that we had
no right to ask themto renove those clains. So,
therefore, we |ost about $50,000 worth of advertising for
that particular ad. So, that’s just an exanple of one
tine.

M5. FAIR How are your staff people trained in
this area?

MR. McLEMORE: | have two col | eagues that work
with me and basically they have science backgrounds. W
review every ad that goes past our desk, and for the nost
part, we're | ooking for false and m sl eading cl ains as
wel|l as egregious clains. And, in fact, we see nore
egregious clains than we do fal se and m sl eadi ng cl ai ns.
We ask for substantiation in cases where it’'s needed and
we ask for changes and revisions to ads that make
egr egi ous cl ai ns.

M5. FAIR  The weight |oss report that the
Comm ssion issued in Septenber raised two phenonena that
| think we are kind of curious for the panel’s insight as
to what’'s happened. In the sane decade, as the Chairnman
sai d, where the Comm ssion brought close to 100 cases, at

| east our observation is, is that the percentage of these
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ads maki ng what we woul d consider scientifically
i nfeasi ble clains has increased as has the fact that a
nunber of them are noving fromthe back of the book, so
to speak, smaller or, you know, other kinds of nmedia into
mai nstream nedi a outlets. Any thoughts in the past
decade what may have caused this phenonena?

PROF. ROTFELD: WMarketi ng.

MS. LEVINE: |’'ll add to that.

M5. FAIR W have a --

PROF. ROTFELD: This is market-driven in a
sense. W have a nation of people that’'s guilty of
gluttony and sloth and they want to be thin while
remai ni ng gluttonous and indolent. | nean, that’s really
what’s driving it here. And there’s a |ot of people that
desire this. | nmean, in a historical context, 150 years
ago, alittle bit less than 150 years ago, this is why
magazi nes started carrying ads fromthe patent nedicines.
Their readers wanted information on all of these patent
nmedi cines. And the reasons we had infonercials, in part,
besi des cabl e conpani es and tel evision stations wanting
to fill sonme tine and the FCC renpving restrictions,
peopl e were watchi ng these progranms. They were
interested in the things that are going on there.

Consuner Reports not too |ong ago had a story

about Dr. Scholl's now putting magnets in a line of shoes
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and comrenting to the Consuner Reports peopl e saying,
yes, we know they don’t have effects, we know that they
don’t do anything, but people are interesting in buying
this product, so we feel we should offer it.

M5. LEVINE: | think there’s another issue.
When tines are difficult economcally as they are right
now and the advertising base nelts away, not the fat, but
t he advertising base, then there is room-- you said in
what we call the front of the book. So, the advertising
t hat woul d have been relegated to the bad paper in the
back of the book has had an opportunity to nove forward
and sone of these are what we call Pl ads.

M5. FAIR  Could you explain what you nean by
t hat ?

M5. LEVINE: A Pl ad is a per inquiry ad so
that the publisher is paid not sinply a rate base for
placing it, but they are paid on each one of the sales of
t he product through the magazine. So, it’s another
profit line to the publisher.

M5. FA R How common are Pl ads?

MR. PASHBY: | don’'t believe they re conmon at
all. In fact, a survey of the discussions that we had
wi th our magazi ne nenbers indicated -- not one of the

publ i shers we spoke to indicated that they were accepting

any Pl ads at all. That’'s what | was told.
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M5. FAIR |’ m sure.

MR. PASHBY: And, actually, 1'd just like to
poi nt out -- you asked a specific question. O the ads
that you surveyed, you did indicate that 60 percent of
the ads you had no problemw th at all. That it was 40

percent of the ads that there was a problem w th.

M5. FAIR  Well, | think the phrase ‘had no
problemw th at all,” I think we m ght not go that far as
to say.

MR. PASHBY: Ckay. But they were not deceptive
ads.

M5. FAIR Well, | think the statenent was that
they were facially, plainly, kind of patently fal se ads.

MR. PASHBY: Wen | | ook at the report that you
put out, | nmean, the one thing that does stand out in
there is that a nunber of product areas within the diet
area advertising has actually decreased. The nunber of
products being advertised over the |ast decade has
decreased. And the one area which has increased
substantially, in fact, fromzero to 12 products, is the
dietary supplements. Prior to 1994, those products
weren't allowed to be advertised because they hadn’t been
approved by the FDA. After 1994, they didn’t require FDA
approval .

So, the nere fact that nore products are com ng
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onto the marketplace will create nore advertising. |
think that is something we really have to understand
here. That it’'s not just an increase in advertising of
t hese products. There' s products being allowed onto the
mar ket pl ace unchal | enged.

M5. FAIR QO her thoughts? Dean Norton,
anything fromyour point of view about what may have
caused this change?

DEAN NORTON: | agree with what he’ s saying.

It seens to me that this is very simlar to the cigarette
snoki ng problemthat existed for decades. It took us a
long tinme to understand that nicotine was addictive.
Remenber, we had a whol e bunch of executives sitting
before Congress saying that it wasn’'t addictive, and we
weren't even sure that they weren’t answering us
correctly when they said that.

| think, simlarly, your report is going to
make a difference out there in the nedia once the nedia
gets inforned about what a big problembeing fat is in
Aneri ca.

M5. FAIR Do you think it’s a matter that
isn't currently well-known?

DEAN NORTON: | don’t think people understand
that it’'s one of the | eading causes of death until this

report cane out. So, | think it just takes a while for
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the information to be dissem nated anong people and |
think you |l have all sorts of investigative reporting
stories done locally at different newspapers and
di fferent nmagazi nes about this.

