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(9:11
a.m)
VEL COVE
CHAl RMVAN CRAWFORD: | want to wel cone
al |
of you to the public neeting on obesity. | am Les

Crawford, Deputy Comm ssioner of the Food and Drug
Adm nistration. | am also Chair of the FDA Obesity
Wor ki ng Group, the group that is sponsoring today's
meeti ng.

When Commi ssioner McClellan asked us to
chair the working group in August of this year, one
of
the major charges he gave to us was to initiate a
di al ogue with t he many or gani zati ons and
i ndi vi dual s
who are concerned about obesity.

The need to confront the epidem c of
overwei ght and obesity, which now includes al nost
two-thirds of our population, is very likely to be
with us for the nrext several years. And it may
wel |
bri ng about inportant regul atory innovations.

Today's neeting is the first of many
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di scussions that we wll have as we work together
over
the years to neet the many chall enges presented by
this very serious public health problem

We hope to | earn nore about our efforts
to
help Americans to inprove their diets, to make
heal t hy
choices, and to exercise. W're also interested in
expl oring your views and insights on the six focus
areas that form the foundation of our dialogue.
These
are education, research, therapeutic treatnents,
f ood
| abel i ng, product research and devel opnent, and
significant opportunities for FDA to nmke a
di fference
in confronting the epidemc of overweight and
obesity.

You are a very diverse and capabl e
audi ence today representing food and pharnaceuti cal
firms and trade associations, |eading consumer
or gani zati ons, t he research and academ c
comrunities,

medi cal and voluntary health organizations, the
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consulting firms, our international colleagues, |aw
firms, state governnment agencies, and associ ated
organi zations, and organi zations that educate
consunmers about how to adopt healthy lifestyles.

The federal government is also

wel | -represent ed, i ncl udi ng al | of t he HHS
agenci es,

the Ofice of the Surgeon General, FDA, the
Nat i onal

Institutes of Health, Health Resources and Services
Adm ni stration, the Agency for Health Care Research
and Quality, as well as the many key offices of the
U.S. Departnent of Agriculture, the Federal Trade
Conmmi ssion, and the Library of Congress.

| would especially like to recognize
t he
efforts of ny fellow HHS agencies for the support
and
outstanding efforts that they are undertaking to
wor Kk
with us to confront obesity. | would like to
recogni ze these efforts and briefly introduce to
you

the | eadershi p of these agenci es.
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| would ask that they please stand and
remain standing. And if we could hold our appl ause
until the end? The first is Rear Admral Dr.
Mori t sugu, the Deputy Surgeon General. Dr .
Cristina
Beato, the Acting Assistant Secretary for Health,
wi |
be with us a bit later; Dr. Robert Gaham the
Acti ng

Deputy Director, Agency for Health Care Research

and
Quality; El i zabet h Maj esti c, Acti ng Deput y
Di rector,

Nati onal Center for Chronic Di sease Prevention and

Heal th Pronotion, Center for Di sease Prevention and
Control; and Dr. Susan Yanovski, Director, Obesity
and

Eati ng Di sorders Program National Institute of

Di abetes and Di gestive and Ki dney Di sease.

| would also like to thank Tracy Self

and

ask her to stand -- she's the Assistant Secretary
for

Public Affairs -- and Stacey Mazer, Speci al
Assi st ant
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to Dr. Beato, for being with us here today. If we

coul d, appl ause?

(Appl ause.)

CHAI RVAN  CRAWFORD: We are enthused
about
today's nmeeting. And we | ook forward to hearing
t he

diversity of views that are represented by

participants. OQur agenda is full, and tinme is
[imted. So, again, we welcome you. And let's
begin

our nmeeting.

At this point, Secretary Thonpson has
taped a nmessage for us. He was unable to be here
in
person, but he has taped remarks so that he could
be
a part of our neeting today.

Before running the tape, | would Iike
to
say a few words of introduction. W are very
privileged to have Secretary Tommy Thonpson join us
as
we begin our dialogue on what efforts FDA can take

to
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confront obesity.
Secretary Thonpson is a |eading voice
in
the United States bringing the nessage of
prevention
in the communities everywhere. He's, in fact, the
face of disease prevention in Anerica.
Cbesity, especially obesity in
chil dren,
is a special concern for the secretary, as you wl|
see in a nonment, particularly when you recognize
t he
devastating inpact that obesity can have on the
heal t h
and wel | -being of Anericans and their famlies.
Secretary Thonpson has chal |l enged HHS
agencies to intensify our efforts and follow his
| eadership in taking action to help consunmers to
improve their diets, to make healthy choices, and
exercise. It is this challenge that brings us here
t oday.

Foll owi ng the secretary's remarks, Dr.

Cristina Beato will address the neeting. Dr. Beato
is
the Acting Assistant Secretary for Health. She
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| eads
HHS efforts to reduce health disparities to conbat
HI V/ AIDS, to encourage prevention strategies, to

reduce chronic di seases, and to advance wonmen's

heal t h.

Now, if we could have the tape at this
poi nt ?

KEYNOTE ADDRESS

MR, THOVPSON: Hel | o. ["'m Tommy
Thonpson,
the Secretary of Health and Human Services. | am
SO

pl eased to be able to send greetings to all of ny
friends attending the FDA's obesity workgroup
meeti ng.
| would like to thank Dr. MCellan and Dr.
Cr awf or d
for hosting this very inportant nmeeting.

As sonme of you have discussed with nme
| ast
July in ny obesity roundtable nmeeting, we Americans
are increasingly supersizing ourselves and our
nati on.
Unfortunately, this trend continues to grow.

Today every state except Colorado has
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an
obesity rate higher than 15 percent. And obesity
S

the second |eading cause of preventable deaths in
t he

United States, accounting for nmore than 300,000
deat hs

each year and costing Anerican taxpayers up to $117
billion in direct and indirect costs.

Overwei ght and obese peopl e have a nuch
hi gher chance of devel oping Type Il di abetes, heart
di sease, certain cancers, high blood pressure, high
chol esterol, and other ail nments.

The challenge that |ies ahead is
form dabl e but one that all of us nust address. |
have taken action by launching an initiative for
improving health through the steps to a healthier
uU. S

| have asked each division of the
Departnment of Health and Human Services to be able
to
prioritize disease prevention and health pronotion
initiatives. We have the opportunity to inprove
t he

health of nore Anmericans than ever before. And |
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think it is critical that we do as nuch as possible
to
meet this chall enge.

| applaud Mark and Les and the staff at
FDA for doing this part in addressing this very
i nportant issue. And | am so very grateful to al
of
you for all of the work that you have already done
on
obesity.

| look forward to continuing to work
with
you in the future. God bless you. God bless the
United States of Ameri ca.

(Appl ause.)

CHAI RMAN  CRAWFORD: It is now ny
di stinct
pl easure to introduce to you FDA Conmm ssi oner Mark
McCl el | an. Dr. MCellan is the mnmoving force
| eadi ng
the agency in its efforts to make a significant
difference in addressing the obesity epidemc.