M5. LEVINE: 1'd like to throw in one other
situation. The infonercials are -- we report constantly
on the television infonercials, and our experience has
been when we eval uate the products that are being sold
over the infonmercial, which is a different form of
advertising, they are very litigious. So, if you say
anyt hi ng negative about themin print, you very often end
up in a battle of the attorneys. So, they do get a
certain amount of free reign because they are quite
t hreatening on the other end and not all publishing
conpani es want to go there.

M5. FAIR Are you referring to free reign on
the editorial side or --

M5. LEVINE: No, free reign in general.
mean, if you begin to attack them you are attacked right
back. The Ab Energi zer m ght be one of those.

M5. FAIR  What about -- let’s take an ad --
again, we’'ve tal ked about weight |oss soap an awful | ot
or the FTC s SlimAnerica ad. | think the claimin this
litigated case that resulted in a judgnment and about $8

mllion back for consuners, blast off 49 pounds in only
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28 days -- I'msorry, 29 days. |'msure that |ast day
was crucial. No doubt. Wen an ad -- and this was an ad
that ran in a nunber of major nedia outlets.

Qovi ously, we don’t have personal know edge
about this particular ad, but what are the factors that
are leading ads like that to be run? Is it a question of
no screening being done, folks that do the screening
aren’t aware of the difficulties that they m ght be
encountering with these kinds of clainms? Is it a
guestion of ad neaning or ad interpretation? Wat nakes
this a tough job for nedia screening personnel ?

MR. PASHBY: | think now that that -- now that
you have a judgnent, that ad is not going to run.
mean, mnagazi nes --

M5. FAIR  Well, no, we have 44 pounds in 30
days. So, you know --

MR. PASHBY: But the point is, you have a
judgnent, that has been publicized, that has been told
to the industry and the industry is now aware that this
ad -- there is a violation. 1[It is not going to be run.

M5. FAIR  But, Mchael, what about other ads,
again, from other conpani es that say, again, blast off 51
pounds in 36 days?

MR. PASHBY: | think when you tal k about

sonmething like that, that is -- we’'re tal king about the
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extreme. The issue that | see, and | think nost of the
magazi nes see, is that Ellen does have a department there
where she spends $2.4 mllion, which is nore than the
total revenue of 90 percent of all the magazines that are
published in this country. But she is spending that
nmoney quite rightly as a marketing programfor her
readers.

M5. LEVINE: W prefer not to call it a
mar ket i ng program

MR. PASHBY: Ch, I'msorry, I'msorry.

M5. LEVINE: | think spiritual and religious.
M5. FAIR  Well, | think --
MR. PASHBY: | think what happens when you

start to look at ads and you try to nmake a judgnent, what
a publisher will tend to do is to categorically reject
advertising; i.e., reject it by category. So, rather
than try to make a judgnment of saying this is correct and
this is not correct, SlimAnmerica is correct or is not
correct, SlimFast is correct or is not correct, they
will reject all of this type of advertising, al
advertising within the weight |oss category.

And if we know that 60 percent of the products
that are being advertised are indeed |legitinmate products,
then actually we’'re denying advertising to those areas.

| knowit's a difficult problem but | think that is the
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i ssue that nost publishers face.

M5. FAIR Herb, | think you were next.

PROF. ROTFELD: Well, | was going to say, you
wer e asking why these are going in, and as long as you're
tal ki ng about Good Housekeeping, we could bring in
anot her magazi ne that has al so been noted for doing a | ot
of work in this area and that’s Mbdern Maturity and
screeni ng a nunber of things keeping themout. But the
basi ¢ concern has to cone down to the people that are
maki ng decisions, the final arbiter of the decision of
what is acceptable is a person whose job description and
j ob performance is defined by revenue. They |lose their
job if revenues drop in many instances. And their
concern i s how nuch ad |inage you have.

So, decision-making in part -- and these are
not my words. These are words from peopl e who nake these
deci sions. They said the decision comes down to a m x of
greed and fear. Geed in that | want the noney and fear
inthat, well, if I accept it, what’'s the ramfications
of sonet hing going wong. You have a judgnment on ads
that are clearly deceptive. Well, now they' re running
into a problemthat -- okay, now I’m know ngly carrying
sonmething that's false and I could be liable for
sonet hing el se. W have anot her thing happeni ng here.

But the fear, also, many tinmes is, well, if we
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carry an ad and it causes our readers to go el sewhere,
then our circul ati on goes down, our circul ati on goes
down, we charge | ess per ad, we charge |ess per ad,
revenue goes down. |If we have an ad that’s offensive to
a | arge nunber of our advertisers, which is rarely a
basis for decisions, though they nmention it now and then,
again, they lose revenue. But it’s this mx of greed and
fear.

The publishers and station nmanagers at
television stations and radi o station nmanagers are very
upfront about it. This is their words when they say this
tome. |I'mnot putting nmy color on things when | say
that. They are concerned about having the revenue.
Because if ad linage drops, if their income drops,
they’ re out of work.

MR, KIMBALL: | need to suggest for a nonent
here that a newspaper publisher or a magazi ne publi sher
who used that as their sole standard of acceptability

woul d be losing their job for another reason.

PROF. ROTFELD: Well, | didn't say sole.
MR KIMBALL: | think that we need to get to
the issue of how advertising -- by what neasure are

t hi ngs eval uated and by what neasure does the newspaper
publ i sher or the advertising representatives working for

t hat publisher nmake the decisions about what to accept or
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not accept and | can assure you that the sole revenue
nodel that the decisions are being nade by whether the
linage is up or down or whether the revenue is up or down
and that drives the sole decision about the acceptability
of advertising, is categorically not true.