Wthin the past year, Dr. MClellan has
charted an aggressive course to begin building the

foundation needed to address the problem of
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obesity.

Some of these efforts include working with the
agency's executive | eadership to establish our
strategic pl an, whi ch wil | conpl enent and
strengt hen

our efforts as we go forward to confront the
obesity

chal | enge, provi di ng consumers with better
nutrition

information by allowing the Ilabeling of food
packages

with qualified health clains, and working with the
adm ni stration on aging and the National Alliance
for

Hi spani c Health to provide elderly Hispanic
consuners

and their care-givers with inmportant health

i nformation.

Under his | eadership, we now have the
opportunity through the FDA Obesity Wirking G oup
to
strengthen and expand our efforts to support
consuners
in their efforts to be healthy, inprove their

di ets,

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

14

and be physically active. It is nmy pleasure to
i ntroduce FDA Comm ssioner Mark MCl el l an.

(Appl ause.)

DR. McCLELLAN: Thank you, Les. And
t hanks to all of you for being here.

OPENI NG ADDRESS

DR. McCLELLAN: | want to particularly
commend Les Crawford and his coconspirator in this
effort, M. Joe Levitt from our Center for Food
Saf ety

and Applied Nutrition, for their |eadership in

novi ng
this task force. | also want to thank Dr. Al an
Rul i s,

who has been instrunental in this and many ot her

activities on applied nutrition. Dr. Christine
Tayl or
| think will be here soon as well.

Les nmentioned sonething about nme being
a
novi ng force. Actually, one of the things you
| earn
when you run an agency is that you don't nove nuch
of

anyt hing by yourself, that things only happen as a
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result of the comm tnment and dedication and
prof essionalism of the workforce in the agency.
And
that is nowhere nore true than at FDA, where we
don' t
give out a lot of grants, we don't deliver a | ot of
heal th services.
It really is the people at the agency

t hat
make all of the difference for public health. And
I
have been trenmendously inmpressed by the | eadership
t hr oughout the agency to help take on this new and
i nportant chal l enge of obesity in our country.

The Obesity Working Group is charged
with
a difficult task, but | think with Joe and Les at
t he
hel m and with the backi ng of our professional staff
at
FDA, | know we wll make inportant steps in
advanci ng
the public health.

On behalf of FDA, | would also like to

of fer nmy appreciation for the deep conm t nent of
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Secretary Tommy Thonpson to take on this wurgent

public
health issue. As you just heard again fromthe
secretary, he is passionate about the issues that
we
are here to discuss today.

And so is ny good friend Dr. Cristina
Beato. | want to thank her for helping to bring
di sease prevention to the forefront of the national
public health agenda.

Dr. Ri chard Carnona, our nation's
Sur geon
CGeneral, who is out traveling today, has also been
an
instrumental part in our efforts to inprove the
nation's health literacy and to take on obesity.
He
is represented here very ably by Adm ral Moritsugu.
| want to thank the admral for his assistance in
al |
of these efforts as well as Admral G aham here
from
the Agency for Health Care Research and Quality.

And, as Les nentioned, our hosts in
this
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auditorium here at NI H have been inportant partners
and contributors to this effort, as has Dr. Julie
CGerberding and the staff of the CDC.

| especially want to thank all of you,
t he
academ c experts, the consumer organi zations, the
heal th professionals, the education experts and
| eaders, t he gover nnent groups, and, nost
i nportantly,
the interested public who are participating in this
effort here today.

Healthy living and heal thy choices for
di sease prevention are a top priority for the

Departnment of Health and Human Services, hel ping

nor e
Americans achieve a healthy weight is a top
priority

for all of us working on the nation's public health
pr obl ens.

That's for a sinple reason. Quite
sinmply,
obesity is an urgent public health threat of
epi dem ¢
proportions. Today, nearly two-thirds of al

Americans are overweight. And nore than 30 percent
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are obese.

The rising incidence of obesity and
oversi ght has dramatic consequences for our health,
as
you heard from Secretary Thonpson and others:
heart
attacks, heart failure, high blood pressure,
respiratory problens, arthritis, many cancers. The
list is long. The list is sobering.

The trends for our children are
particularly worrisonme. Recent research fromthe
Centers for Disease Control shows that about 13
percent of children age 6 to 11 are overweight,
al nost
double the rate of 2 decades ago. Increasingly,

di seases that were once thought to go along with
ol der

ages, such as Type Il diabetes, are occurring in
chil dren.

The issue of obesity challenges us in
every aspect of our efforts to protect and advance
t he
public health. And that's why it needs to be front
and center on our public health agenda.

And so we are taking sonme new steps at
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FDA

to hel p people inmprove their health by avoiding
obesity. Inproved nutrition |abeling, new steps to
encourage foods that conpete based on their health
consequences. Other steps I'm going to tell you
nor e
about in just a few mnutes because | would like to
build on them

We need to do nore. FDA has a big role
to
play in this effort, in education of the public,
about
public health problenms in |abeling and information
about foods, both foods in the grocery stores and
foods that we eat out, in helping to nmake avail abl e
safe and nore nutritious foods and diet choices, in
pronoti on of foods, advertising, and |abeling
pronmoti on of their health consequences, in such
enmerging areas as neutrogenomcs in devel oping
medi cal
products for obesity. The list is |ong. And to
make
sure that we are taking a conprehensive approach to
t hese problenms, we formed a working group at FDA to

find new and i nnovative ways, the best ways to help
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peopl e | ead heal t hi er lives t hr ough better
nutrition.

|"ve asked this working group to cone
up
with a report by February that includes a specific
action pl an for setting out our further
conpr ehensi ve
efforts to conbat obesity. Some  of t he
opportunities
t hat are avail able include further research and
efforts to define healthy diet choices, new
opportunities to aid in the devel opnment of
t her apeutic
treat ments, medi cal treatments for obesity,
possi bl e
further changes to the food | abel, and a serious
di al ogue al ready underway with industry, including
t he
restaurant industry, on how we can work together to
hel p people follow healthier diets.

We have a pretty good idea of what's
behind the trends of the last decades that
Secretary
Thonpson tal ked about. In recent years, we have

seen
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an i mbal ance in people's dietary choi ces between
calories in and energy out. And even a slight

i mbal ance of just 100 calories on a daily basis
over

a long time period can add up to many, nmany pounds
of

excess wei ght and excess health risks over tine.

W live in a wealthy society, but we
are
time-poor. We often turn to foods for convenience.
Sonetimes these foods are high in fat and sugar.
| f
they' re used disproportionately in our diet, it can
add up, add up in that cal orie burden.

Exercise is not an automatic part of
everyday living for many Anericans. Fewer people
are
sharing the fun of playing exercise with their
children on a daily basis. W need to get our Kkids
out fromin front of the television and onto the
pl aygr ound.

We have seen a | ot of progress in food

producti on. Food is cheaper. It's easier to
prepare.
It's nmore plentiful than ever before. It also

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

22

t ast es
better. And those are val uable steps forward for
hel pi ng Anericans live better |ives.

The bottom line is that as our lives
are
getting easier and richer in so many ways, we nust
wor k harder and think nore about our lifestyle and
about the lifestyle and well-being of our children.

We clearly need nore innovation to help
peopl e choose a diet that is not only easier to
prepare and better tasting and nore econom cal but
al so better for their health.

As Dr. Crawford nentioned, FDA is
maki ng
maj or strides to inprove food safety and nutrition
and
to address this growing health trend. And the
Cbesity
Wrking Group is a mlestone in that effort. W're
al so working on other initiatives to hel p address
this
urgent public health need.

A well-informed public is one of the
best

weapons agai nst sonme of our biggest public health
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probl ens. Better information means that consuners
can

make better choices. And sonme of the nost
i nport ant

heal th choi ces that people make today are about the
foods they choose to eat.

So one of our nost inportant tasks at
FDA
is to help ensure that Anericans can rely on the
information they receive to make snmart decisions
about
food, decisions that should be based on the | atest
up-to-date accurate scientific information, the
growi ng amount of scientific informati on on how
di etary choices can influence our health.

So peopl e need good clear information
about the nutritional value of their foods. They
al so
need to be protected from m sl eading information.
Ve
need fewer snake oil clainms that create fal se hopes
and can get in the way of inproving health and nore
olive oil and vegetable oil clainms where the
scientific evi dence shows t hat substituting

pr oduct s
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like these that are high in unsaturated fats for
ot her
food products, high in saturated and trans fats
my
reduce the risk of heart disease, just to give you
one
exanpl e.

In July, we announced a mmj or change,
t he
first change in a decade, on the nutrition | abel on
foods to include a separate listing of trans fats.
And we tend to pursue even nmore changes in the
nont hs
ahead to make sure that the nutrition |abel is as
useful as possible for people to follow a healthy
di et .

Qur task force on consunmer health
information for better nutrition, which issued its
final report in July, was charged, anong other
t hi ngs,
with developing an FDA-regulated and overseen
process
to help consunmers get nore accurate informtion
about

the health consequences of their food choices.
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The FDA believes that the process for
maki ng science-based health claim when conbined
with
our strong enforcenent work will hel p people choose
heal t hi er products while protecting them from
conpani es that make fal se or m sleading clains and
will <create an environnment that encourages and
rewar ds
conpani es for hel ping devel op foods that help
consuners follow a healthy diet and reduce the
probl ens of obesity and other chronic ill nesses.

I n or der to provi de t he ri ght
i ncentives,
in order to make short-term inprovenents in the
f oods
already on the market, it's not enough sinply for
us
to determ ne that foods are safe. W need to take
steps to encourage food producers to make truthful
sci ence-based cl ai ns about the health benefits of
t heir products.

So the end result we hope will be
i nnovati on t hat we nost desperately need,
i nnovati on

in foods and in diets that are easier to follow,
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t hat

offer good nutrition, and that help consuners
achi eve

heal t hy wei ghts. Having better informed consuners

will go a long way towards di sease prevention. But

it's not enough as a solution to the probl em of

obesity.

W also need to do nore to translate
good
ideas and research into safe and effective

treatments

for patients. Today too nmny people who are
worri ed

about | osing weight focus on dietary supplenents
t hat

m ght help them | ose weight, at least in the short
term but that also appear to carry inportant
increased risk, such as higher blood pressure and
serious adverse health events. Peopl e sonetines
even

turn to cigarettes, our nunber one cause of
preventable illness in this country. So we need to
do

better.

Sci ence and technol ogy as well as
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i ndi vi dual choices can inprove, especially when our
public policy is focused on encouragi ng desirable
changes. Far fewer people are snoking today than a
couple of decades ago, nore exercising on their
own,
and far nore are eating diverse and potentially
healthy diets than they did just a few decades ago.
We need to bring that same effort to the probl em of
obesity and overwei ght.

| mentioned before that it's just an
i mhal ance of 100 calories a day that can make the
difference over a long tine period. |If we can work
together to find ways to help people shift that
bal ance just a little bit, 100 or 200 nore calories
a
day of exercise out, 100 or 200 fewer cal ories of
f ood
intake in, and we're on a conpletely different
trajectory if we can find ways to help al
Anmeri cans
participate in this change.

W have |earned over and over again
t hat
behavi or can change, that people wll choose to

| ead
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better |ives when we give them the know edge, the
education, coupled with the accurate and conpelling
information they need, and coupled with better
choi ces, better products to help them achieve the
goals that matter to them And that's why we're
here
t oday.

| would like to spend a m nute talking

about the key questions that we have asked this

public
nmeeting to address and that we hope will engage all
of

you in giving us your best and | atest ideas.

The first guesti on, what is the
avail abl e
evi dence on the effectiveness of various education
canpai gns to reduce obesity? There are a | ot of
prograns going on now, thanks to the grow ng
i nt erest,
both nationally and at the local level, in the
public
and private sectors in addressing this problem
VWhat
do we know about what works? How can we hel p get

t hose educati on nessages out?
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Second, what are the top priorities for
nutrition research to reduce obesity, particularly
to
reduce obesity in children? What can we do to
i mprove
the nutrition guidance that we provide and the
diets
that we give our children so that we can address
t hat
nost worrisone problem of increasing obesity and
overwei ght anong young people, a problemthat m ght
stay with themfor the rest of their shorter, |ess
healthy |ives?

What is the avail able evidence? Third
guestion, what is the available evidence that the
FDA
can ook to in order to provide effective public
efforts to prevent and treat obesity by behavi oral
or
medi cal interventions or conbinations of both?

We have made clear at the FDA that we
want
to encour age better devel opnent of medi cal
treat ments,

better products. And we are devel oping a gui dance

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

30

for

product devel opers in this effort, to show thema
clear pathway to bringing these products to the
public, safe and effective products, which, as I
menti oned before, we don't have enough of today.
Vhat

is the available evidence to help us in that
effort?

Fourth, are there changes needed to
f ood
| abeling that could result in the devel opnent of
better, healthier, |lower-calorie foods and the
sel ection of healthier, lower-calorie diets by
consumers? VWhat can we do through the food
| abel i ng
process?

Fifth, what opportunities exist for the
devel opnent of healthier foods and diets? And what
research m ght best support the devel opnent of
heal thier foods? There's been a tremendous anount
of
i nnovation in the food industry, as | nentioned
before, that has nmade Anericans nuch better off
t hrough easier to prepare, nore diverse, and | ower

cost foods than at any tinme in the history of the
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world. What else can we do to hep bring that kind
of

i nnovation to devel oping healthier diets, to nake
healthier diets nore attractive for people to
fol | ow?

And, finally, sixth, based on the
scientific evidence available today, what are the
nost
important things that FDA can do to nmake a
signi ficant
difference in efforts to address the probl em of
overwei ght and obesity.