M5. FAIR What else -- you know, if not solely
revenue, then what it is, John?

MR, KI MBALL: Well, | mean, | said before, the
newspaper nodel, not unlike the magazi ne nodel, is one
where there are two sides to the business. W have a
social responsibility and an editorial m ssion that
buil ds upon either the setting or the gathering together
of those that help set the agenda within a | ocal market,
and that is a very serious consideration. It is why
there is a fence or a wall or a gate or whatever you want
to call it between the newsroom and the adverti sing
departnent, and | think it is the nodel upon which the
Ameri can newspaper business has been built.

And | will assure you that there are nmany, many
ti mes when advertising or that news stories run about
advertisers that had the advertising departnent been able
to, they would have not wanted that story to run and |’ m
sure there is advertising that runs occasionally in
newspapers that the newsroomw sh didn’'t run, especially

if it is about an advertiser that they’'re witing about.
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But the mssionis two-fold. Certainly,
there’s a business mssion of the newspaper and they have
to sell advertising and sell circulation and deliver an
audi ence to their advertisers. That’'s the nodel upon
whi ch the business nodel is built and the fundi ng upon
whi ch t he newsroom oper at es.

But the two missions are very separate and
di stinct and they are taken extrenely serious in the
busi ness. The advertising nodel, | wll tell you, does
not drive the editorial mssion, nor is it the sole
m ssi on of the newspaper.

M5. LEVINE: 1'd actually like to add two
points to that. |1’ve worked nmany places and |’ mvery
fortunate to be at Good Housekeeping, which works by its
own standards. But | have never been in a position where
t he advertising departnment, when asked about a particul ar
ad that was egregious, stuck with that ad. | haven't
seen that representation of the conbination of greed and
fear, although I imagine in publications that are
t hreatened and may not see a future, that m ght be. |
have not seen that.

But | do think there’ s another point here,

Lesl ey, another comunity that needs to be reached, and
that is the advertising community, because when we talk

about these easy ones to understand, when you get into
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the nore difficult clainms, when a word here and there can
nove a consumer in a direction that is clearly
m sl eading, that’s nore difficult, and the agencies
t hensel ves often feel a need to be original to nove the
product a little further along, to have a line, a jingle
that’s different than everybody else’'s, and the nessage
that you're putting out there needs to reach those
agencies as wel | .

M5. FAIR W' ve tal ked about the costs of
screeni ng. Don, what about sone of the benefits? Wat
| ed your conpany to decide to start the programthat it
di d?

MR. McLEMORE: Well, the denographics of our
readi ng audi ence, for the nost part, they' re fluent,
educated, they believe in health products. Just for our
consuner magazi ne alone, we have a mllion |oyal nonthly
readers, and we feel that if they don’t trust in our
editorial they're not -- if they' re not going to trust in
our advertising, they’'re not going to trust in our
editorial.

Si xty-three percent of those readers buy sone
product from our mmgazine, either by reading an article
or reading the advertisenents. So, we feel that it’s our
responsibility to give themtruthful and not m sl eadi ng

adverti senents.
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M5. FAIR | think, Joe, you had nentioned
briefly the CAB guides. Could you talk about a little
bit nore -- | think you had said 17 percent, am |
correct?

MR. OSTROW Seventeen percent of our nenbers
use our guides, 83 percent use their own. There are
peopl e who, | think, would probably have a little bit of
trouble with what Professor Rotfeld said. They are
called the people in the standards and practices
departnents at the networks or the legal affairs people
who are constantly | ooking at commercials. The problem
is, it’s not a static nmedium

We have 13 mllion tel evision advertisenents
run on the cable networks each year. |If you want to
t hi nk about the concept of running through each one of
them and we do in the main, but without a |evel of
expertise that is required to cover | don’t know how many
different industries. W cannot get a doctor for every
specialty. W cannot get a dietician for every product.
But, in fact, in our guidelines, there are four or five
pages on the subject of diet products that are avail able
for our nenbers to | ook at and they do followit to sone
degree, and the degree varies in terns of the editorial
envi ronment that the progranm ng represents on each and

every networKk.
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| f you want to tal k about 10-year-old research
| think you have a problemw th 10-year-old research as
it relates to, if nothing else, the cable industry was
hardly in existence 10 years ago.

The reality is that we cannot get information
because credi ble researchers like the N el sen Conpany and
like CMR will not research |ocal cable because | ocal
cable, for exanple, runs 2.7 billion units of advertising
every year

Now, if you want to tal k about cost
effectiveness, | think you run the risk of really making
that into a total sham

M5. FAIR  But, obviously, only a very snall
percentage of that is weight |oss advertising, would that
be a fair statenent?

MR. OSTROWN Indeed it is. But if we were to
screen for just one category, the question is when we
woul d be screening for the next category and the next
category and the one after that, there is a never-ending
situation here and | think there are other solutions to
t he problem

M5. FAIR W will certainly get to solutions,
but in the interest of tine -- you know, we’'ve tried to
deal with practical issues here, but | think certainly

there are issues involving the First Amendnent, the
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Constitution, that we would be rem ss in not at |east
addressing briefly. Professor Schauer, |’ve been wanting
to say this for 25 years now, Professor, | have sone
guestions for you. That felt good.

What about -- you know, certainly this nmay be a
relatively obvious point, but could you tell us what the
courts have tal ked about about the Constitutional
protection of false ads?

PROF. SCHAUER: Until 1976, commerci al
advertising was not even covered by the First Amendnent
at all. Al of that changed in 1976 with the Virginia
Pharmacy case that protects commercial advertising. But
the Suprenme Court has been quite careful to say three
t hi ngs.