We've got a big mi ssion at FDA:
protecti ng and advancing the health of the public.
We're charged with regulating close to a quarter of
t he consuner econony and assuring the safety and
effectiveness of sone of the nost personal products
t hat people use to inpact their health.

We've got limted resources to address
t hose problens, a very dedicated staff, over 10, 000
hi ghly dedi cated professionals out there hel ping us
fulfill this m ssion every day, but we can't do
everyt hi ng.

We need to know where we can best focus

our efforts to address this top priority public
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heal th

problem And we need your help in addressing this

pr obl em

So those are the questions that we hope
will focus a lot of the discussions today. We
wel conme

to hear fromyou on any ideas that you have where
FDA's m ssion intersects with this inportant public
heal t h goal

The public health challenges are great,
but the opportunities to make a real difference for
the health of the public have never been greater
t han
in the case today in ternms of addressing the
probl em
of obesity.

Il want to thank you all again in
advance
for your help in working with us on this inportant
problem on behalf of Secretary Thonmpson and
Pr esi dent
Bush. And | very nuch | ook forward to the rest of
our
di scussi ons today on obesity. Thank you all again.

(Appl ause.)
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CHAI RMAN CRAWFORD: And now it's ny

pl easure to introduce -- we spent about a hal f-hour
i ntroducing you earlier, Dr. Beato. So we're not
going to go into that again. Dr. Cristina Beato,
pl ease cone forward

DR. BEATO Good norning. And
apol ogi ze
for being late. The traffic is kind of janmed out
t here.

Thank you for t he previ ous
i ntroducti on.
| want to thank the FDA's Obesity Working Group for
hosting this neeting, specifically Dr. MC ellan,
Dr.
Crawford, and the staff at FDA who is making this
possible. 1t's a very innovative and creative
meeti ng.

And we hope that you can give feedback
to
Dr. McClellan and his group in how we can inprove
t he
nmessage of really treating the obesity problem in
our
nation. The comm tnment that they have shown is

truly
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excepti onal

As you know, Secretary Tommy Thonpson's
goal for us at Health and Human Services is to do
everything possible to ensure that Anericans are
strong, healthy, and independent.

The secretary has been a | eader in the
novenment to put prevention first. No ot her
secretary
or president have ever done this to the degree and
conm t ment t hat this secretary and this
adm ni stration
have shown. He's a trenmendous advocate for the
sci ence being conducted by the best mnds in the
wor | d, researchers here both at NIH and at FDA.

This research funded and supported by
t he
American people has brought us wonderful treatnment
and
cures for many di seases and chronic conditions, but
we
must do nore to prevent them

These diseases are happening at rates
t hat
we have never seen before. Seven out of ten of our

fellow Anmericans die each year of a chronic
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di sease.

Most of these are preventable by sinple steps:

heal t hy eating, physical activity, and not snoking.
Tobacco use is still in our nation the

nost preventable cause of death and disease,

causi ng

440, 000 deaths estimted each year and resulting in

over an annual cost of more than $75 billion,

strictly

in direct nedical costs. After tobacco,

obesity-related ill nesses are one of the | eading
killers of Americans. Today obesity-rel ated
di seases

are the fastest growing cause of death in our
nati on,

sonet hing a decade ago you woul d have never thought
of .

There are nore than 300, 000 Anericans
alone that will die this year from obesity-rel ated
heart disease, di abet es, and other illnesses
directly
havi ng been affected by overwei ght and obesity. In
the year 2000, the total annual cost of obesity in
t he

United States was $117 billion. That i ncl udes
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di rect
medi cal care costs.

Secretary Thonpson has often said that
95
percent of our estimated 2000 $1.4 trillion in
medi cal
care, in health care went to direct medical care
treatment with less than 5 percent being allocated
to
preventing disease and pronoting health. That
makes
very little sense, folks.

The good news is that obesity and its
co-norbidities are preventable through healthy
eati ng,
nutritious food in proper anmpbunts. And we can't
forget the other side of the coin: physi cal
activity.

The bad news is that Anericans are not
taking the steps to prevent obesity and its
co-nmorbidities. W need to give Anmericans the
proper
tools to nake the right personal choices to better
their lives.

W need a paradigm shift in the
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approach
we have to health and health care. There is no
greater inperative in American health care that
switching froma treatnment-rel ated society to a
prevention-oriented society.

Let's take, for exanple, what i's
happeni ng
in childhood obesity. If we stand around and do
not hi ng, currently 15 percent of our children and
t eenagers are al ready overwei ght. Excess wei ght
significantly increases our children's risk factors
for a range of health probl ems, including diabetes,
heart di sease, asthmm, enotional and nental health
pr obl ens.

Fifteen years ago, many physi ci ans
woul d

have never believed that you could say in chil dhood

Type Il diabetes. | dare to say that six percent
of

cases of Type Il diabetes diagnosed in our nation
| ast

year were children. Unless we do sonething now,
mllions of our <children will grow up to be
over wei ght

adul ts.
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As a nother and as a physician, that is
not acceptable. | refuse to stand by and see that
happen. We nust and can take sinple and inportant
st eps to reduce obesity, i ncrease physi cal
activity,
but it has to be done in a collaborative fashion.

This adm nistration, President Bush,
has
put forth a prevention agenda focused on a
heal t hi er
U S Healthier U S. promtes four fundanmental s of
good health: physical activity, healthy eating,
regul ar preventive checkups, and avoiding risky
behavi or.

Secretary Thonpson has made this his
primary prevention agenda through a program he's
illustrated, Steps to a Healthier U S. Thr ough
St eps,
our departnent and our secretary are working to
support the President's comm tnent throughout
communi ties, where action wll happen.

In keeping with Secretary Thonpson's
hi gh
goals for all of us at the departnment, Steps to a

Heal thier U S. ainms for nothing | ess than Anericans
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living | onger, better, and healthier |lives, as they
deserve with the trust that they have put in us.
St eps enphasi zes i nnovative comunity

activities and cooperation anong policy-nmkers,

| ocal

health agencies, and the public to invest in
di sease

prevention. |In Septenber, the secretary announced
12-step grants totalling nmore than $13.7 mllion
strictly to prompte community initiatives to
pronot e

better health and prevent disease. Twenty-three
communities, including one tribal consortium 50
smal
cities in rural areas, and 7 large cities were the
reci pients of this.

One of the progranms that | want to
share
with you, understanding the diversity of our nation
and cultural sensitivities, is one nanaged by the
Intertribal Council of M chigan.

Working within a community that has the
second highest rate for diabetes in our nation,
this

program is tapping into the resurgence of interest
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in
passing on cultural, traditional wi sdom and
practi ce,

i ncluding the popul ation's history and know edge of
nutritious traditional f oods, such as fish,
berries,

and wild rice.

This is just one exanple of a wde
range
of innovative steps projects that conmmunities
across
our country, when called and chall enged, have risen
up
to. | encourage you to |l earn nore about them by
visiting the Steps Wb site.

In closing, | amgoing to add that the
secretary and | appreciate all of you being here
t oday
and Drs. McClellan and Crawford and FDA for hosting
this. This is truly a right step in the right
di rection.

e appreci ate nost of al | t he
dedi cati on
that you bring to this effort of fighting this
public
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health really epidemc in our nation today called
obesity.

You're in great conpany. Our
adm nistration is commtted to community-based,
evi dence- based, scientifically sound public health
policies and initiatives to ensure that our
Anmeri cans'
health and wel | -bei ng exist for today and, nopst
i mportant, for the future.

Those of you here today are health
pr of essi onal s, researchers, policy-mkers, perhaps
sone advocates. You are also parents, and you are
role nodels in your conmmunities.

| charge you to nake healthy personal
choices in your own lives so you can be an exanple
and
a role nodel for the children around you. | ask
you
to work with us to support our efforts to put
prevention first, to wn our nation's obesity
epi dem c
before it has a chance to reach another generation
of
Ameri cans.

Thank you, and God bl ess you.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

42
(Appl ause.)

DR. BEATO.  Keep up the work.

CHAI RMAN CRAWFORD: Cristina, thank you
very nmuch for those remarks and also for all you
have
done to correct health disparities and the other
chronic disease and public health problens that we
are
experienci ng t oday I n our country. Your
contri butions
are very nmuch appreciated. We also want you to
keep
up the good work.

As a prelimnary to our discussion of
t he
FDA Obesity Working Group and its charge, | would
like
to highlight several key points about this neeting
and

opportunities for becom ng actively involved in our

wor K.

First, this nmeeting is being Wbcast
and
will be archived for future viewi ng on the Wb page

for this nmeeting. Pertinent information about this
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Web page is included in your packets. | hope that
you
wil | | et your col | eagues know about this

opportunity

to learn nore about today's proceedings if they
wer e

unable to attend.

W are taking public coments on the
Si X
di scussi on questions that Comm ssioner MCl ell an
menti oned. We are asking that you submt your
comments to us by Novenber 21 of this year. We
have
a place in the registration area where you can
subm t
comments at this neeting. And they wll be
i ncl uded
in the docket.

Third, we will have a transcript of
today' s proceedi ngs available on the Wb page for
this
neeting in about 15 days. Once the transcript is
posted on the Wb page, we wll notify you. We
wil |

ask your help in letting your coll eagues know about
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this resource.

Fourth, following this session, we wll
begin the public participation session of the
nmeeting.

This is scheduled to begin after a lunch break at
11:30. If we are able to finish earlier than
antici pated, however, we will start the public
partici pati on session before |unch.

Fifth, the schedul e of presentations is
provided in your packets.

Si xt h, we are very interested in
| ear ni ng
about your views on the six discussion questions.
This includes everyone here and everyone that this
conference will be brought to their attention.

To the degree that time permts, we
wi |l
try to have an open di scussion session for each
gquestion. We will also seek other nodalities and
woul d appreciate your advice in this area to bring
this to as nuch of the Anerican public as we
possi bly
can.

Finally, if you have any questions

about
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the nmeeting and where you can find things here at
t he
Masur Auditorium please ask our neeting staff.
And
they will help you.
| NTRODUCTI ON OF FDA PANEL

CHAI RMAN CRAWFORD: Before we begin the
presentation of the FDA Cbesity Working G oup and
our
key activities, | would like to introduce you to
t he
wor ki ng group nmenbers, who are the panel and are
officiating at today's proceedi ngs. I would ask
t hem
to come forward and take their place. You shoul d
Sit
ri ght behind your name card, M. Levitt.

First, Joe Levitt, Director of FDA's
Center for Food Safety and Applied Nutrition and
Vi ce
Chair of the Obesity Working Group. Next, Dr. Alan
Rulis, who is Senior Advisor for Applied Nutrition
with FDA's Center for Food Safety and Applied
Nutrition. Alan?

Next, M ke Landa, who is Deputy Chief
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Counsel of FDA. M. Peter Pitts is Associ ate

Conm ssioner for External Relations. Dr. David
Ol off
is Director of the Division of Metabolic and
Endocri ne
Drugs with the FDA's Center for Drug Eval uati on and
Resear ch.
OVERVI EW OF THE FDA OBESI TY WORKI NG GROUP
OPENI NG REMARKS

CHAI RVAN CRAWFORD: As a preface to Dr.
Rulis'" presentation, | wuld like to provide a
bri ef
background on the FDA Obesity Working G oup

Thi s past August, FDA Commi ssi oner
McClellan formed an Obesity Wdrking G oup charged
with
developing by md February of 2004 a plan for
reachi ng
the foll ow ng goals.

It made the m stake of asking the
conmm ssioner what he nmeant by "md February”
because
M. Levitt and |I had been on a previous task force
t hat he caused to be forned. He said m d February

was
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February 12t h. That is known around FDA as
McCl el | an
math. But we will have a report by February 12th.

We are to design a clear, coherent, and
ef fective FDA nessage that will unify public and
private efforts to reverse the obesity epidemc.
e
are to outline an education canpaign on the hazards
of
obesity and their prevention.

We are to support the nessage by
devel opi ng an approach for enhancing and i nproving
t he
food | abel to assist consuners with healthy dietary
choices. W are to find a way of working with the
restaurant industry to create an environnent
conductive to better informed consuners.

We are designing an approach for

facilitating the devel opnment of nmedical products

for
the treatnment of obesity. We are identifying
appl i ed

and basic research relative to obesity, including
t he

devel opment of heal thier foods and better
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under st andi ng of consunmer behavi or and notivati on.
And we are providing a dialogue with interested and
concerned organi zations and individuals on how to
make
this scheme work.

Dr. MClellan requested that | <chair
t he
FDA Qbesity Working Group, but | would especially
like
to recognize Joe Levitt, who serves as the vice
chair
of the working group. Joe's contributions to this
effort will be invaluable. And | am delighted to
have
himjoin me in leading this initiative.

| will also ask that the nenbers of the
wor king group who are here with us today stand so
t hat
our audi ence can see who you are. And they are
sitting now, and you can see who they are. So at
ease.

Dr. Rulis and his teamw ||l now provide
nore detailed information about the working group,
its

organi zation and work. He will also provide you
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wi t h
nore details about a significant project the
wor ki ng
group is undertaking to establish a know edge base
on
public and private sector initiatives addressing
obesity.

Before we conclude this session, Joe
wi |
sunmari ze the key points.

MEMBER RULI'S: Thank you, Dr. Crawford.

OVERVI EW

MEMBER RULI S: I woul d  ask nmy

col | eagues

Dr. Donna Howard and Rick Canady to cone forward

and

occupy the chairs in the front. The three of us
wil |

give a series of presentations which will hopefully
inform you a little bit nore about the working
group

and how it's structured and what it intends to try
to
accomplish between its original charge in August of

this year and February next year
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For the record, | am Alan Rulis, the
Seni or Advisor for Applied Nutrition in the Center
for
Food Safety and Applied Nutrition at FDA. And | am
serving in this role to coordinate a |lot of the
wor Kk
that is being done by this Obesity Wrking G oup.

| would like to take you through a few
slides that will give you an idea of how this group
is
organi zed and what it is going to try to do between
the initial charge of August and February, md
February, of next year.