First of all, it does not protect the
advertising of an illegal product. Second, and
different, the comrercial speech idea is interpreted such
that the First Amendnent does not protect false and
m sl eadi ng advertising. The Suprene Court first said it
in Virginia Pharmacy, then they said it a few years |ater
in the Central Hudson case that gives us the test that we
now have. And third, the Central Hudson case and all of
t he others have nmade clear that although conmerci al
advertising, if of a legal product and if neither false

nor m sleading, is substantially protected, but not as
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fully protected as news, opinion, art and the other
t hings that get as nmuch as the First Anmendnent has to
gi ve.

M5. FAIR So, let’'s take a situation that |
think is safe to say has happened at the FTC. W're
dealing with, in this hypo, let’s say, a conpany offshore
that is selling a weight |oss soap, let’s say. They are
advertising it on Anerican nedia outlets, but, you know,
the noney is going offshore to the people offshore
selling it. Let’s say in this hypo that the conpany had,
you know, a one-year contract for a nedia outlet, you
know, dissemnate this every day for the next year, would
there be anything that the FTC could do to stop the
di ssem nation of that ad?

PROF. SCHAUER: | think that M chael Pashby got
it right in describing the reaction of his nenbers and
others to the blast off 48 pounds in 29 days -- or is it
29 pounds in 48 days -- in saying that the key is to have
know edge. And, in fact, that fits wth the existing
state of the | aw

If we go back to 1959, the Suprene Court said
t hat bookstores could be liable for selling obscene
books, but only if it could be proved that they had
know edge of the nature and character of the specific

materials, and the Supreme Court has reiterated that a
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nunber of times as well.

In the defamation area, as a matter of common
law, |ibel, a publisher can be liable for defamatory
material in the publication, but after 1964, in New York
Times vs. Sullivan, only if wth respect to that
particular item the publisher has actual know edge of
falsity.

So, if we apply both of those to your question,
filter it through the exanple you give with comrercia
speech being substantially protected, but not quite as
protected as non-obscene, sexually explicit material, or
non-intentionally false defamatory material, the
conclusion that cones out of this is that there are
certainly circunstances in which there could be nedia
[iability, but it would be necessary to show that the
newspaper, nmagazi ne or whatever had noderately specific
knowl edge as to where this ad or the narrow category
within this ad falls, being fal se, m sleading,
scientifically unsubstantiated or sonething |like that.

There are out there a couple of cases, two of
theminvol ve Sol di er of Fortune, and there are a few
ot hers, in which publications have been held |iable under
a shoul d- have- known negl i gence standard rather than an
actually new standard or a common | aw reckl essness

st andar d. Nei t her of the Sol di er of Fortune cases have
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reached the Suprene Court. They suggest that it would be
pl ausi bl e under current | ower court case law to apply
sinply a negligence standard.

It seems to ne in light of Smth, in |light of
t he defamati on cases and so on, that would be a risky
strategy, sonething that requires either actual know edge
or sonething that comes close to the reckl essness that in
the common | aw we call gross negligence would be
substantially safer. But like with the bookstore, like
wi th the newspaper and defamation and so on, if it can be
shown that the publication either actively participated
in the creation of the ad, and we certainly have sone
exanpl es of that, although not -- it’s hardly the
majority, or if the publication actually had actual and
provabl e knowl edge of its falsity or m sl eadi ngness, then
neither the offshore advertiser nor the publication would
be protected as a matter of existing |aw

M5. FAIR  What about the FTC saying, you are
hereby told not to run any fal se or deceptive wei ght |oss
ads?

PROF. SCHAUER It is --

M5. FAIR | nean, what |evel of know edge are
we tal king about here?

PROF. SCHAUER It is certainly -- like

M chael * s description of the know edge of the judgment,
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it certainly would go a |long way towards putting
publ i shers on notice, creating the know edge. It would
al so, fromthe other direction it would seemto ne, give
publishers a safe harbor. W'’'re not only tal king here
about possible FTC actions, we’'re tal king about who knows
how many potential private actions that sonebody who felt
m sl ed m ght want to bring.

It would seemto ne that formal notification
woul d make some sort of FTC action easier. It would be a
useful predicate. But the absence of that forma
notification, under a schenme in which formal notification
exi sted, would likely give a publisher nmuch nore of a
safe harbor in a private suit than would exist w thout
any kind of a notification schene.

M5. FAIR  How specific would the notification

have to be, do you think?

PROF. SCHAUER |’'ve | earned sonething in the
course of the day. | knew about the existence of these
things. | had never heard the expression ‘pop-up
conpany.’ (Qobviously, the existence of pop-up conpanies

creates a little bit of the problemin the sense of one
can inmagi ne mnor re-incorporations, mnor changes in
wordi ng or things of that sort that at least it could be
argued that nmakes it different.

Maybe again we ought to go back to -- although
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we're dealing wwth a very different area -- sone of the
ot her ones | nentioned, obscenity, defamation and so on,
in which the real issue is, as the Suprene Court has put
it, the nature and character of the materials. | think
it has to be narrower than weight |oss. That woul d be
far too broad. But weight |oss ads of a particular kind
descri bed preferably nunerically; that is, one can
i magi ne the category of notification in which publishers
woul d be put on notice if the claimis that the weight
loss will be nore than X pounds per day or nore than X
pounds per week. It would be specific enough to guard
agai nst the real dangers of chilling in the like while at
the sane tinme probably w thdrawi ng one of the nost
effective tools of the deceptive adverti ser.

| think that kind of specificity, even if it’'s
not nunbers, but that kind of specificity, certain kinds
of clainms, maybe even with exanpl es, maybe at tines
certain kinds of conpanies, certain kinds of pictures,
but narrower rather than broader. Weight [oss is not
going to do it. As the comon | aw woul d have descri bed
it, nmere buffering is, of course, okay. Sonething nuch
nore specific, much nore identifiable.