The charge to the working group was
delivered in a letter to Deputy Comm ssioner
Crawf ord
and Center Director Joe Levitt on August 1st, 2003.
And the request was to provide an action plan to
t he
conm ssi oner by February of 2004.

The nenbers are |isted on the next
sever al
slides. And | think just for the record, we wl]l
put

themall up here. | wll take you down through the

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

51

list quickly. You can see that we have Pat Kuntze,
Seni or Advi sor of Consuner Affairs, on the agenda.
Ve

have Pete Salisbury, Acting Director of the
executive

operations staff; nyself; Susan Bond, Speci al

Assi stant to the Deputy Conm ssioner. W have Dr.
Donna Howard, my special assistant; Dr. Christine
Tayl or, Director of the O fice of Nutritional

Products, Labeling, and Dietary Supplenents in

CFSAN;
Dr . El i zabeth Yetl ey, a lead scientist for
nutrition

in the Center for Food Safety and Applied
Nutrition;

Dr. Kathy Ellwod, the Director of the Division of
Nutritional Programs and Labeling in CFSAN, Dr.
Davi d

Acheson, who is the Chief Medical Officer in CFSAN
Richard Wllians, Dr. Richard WIlianms, Director of
our Division of Market Studies; Dr. David Ol of f,
Director of the Division of Metabolic and
Endocrinologic Drugs in our Center for Drug
Eval uati on

and Research; Dr. Jonca Bull, also from CDER, M.
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Peter Pitts, Associate Comm ssioner for External
Rel ations in the O fice of the Conm ssioner; M ke
Landa, the Deputy General Counsel, O fice of Chief
Counsel; Tomas Philipson, the Senior Economc
Advi sor
to the Conm ssioner; Serina Vandegrift, the Senior
Advi sor for Pol i cy and Oper ati ons to t he
Comm ssi oner;
and Mary-Lacey Reuther, a Special Assistant to the
Conmm ssi oner .

We have a nunber of adjunct nmenbers
from
around the agency who are also assisting in the
wor Kk
of the working group: Dr. Virginia WIkening, the
Deputy Director of our Ofice of Nutritional
Pr oduct s,
Labeling, and Dietary Supplenents in CFSAN, Dr.
St even
Bradbard, supervisory psychologist in the Division
of
Mar ket Studies in CFSAN; Dr. Lisa Lubin, a consumer
safety officer in CFSAN, Dr. Rick Canady, a senior
science policy analyst, also on stage here, from

t he
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O fice of the Conmm ssioner; Jeff Shuren, Assistant
Comm ssi oner for Policy; Susan Bernard, a policy
analyst in the Ofice of the Comm ssioner; Susan
Wood,
the Director of the Ofice of Wonen's Health in the
O fice of the Comm ssioner; and Dr. Joanne Lupton,
a
visiting scholar from Texas A&M Uni versity, who is
with us for about a year in CFSAN
The charge, as Dr. Crawford expl ai ned
momentarily ago, to this working group is to
provi de
to the conm ssioner in February an action plan in
sone
detail that lays out a clear and effective nessage
on
obesity and how the FDA <can comunicate the
i nportance
of controlling this epidemc in the United States.
To undergird that nmessage, we are to
outline an education programthat can help deliver
t hat message and then to support that nmessage with
several initiatives: one, focusing on the food
| abel ,

which is a primary area of FDA authority, |ook at
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t he

role of restaurants since so | arge a nunber of our
citizens eat a large portion of their daily food in
the restaurant setting, to focus on therapeutic
treat ments. That would include both drugs and
medi cal

interventions of various types and also to focus on
research needs, where does the research need to be
done in order to support our efforts against
obesity.

We need also to take into consideration
st akeholders in order to ensure that we are
l'istening
to what people are saying and also to nmke our
nmessage
and our prograns nore effective.

in order to acconplish the work of

this
wor ki ng group, we have divided up into a series of
subgr oups. | think it's of some value to the
audi ence
here to get an idea of what these subgroups are
about .

The first one is t he so-call ed

Knowl edge
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Base Subgroup. And it's an inportant part of our
wor k

because their job is to get their arnms around all
of

the existing work that is currently being done in
this

area by governnent agencies and academ a, in the
private sector, in the consuner advocacy area, and
to

try to understand what has already been done, what
IS

currently being done, and what is planned so that
we

can orient our work in a conplenmentary way and in
an

effective way that nmakes best use of FDA's
particul ar

uni que resources.

That is why we have set aside tine this
norning after | speak for Dr. Howard and Dr. Canady
to
talk a little bit nore about the work of that
Know edge Base Working G oup so that you can get a
pi cture of what they found out and, for the record,

to
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docunent what we now know of to be the spectrum of
things that are going on in the obesity area.

We also have a Message Subgroup that
wi ||
tal k about the devel opnment of the nessage. I will
go
in sone detail on all of these in a nonment; the
subgroup that is focused on getting this public
meeting together, which is a very inportant part,
we
think, of our effort; the subgroup focused on the
f ood
| abel ; one on restaurants and industry; one on the
education program we would like to try to devel op
and
then, of course, therapeutic treatment, research
and
eventually witing our report for the conm ssioner.

|'"ve talked a little bit about the

Know edge Base Subgroup. You will hear nuch nore
in

a monent from ny two coll eagues up here. Let's
tal k

a little bit about the Message Subgroup. Their

goal
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will be to identify existing nessages in the public
and private sector, to review these nessages for

appropriateness and effectiveness, and then to

present

options for consideration of the full Obesity
Wor ki ng

Group. This will then becone a part of our report
to

t he conm ssi oner.

Qur Public Meeting Subgroup, | would
like
to take this opportunity to thank Pat Kuntze in the
O fice of the Conmm ssioner for her work in hel ping
to
get this up and all of her colleagues. This public
neeting is one very inportant part of our effort to
try to make this working group effective.

VWhat we really want to do is receive
input. The key words here are "receive input” from
all of the people that are working on the subgroups
in
our working group and also the people in this
audi ence
that are assenbled. W are very anxious to receive

your ideas, your thoughts in response to our siXx
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guesti ons.

The Labeling Subgroup is intending to
exam ne the statutory framework for |abeling with
respect to reducing obesity and preventing wei ght
gain. They will also be |ooking at the outcome of
a
meeting that we have planned for Novenmber 20t h.

You' | | hear a little Dbit nore about t hat
nmomentarily
as wel | .

In conjunction with the Departnent of
Heal th and Human Servi ces, we are conducting a
wor kshop, again to take place at NIH, at the Lister
Hill Auditorium on Novenber 20th and to focus on
t he
relati onship between food packaging and food
| abel i ng

and individuals' attenpts to control their weight.

And, of course, we will have recomendations from
t hat
Label i ng Subgroup that will then be incorporated in

our final report.
A Restaurant Industry Subgroup wll
| ook

at essentially the restaurant industry and trade
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associ ati ons and pursue dialogue with them to try

to

exchange information, understand the situation in

t hat

regard, and provide input to the Obesity Know edge

Group and also the working group at large to

devel op

recomrendat i ons on approaches to encourage the

restaurant industry to take appropriate steps to

address the obesity epidenc. We also would Ilike

to

make sure that we have good representation from

t hat

sector in our Novenmber 20th workshop at N H here.
Educati on Program Subgroup is focused

on

expl oring and devel oping answers to the follow ng

guestions, what are the target popul ations for an

education program what are the nost effective

nodes

for delivering that program how do we know the

nessages Wil be received, and how would we
eval uat e

whet her the education programs or nmessages wll be
ef fective.
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W would intend to work with DHHS

counterparts to determine how FDA's obesity
outreach
and education efforts fit into the |arger context
of
DHHS' efforts to <control obesity and also to
provi de
recomendations to the full working group as part
of
our report.

The Therapeutic Treatnment Subgroup is
intending to gather information on existing
t herapeutics for obesity treatnment. And that woul d
i nclude drugs, devices, and other nedical
interventions and to really | ook at what barriers
there m ght be to the devel opnent of newer enhanced
t her apeuti cs and al so to make their
reconmendat i ons.

A Research Subgroup will be identifying

existing research as well as research gaps in
obesity.

And those would be including, but not limted to,
t he

devel opnent of healthier foods and better

under st andi ng of consunmer behavior and notivation

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

61

Yo
we have both what we would call bench research,
har d

science research, as well as sociological research
in
human behavior. They will also present their
reconmendati ons.

The Report Witing Goup is charged
with
producing a report for the conm ssioner in
February,
which we fully intend to do. And we expect that
t he
outconme of this nmeeting, the transcript and the
comments and suggestions we receive during this
nmeeting will greatly enhance our ability to produce
a
cogent, a coherent, and conprehensive report for
t he
comri ssi oner.

So, with that, I will turn to ny
col | eagues on the podiumup here. Dr. Donna Howard
with the Center for Food Safety and Applied
Nutrition

will start. And she wll be followed by Dr.
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Ri chard

Canady.
They will both be discussing the work
of
our Knowl edge Base Goup and what they have
di scovered
so far in their work.
BUI LDI NG A KNOALEDGE BASE ABOUT OBESI TY

DR. HOWARD: Good morning. Dr. Rick
Canady, Ms. Corrina Sorenson, and | have prepared
t he
foll owing presentation, very briefly outlining sone
of
t he past and current projects related to overwei ght
and obesity and nutrition.

The activity of researching and
cataloguing this information on the past and
current
efforts in this area is an inportant one. It is
i nportant for us to perform because by know ng what
el se is out there, we can best decide what we as an
agency can offer and howit will fit within and
conpl ement what others are doing, as Dr. Rulis
poi nt ed

out.
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| want to stress before | get started
t hat

this presentation is sinply intended as an overvi ew

and a set of exanples of activities. Not every
effort
or project will be addressed, nor can they all be

since there is so nmuch current activity in the area
of
overwei ght and obesity.

To start out with, sone exanpl es of
academ c research include some work at Stanford's
Prevention Resear ch Center, whi ch i's doi ng
extensi ve
work related to the nodification of social and
personal factors known to inplenment a series of
chroni c diseases, including obesity.

Tufts School of Nutrition Science and
Policy is involved in a series of activities and
pr ogr ans rel ated to t he di ssem nati on of
i nformation
related to overwei ght and obesity, including the
Nati onal Theatre for Children, which presents an
interactive nutrition and fitness performance play
for

el ementary school children entitled "The Prince and
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the Pyramd."

And the University of Pennsylvania is
conducting quite a bit of research related to
nutrition and the prevention of obesity, including
a
nunmber of efforts in conjunction with research
f oundati ons.

A lot of industry efforts related to
obesity involve work being done on drugs and
devi ces
to treat obesity. Dr. Canady will tal k about that
area during his portion of the presentation, but I
wanted at this point to focus on activities
i nvol vi ng
the prevention of overweight and obesity and work
t hat
the food industry is doing towards this goal.

Kraft's obesity initiative is a good
exanple of that. Kraft's Worldw de Health and
Vel | ness Advi sory Council is working to help Kraft
structure its ongoing response to obesity and to
address other health and well ness issues and
opportunities.

Kraft's obesity initiative includes

l[imting portion sizes consunmed by Americans. And
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one

of the ways that they intend to do this is by
marketing their products in single serving
packages.

Kraft will also be developing nutrition
gui delines for all of their products, both existing
and new. The guidelines will include |evels for
calories, total fat, saturated fat, trans fat,
chol esterol, sugars, and sodi um

Finally, Kraft recognizes the concern

surroundi ng the marketing of food in schools. And,

as
a result, they decided +to discontinue this
practi ce.

Kraft does stress, however, that this nove wll not

affect any future charitable <contributions that
t hey
will make to schools.

For restaurants, |'ve chosen here two
qui ck-serve chains, Wendy's and MDonald's, again
j ust
as exanpl es of work being done. The quick-serve
chains seemto be nore aggressively addressing the
i ssue of overwei ght and obesity. This is probably

because they have been targets of the obesity
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[itigation against restaurants to date.

"Il start with Wendy's. They've begun
provi ding general nutrition and fitness informtion
on
their tray liners as well as the suggestion to ask
for
a nutrition guide, which they have also put on al
of
their to-go bags.

Also, if you go to Wendy's Wb site,
there's a build a nmeal section, where you can pl ace
your order from the Wendy's nmenu and be provided
wi th
nutritional content information associated wth
your
chosen neal .

McDonald's has a simlar service on
their
Web site called "Bag a McMeal." And MDonal d' s has
al so introduced their healthy lifestyle initiative,
whi ch includes nenu choice, physical activity, and
educati on.

To address nmenu choice, MDonald's is
i ntroduci ng the sal ads and nore nmenu to the

mar ket pl ace and will unveil new items with |ess
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t han

ten grans of fat as healthier options to help

communi cate the nessage of a healthier lifestyle.
McDonal d' s al so recogni zes t hat

physi cal

activity is an inportant conmponent to a healthier

lifestyle. And so they have enlisted the help of

best-sel ling author, professional exercise

physi ol ogi st, and Oprah Wnfrey's personal trainer,

Bob Green, to help them develop educational
mat eri al s,

i ncludi ng booklets and tray |iners. And he will
al so

be conducti ng speaki ng engagenents on MDonal d's

behal f.