M5. FAIR  What about the issue of chill? A
nunber of commenters have raised a concern that since

there is certainly value to truthful commercial speech
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how woul d you deal with that?

PROF. SCHAUER In the sonmewhat -- sonewhat
understates it -- quite controversially, inits first big
conmer ci al speech case, Virginia Pharmacy, the Suprene
Court said that concerns about chilling, buffer zones,
margins of errors and the Iike, which are a staple of
First Amendnent doctrine and a staple of First Amendnent
rhetoric, are less applicable to commercial advertising
because of the effect of profit notivations and things of
that sort. That may be right, that may be wong, it is
t he | aw

Nevertheless, it does seemto ne that there is
a concern about too nuch chilling, not only blending over
into the kind of fear that would deter publishers from
t aki ng any constitutionally protected ads, but
occasionally would even spill over, and this would be
worse, to chill possible ads that had sonme political or
i deol ogi cal content as well as we see nore and nore ads
that are a conbination of product selling and -- so, it
seens to ne that although the concern is going to be |ess
inthis area than it would in sone nunber of others, it’'s
genui nely real.

We all have an exanple, and | think it’s
appropriate, of the kinds of things we m ght be worried

about . | mean, if | send to the New York Revi ew of Books
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ny classified personal ad, | aman attractive 38-year-old
singl e mal e of independent nmeans seeki ng conpani onshi p,
not one itemin that list is true about ne.

| think we would all be troubled by the
possibility of any liability for the New York Revi ew of
Books, and indeed, we'd all be troubled even by a
notification schene that said sonething |ike, watch out
for personal ads or watch out for people claimng to be
attractive or wealthy or anything of that sort.

So, the chilling idea is real, even if less for

commerci al speech, but that's why | cone back to things

i ke nunbers, exanples. Chilling is about uncertainty.
The nore certainty there is, the nore chilling effect --
the nore the chilling effect argunent becones nere

rhetoric and not an actual phenonenon. The nore the
notification can use nunbers, exanples, people, places,
nodel s and everything el se to reduce the degree of
uncertainty, the less chilling there's going to be.

M5. FAIR Let's nobve to sone practica
solutions, building on what was tal ked about this norning
especially. One suggestion was the publication of a |ist
of scientifically infeasible clainms. |Is this sonething
that woul d assist media in their screening efforts? Wat
are the pros, what are the cons of that kind of approach?

MR. PASHBY: The first thing | know about any
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list is the nmonent that list is published, the people who
are producing ads will change their ads so that they
skirt around those lists of clains, and | think that's a
very inmportant thing to renenber because the list is not
a static list. It probably would change al nost daily.

| think rather than make a judgnment based on a
list, the publishers that we have discussed this with
woul d categorically deny space to -- irrespective of the
| egal judgnment here, they would categorically deny space
to all weight |oss products.

M5. FAIR O her comments about -- since that
was such a big issue this norning?

MR. KIMBALL: | think that to the degree that
realizing the context in which advertising is accepted
and the chaos, as | nentioned earlier, that surrounds
that, if there were sone buzz words, sone things to be
aware of, that would be helpful. | think that that m ght
be hel pful for a newspaper in making sone of those
initial decisions. Realizing that ultimtely the
publ i sher has the decision and the authority to publish
or not publish what they choose to, that m ght be
hel pful, it mght work, and certainly from our
per spective, comunicating that to our nenbers would be
sonet hing that would be one of the functions that we do.

M5. LEVINE: | think the FTC too good to be
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true list is not a bad idea, and once again, | stil
believe in self-regulation. But | do think the nore
information that's out there, the smarter the consuner
is, the smarter the ad departnent is, and as | had -- |
agree with Mchael that there will be an incredible surge
in advertising hyperbole to skirt around this and | do
think that this information should go to the ad agencies
and the smal|l agencies. But beyond that, to editorial.
And as the Dean said earlier, information does hel p, but
people -- the other new battle, the | awsuits agai nst sone
of the corporations that have so nuch fat in their foods
will also bring to people's attention sone of the issues
about the obesity problens.

M5. FAIR O her comments about the list issue?
MR. PASHBY: | have one nore here. | think
there was a concern nentioned by our nenbers about
possible liability as well. Because if they make a
m stake, this is a country where McDonald's is being sued
at the nmonent for nmaking people fat and if people -- if
t he magazi nes take ads which they shouldn't, people wll
sue them There will be class actions. W're facing
enough lawsuits as it is wthout having other ones based
on this. And it does open -- | nean, |I'mnot a | awer,
obviously, but it does open the door, | amtold, for the

necessity to screen all adverti sing.
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M5. FAIR  Wihy woul d that open the door for --

MR. PASHBY: | amtold by the |awers for the
conpani es that we represent that they feel that there is
a possibility that we'd then have to review all
adverti si ng.

M5. FAIR  Yes, Professor?

PROF. SCHAUER Al t hough, certainly, if the
fear is in review ng sonething they'd have to review
everything, then presumably the advertising pages woul d
have to beconme sonething other than what they are now and
there couldn't be screening for illegality, there
couldn't be screening for blatant fraud, there couldn't
be screening for taste and the like. It does seemto be,
as | suggested earlier, that there is this safe harbor
possibility.

| ndeed, in the kind of lawsuit your nmenbers are
nost afraid of, the possibility that -- or the
probability that this particular kind of claimdid not
appear on the FTC list is sonmething that if | were
representing one of your nenbers in one of those |awsuits
| would very much like to have and, indeed, the
possibility of information and, indeed, the First
Amendnent has two sides. It's not only worrying
appropriately about governnment as regul ator, but thinking

about the governnent as a provider of information as in
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this case, serving First Amendnment ideas by providing
accurate factual information.

But | do think that in terns of the nmuch |arger
fear of class actions, nmuch larger fear of civil
l[tability, something that conmes fromthe agency is
concrete, is specific, is not so vague as to produce
chilling and is as inportant for what's not on the |ist
as for what's on ought to be wel cone by publishers.

M5. FAIR  What about -- another thing that's
been raised is sone sort of recognizing the tine issues,

t he deadline issues that | think everyone has tal ked
about, the idea of some sort of third party hotline where
sonmeone can call or a nedia screener or screening
personnel mght be able to i Mmediately contact. What
about a possible solution, pros or cons, for sonething

al ong those |ines?

PROF. ROTFELD: Lesley, a lot of the clains
here -- | nmean, we tal ked about deadli nes and brought the
things up and I guess when personal frustration is when
you keep finding the same thing over and over again.
Soci al science journals don't like replications. So,
every tinme | keep finding the sane things, | can't
publish themsince I'"mrepeating the old materi al s.

We are tal king here of, yes, there are a | ot of

t hings that cone in on deadline pressures and a | ot of
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things that are involved here. But a |lot of the ads that
have been brought up today have been ads that run tine
and tinme and tinme again, and they're repeat ads and
they're repeat visits.

Sonebody this norning made a comment about
deceptive ads that appear in a newspaper while the
editorial side of a newspaper had pointed out how that
was deceptive, and | don't think anyone here would |ike
to see the advertising division held liable for news
stories in the paper because then the result would be --
t he obvious result would be that the ad managers woul d
cone into the newsroomand say, well, you can't run that
and we don't want the advertising divisions of various
vehicles to have this sort of effect on the other side.
In fact, I've talked to reporters that have just voiced
this sort of concern when they run a five-day expose on a
certain advertiser and on the fifth day those ads appear
in their paper. They don't want that type of thing.

But on the other hand, when you tal k of
l[tability or just actions, having been around and been in
contact with a nunber of people or |awers that have been
suing vehicles at different tinmes, the vehicles that have
faced these | egal actions, in ny experience, which
granted is |imted, has never been the Good Housekeepi ng,

the Modern Maturity, the mmjor broadcast networks. They
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have been the radio stations that are running ads night
after night after night encouraging a party at a bar that
is serving known drunks that are falling down on the
floor in front of the DIJs fromthe station. They are
television stations that are letting guests pay to be on
the news prograns and not telling anybody that they're
doing this. |It's the stations that are not doing any
sort of screening whatsoever.

The idea here, | guess, that you' re going after
as you're |looking for, what a vehicle does to screen is
purely a m x of incentives, and whenever | say what a | ot
of vehicles, managers or different people seemto ne
they' re doing, | always have soneone else in the room
saying I'mnot |like that, which is to be expected.

There are a nunber of vehicle managers and
there's a nunber of publishers and there's a nunber of
organi zations that are extrenely good and inter-directed
and they do it because this is what they want to do.

They feel this is right, we are going to take these
steps, we are going to set up an organi zation to screen.
And as |'ve said before, some of themare very snal

or gani zati ons, sonme of them people who surprise you on
their econom c resources on how t hey dedi cate thensel ves
to this. But other organizations of a variety of

sizes -- and | said, |I've been surprised at the size of
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sonme very |large organi zations that | ask them why do you
do that, and the ad manager will say, that's a good

guestion, we had it discussed at a neeting the other day.

DEAN NORTON: | --
PROF. ROTFELD: |'mjust saying it's -- the
incentives -- the questions Lesley's comng up with on a

l[ist is trying to say what sort of incentive would cone
to these vehicle nmanagers to nmake them say, at |east take
anot her | ook here, maybe stop this.

DEAN NORTON: I'moptimstic. | cone from
Nebr aska where one of the first questions they ask you
when you reach the canmpus is what does the N on the
hel met stand for. The answer obviously is know edge.
So, | think a sinple truth here is that the Anerican nass
media is better than anyplace in the world. W
di ssem nate information. W have got to be optimstic
and believe in our systemand the way it works, and |
think that if the FTC gets this information out about --
| nmean, | asked you when we tal ked on the tel ephone, how
big a problemthis is, how many dollars are involved. It
was astonishing to nme to hear what the anount was.
don't think nost Anmericans know.

And when news gets out about how significant
the problemis, I think we'll have solutions to it.

M5. FAIR  Well, speaking of solutions, since
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it's about that tine, again, in the final spirit of John
McLaughlin, rather than predictions, et me go down the
line and ask our panelists, let's assune that the goal of
what we're here to do today is so that if the FTC were to
run a repeat of its weight loss report a year from now or
two years fromnow, what do the FTC and nedia, jointly
and severally, need to do so that we could assure that a
year or two from now, the nunber of these ads running in
mai nstream nedi a are reduced?

Let me start with M. Kinball fromthe
Newspaper Associ ati on.

MR. KIMBALL: | think a couple of things. As
Dean Norton said, the ability to educate the public
t hrough the dissem nation of editorial material on the
whol e concept and the whole issue of not only weight |oss
advertising and weight [oss fraud, but the whole issue of
obesity and wei ght control and wei ght managenent and
running in the health pages of Anerican newspapers or on
the front page, you know, dependi ng upon what the issue
is, is acontinuing role that the FTC and other health
organi zations can help. And the newspaper industry, |
t hi nk, woul d be one of the great supporters of that
i nformation.

| would also say that to the specific issue of

advertising, to the degree that the two concepts work
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together, a nore educated public is nore aware of the
advertising and the clainms that are made, and | woul d
say, again, that if there was sone easily understood buzz
words, things to watch out for that were sinple, that
were on a one-page piece that could be in the hands of
peopl e who are meki ng these decisions at all |evels of
t he newspaper, | think that a nore infornmed public and a
nore informed nedia, working together, can nmake a
difference. And | think that those would be the two
areas that | think we ought to focus on.

M5. FAIR Ms. Levine.

M5. LEVINE: Ditto, plus. W're at a unique
period of time in the country where | think Americans are
just sick of being msled and they're sick of scandals
and they're sick of corporate mal feasance. So, it seens
to me that you need a two-prong approach. Your buzz
wor ds, but conpanies don't place ads when custoners don't
buy. So, if you really want to put an end to this,
you' ve got to nmake it two-pronged, the buyer and the
seller, and they're not going to put those 1-800 nunbers
i n when nobody's dialing. So, a dual approach would be
ny wish, and I'mstill sitting here and I'"'mthinking I'm
from New York and | don't know what the N stands for.

But maybe never again.

M5. FAI R M. MLenore?
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MR MLEMORE: 1'd like to add a third prong to
that. | think that, first of all, the FTC should -- |
woul d encourage themto increase their enforcenent
because | like to play the good cop and |let the FTC be
the bad cop when | go after ny clients to change their
ads.

But | think the third prong is, once the FTC
has cited or warned an advertiser for false and
m sl eadi ng advertisenent, | think they should al so
publ i sh or make known where that ad was published and
make the publisher responsible as well.

M5. FAIR  Dean Norton?

DEAN NORTON: | sort of gave ny answer, but be
sure that the Attorney Generals in all the states know
about your studies. Mke sure that the state press
associations, in addition to the state advertising
associ ations and al so the national organizations that
represent the nedia, and | just think you' Il get good
response.

M5. FAIR M. Ostrow?

MR. OSTROWN | think we have to be careful that
we don't treat the synptom and not the disease, and |
t hi nk where that should start is with sonething |ike
using the advertising to influence the consuner. There's

an ad council organization that runs public service

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

229
advertising throughout the country and why one isn't
running, a canmpaign isn't running on this subject is
beyond ne. | think one of the things that should be
encouraged is to get out there and get this nessage
t hrough PSAs out to the consuner telling the consuner
that this is bad adverti sing.

Secondly, | think, and this is a personal
opi nion, | haven't surveyed nmy nenbers, | think there's a
role for NARC in this, a very inportant safety valve for
us to be able to utilize on those occasi ons where we
can't handl e the volume of things that are going through.

And, third, | think if the FTC were to furnish
us with alerts, however they're constructed, whether they
are nunbers, whether they are key phrases, whether they
are evidences of canpaigns that have been rejected, we
woul d be able to act on sonething specific rather than
sonet hi ng vacuous.

M5. FAIR M. Pashby?

MR. PASHBY: | agree with virtually everything

that's been said, except, of course, for nam ng the

publishers. | think, also, we have to recognize that
this -- you know, changes are not going to occur
overnight. 1It's going to take a period of tinme to do

this, part of which is the education of the consuner,

which is the historic role of the nedia.
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| mean, just before we came here, we quickly
| ooked up how many articles have actually run on wei ght
| oss over the |last year, and there are -- in the
magazi nes that were in the database, there were over
1,300 articles about weight |oss, which was doubl e the
nunber that were running about 10 years ago.

So, there is a great deal of interest and the
media can informthe public. That's the historic role of
the media. And we are very supportive of the role of
NAD. | think they can play a huge role within this and
it's the appropriate role to review things after
publication. And that will, inevitably, reduce deception
wi t hi n adverti sing.

M5. FAIR M. Rotfeld?

PROF. ROTFELD: Well, I'ma pessim st on the
possibility of education to do anything, especially when
you start tal king of PSAs. There's an article in the
newest issue of Journal of Consunmer Affairs that points
out how PSAs, on even very inportant topics, tend to be
run and shown for people that are doing bed spins. So,
we have insomi acs bei ng persuaded, | guess.

But part of the problem as we talked of a |ist
to be given to various ad managers, as | listened to
things during the first sessions fromthis norning,

renenber a President once said with his frustration with
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econonm sts that were trying to tell himon one hand, on
the other hand. | think the FTC should wi sh for sone one-
handed doctors so they can have one set of clear, nice
cl ai ns.

But if they were able to give a set of clear
statenments that are fal se and say, these are false
statenments and give themdirectly to the people that are
maki ng t hese deci sions, we acknow edge this is a fal se
statenment, many ad managers, decision makers would use
this as the basis to reject ads if they have it as a
clear statenment of what's there, though I'll admt that
there are a good nunber out there that m ght al so act
only if they're shown that their readers would object to
seeing themor get upset with seeing them

If you want to tal k about incentives, you can
add the thing, send a simlar notice to the plaintiff's
bar and say, we have found these things to be deceptive
or say to them we will hold you liable as the Conm ssion
if you run these things that we know are clearly false.
The problemhere is if you define the list too w de, al
the trade associations are going to conme in and try and
fight any sort of proposal along those lines. |If the
list is very narrowWy drawn and very clear and easily
defined and very direct, few vehicles would fight it.

They would just see it's a |lot easier to just not accept
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t hose ads.

M5. FAIR  Professor Schauer?

PROF. SCHAUER As | said, notification,
specific notice is likely a constitutionally necessary
predi cate for any FTC enforcenent action. M suspicion
is that if it is specific enough, it would never have to
cone to that. |If specific enough, clear enough, the buzz
word approach, that involves being willing to be slightly
oversinplifying. That is, it's nice to say that every ad
is different, it is nice to say that context matters,
that doesn't work when | tell the police officer that I'm
a particularly good driver so 65 shouldn't apply to ne.
We have to nmake these decisions in clear, crisp general
categories so that there is no doubt and, therefore, no
chill.

M5. FAIR I1'd like to thank the panelists very
much. | do want to rem nd everyone that the record is

remai ni ng open at weightloss@tc.qgov for the panelists to

comment, for nmenbers of the gallery, for nenbers of the
public, and Mary Engle, | think, was going to introduce
our final portion of today.

M5. ENGLE: W're alnost on tinme. W' ve been
doing pretty well. Now, I'd just like to introduce, for
our closing remarks, the Director of the Bureau of

Consuner Protection, Howard Beal es.
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MR. BEALES: Well, we've conme to the end of a
very busy and, | think, productive day. 1'd like to
t hank everybody who cane and participated on the panels,
who volunteered their tine to address what really is a
critical public health issue, and I'd like to thank the
i ndi vidual s and groups who filed comments about what can
be done to reduce deception in ads for weight |oss
products.

|'"d particularly like to thank the nedia groups
for their willingness to cone to the table and initiate
this discussion of what we can do together in order to
reduce this problem and | hope that that dial ogue can
conti nue.

The sci ence panel has given us a |ot of
val uabl e input. Participants expressed their views that
a nunber of common wei ght |oss clains are not
scientifically feasible. Once we've had a chance to
review those opinions, | would hope that we can put
together a list that wll offer guidance on the kinds of
clainms that are legally false. Qur goal is to sinply the
task of identifying the nost egregious ads.

We hope that such a list can be a starting
poi nt for specific, concrete, self-regulation by both the
i ndustry and the nedi a.

To responsi bl e nenbers of the weight |oss
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industry, | think we can agree that a nunber of bad
appl es harmthe reputati on of those of you who sel
products and services that actually hel p consuners | ose
weight. You try to neet your |egal obligations to
substanti ate advertising clains. W hope you will work
t oget her towards sonme form of mneaningful industry self-
regul ation that can help weed out the wongdoers and
instill consumer confidence in this product category.

To medi a outlets, we hope that you, too, wll
join our efforts to reduce fraudul ent weight |oss clains.
We aren't |ooking for elaborate review procedures. Even
a sinple reading to reject obviously false clains can
make a trenmendous difference. Qur goal is that if next
year we repeat the weight |oss survey issued in
Septenber, we'll see far fewer ads where we can say,
wi thout any further inquiry, this ad is alnost certainly
fal se.

We appreciate that there will always be gray
areas in nedia clearance, there will always be ad
interpretation issues. But that doesn't nmean that we
shoul d sinply ignore the cases that really are black and
white. As we found in the weight |oss report, an
alarming fraction of advertising is nmaking black and
white clainms, and all too many of them are black. Those

we can do sonet hi ng about.
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One of the nost valuabl e assets of any nedia
outlet is the public's trust, that it is a bal anced,
reliable source of information. Don't let scamartists
t ake advantage of that hard-earned trust by using you as
a conduit for fraud.

To those engaged in the kind of marketing
that's been the focus of today's workshop, I'd like to
remnd themthat it's well-settled truth-in-advertising
| aw that requires conpetent and reliable scientific
evi dence to back up clains, and if they don't have that,
they can expect to see us in less friendly venues than
this one.

The FTC s brought close to 100 cases in recent
years against the marketers of deceptive weight |oss
products and we will continue to bring cases. But if the
only result of today's workshop is nore and nore FTC | aw
enforcenment actions against nore and nore sellers of
bogus di et products, then perhaps we've all failed
America's consuners. We think the standards shoul d be
hi gher than that. W need | aw enforcenent, we need
consuner education and those efforts should conti nue.

But we al so need your cooperation to prevent obviously
fal se ads fromreaching consuners in the first place.

We all have a role to play in encouraging

trut hful ness and accuracy in advertising. You have ny
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pl edge that the FTC will continue to fight fraud in
wei ght | oss advertising, and | hope we can count on you
to do your part as well. Again, thank you for com ng and
t hank you for the tine and effort you've devoted to this
proj ect .
(Wher eupon, at 4:45 p.m, the workshop was

concl uded.)

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



© o0 N o o~ w N Pk

N N N N N N RBP PBRP R R R R R R
ag A W N P O © 00 N oo O dM W N - O

237
CERTI FI CATI ON OF REPORTER

MATTER NUMBER: P024527

CASE TI TLE: _WEI GHT LOSS ADVERTI SI NG WORKSHOP

DATE: _NOVEMBER 19, 2002

| HEREBY CERTI FY that the transcript contained
herein is a full and accurate transcript of the notes
taken by nme at the hearing on the above cause before the
FEDERAL TRADE COW SSION to the best of ny know edge and

bel i ef.

DATED: DECEMBER 2, 2002

SONI A GONZALEZ

CERTI FI CATI ON OF PROOFREADER

| HEREBY CERTIFY that | proofread the transcript for

accuracy in spelling, hyphenation, punctuation and

f or mat .

ELI ZABETH M FARRELL

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