Sonme research foundati ons have al so
weighed in on the obesity issue. IFIC has a
section

on their Web site called New Nutrition Conversation

Wth Consuners, " wher e consurmers can get

i nformation

on dietary fats and sweet foods and beverages and a

variety of other foods as well as a |list of eating

tips. Also on this Wb site, IFIC stresses the

i mportance of physical activity in managi ng wei ght.
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| FI C al so sponsors a Wb site called
Ki dnetic, which is geared toward teaching children
about good nutrition and physical activity in
wei ght
managenent .

ILSI's PAN Program is being conducted
in
col |l aboration with the University of Pennsylvania's
Wei ght and Eating Disorders Program And it's
designed to evaluate possible predictors of
over wei ght
and obesity at various points during the first
years
of life. [1LSI's Take Ten Project is also geared
toward children and, according to their sl ogan,
getting kids active ten mnutes at a tine.

| ndustry and rest aur ant trade
associ ati ons
have al so provided their take on the obesity and
overwei ght i ssue. This slide lists the GW s
advi ce
to the USDA regarding their update of the dietary
gui del i nes.

Their advice includes sonme physi cal

activity in the connection between <calories
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consuned
and cal ories burned. They address educating the
public with regards to standard serving sizes. And
t hey suggest that the USDA incorporate physical
activity and nutrition education into America's
school s.

This quote fromthe National Restaurant
Associ ation press release entitled "Fitness is Key
to
Healthy Lifestyle” outlines the National Restaurant
Associ ation's position on the role of food in the
obesity issue.

And now on to a consuner group. CSP

has
hi storically been rai sing i ssues concerni ng
unheal t hy

foods, what they consider to be unhealthy foods
novi e
t heatre popcorn, Chinese food, trans fat, as well
as
a nunber of other things.

Among other things you find on their
Vb
site are suggestions to inprove your diet and

heal t h,
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including the ten foods you should eat and the ten
f oods you shoul d never eat.

Also on their Wb site is a policy
option
section, where consunmers can find information about

what CSPlI thinks should be done by the food

i ndustry

and governnment agencies, |ike FDA, to inprove the
nation's nutritional st at us and what st eps
consuners

can take to conpel industry and governnment to take
t hese acti ons.

CSPI al so provides a school foods too
kit, consisting of advice to schools on how to
i mprove
the food and beverage choices that they provide to
t he
children that go to those schools. They offer
materials and policies to carry out the changes and
there's a list of success stories from schools who
have successfully inplenented CSPI strategy.

The Center for Consuner Freedom has a
section on their Web site concerning the activities
of

overwei ght and obesity titled "Your Foods Under
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Attack."

Also in this section, there is a
di scussi on about the consequences of sonme of the
actions being taken by a variety of groups. One
exanple of this is an article on the consequences
of
obesity-based litigations against restaurants and
t he
food industry on a society that they feel is being
taught not to take personal responsibility for the
consequences of their choices and actions.

Anot her exanple is an article outlining
the consequences to the insurance and nedical
syst ens
of classifying obesity of a disease.

According to a recent Washi ngton Post
article, legislatures in at |east 25 states are
currently debating nore than 140 bills ained at
curbing obesity. New state laws currently under
consi deration would restrict the sale of soda and
candy in public schools, require fast food chains
to
post fat and sugar content directly on the nmenu
boards, and even attenpts to tax the fat away.

Here are a few exanple. Again, this is
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not an exhaustive |ist or maybe even the nost
up-to-date list but sinply sone exanples of state
activity in this area.

A California soda ban was signed into
| aw
at this end of this past Septenber by then Governor
Gray Davis. This legislation bans the sale of soda
in
public elementary and mddle and junior high
school s
begi nni ng next July.

City council nmenmber Phil Mendel son is
wor king on | egislation that would require city
restaurants in the nation's capital to print
nutritional information alongside food itenms on
menus.

Just this past week, Governor Jeb Bush
signed an executive order creating the Governor's
t ask
force on the obesity epidemic, which is a 14-nmenber
group that will develop strategies to tackle the
Sunshine State's weight problem

Finally on this slide, the nonprofit

organi zation  Conmerci al Al ert has started a

canpai gn
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to help stop the childhood obesity epidemc by

banni ng

the marketing, distribution, and sale of snack

f oods
in schools.
And on the heels of this effort,
Assenbl yman Oritz was introduced a bill that would
add

a surcharge on video gane rentals and sales, TV
advertising, and corporate Anerica's fast food
industry. Oritz says that if an industry is making
peopl e obese, then it should be responsible and at
| east contribute to prevention.

Her e i's sone pr oposed f edera
| egi sl ation
listed here. Representative Ric Keller has put
forward the Personal Responsibility in Food
Consunption Act. And Senator Mtch MConnell has
i ntroduced the Common Sense Consunption Act. These
acts are designed to prevent |awsuits against the
manuf acturers, distributors, or sellers of food or
nonal coholic beverage products with the exception
of
| awsui t s, i ncl udi ng t hose claimng fal se

adverti sing
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or injuries fromfood consunption.

Denmocrati c Representative Rose DelLauro
has
proposed and is seeking cosponsors for t he
Rest aur ant
| nformati on Act of 2003, which would require
restaurant and fast food chains to have 20 or nore
| ocations to put trans fat and saturated fat,
calorie,
and sodium information beside each item on a nenu.

John Banzhaf, |aw professor at George
Washi ngton University and noted tobacco attorney,
has
been quoted as saying that there have been seven
obesity | awsui ts filed. I'"'m taking this
i nformation
froman issue of Cbesity Policy Report.

In that issue, Obesity Policy Report
goes
t hrough those seven <cases and comes up wth
actual ly
three cases where the obesity has been bl aned on a
food industry or a restaurant.

The suits that are strictly considered

obesity suits include a |awsuit against Kraft for
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not

strictly putting their anount of trans fat on their
Oreo cookies, on the |abels for their Oreo cookies.
After what the filing | awer determ ned to be an

appropriate anount of publicity, that suit was

dr opped.

A suit has been filed agai nst
McDonal d' s
on behal f of Cesar Bar ber, a 56-year-ol d

mai nt enance
wor ker who claims that MDonald s contributed to
hi s
obesity, diabetes, and heart disease. And while
this
case has not been officially w thdrawn, there has
been
little recent activity on it.

Probably the nmost well-known case of
this
type was filed on behalf of Ashley Pelmn and
Jazlyn
Bradl ey, two New York teenagers who all ege that
McDonal d's food contributed to their obesity.

This case was considered to have a

little
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bit of a better chance than the Barber case since
we're tal king about children here, as opposed to
adults, who are nore likely to be expected to be
responsi ble for the consequences of their choices,
but

the case was dism ssed, refiled, and recently just
di sm ssed again with strict instructions fromthe
judge that it not be refiled.

My next few slides are on what is being
put out there by various forns of the nedia. |
thought this was inportant to address because
articles
and programm ng on obesity and weight managenent
seem
to be pouring out of the nedia at a rate that could
under st andably be seen as overwhelmng to the
gener al
publi c.

For an exanple, Time magazine and U. S
News and Worl d Report have each in the past little
nore than a year had two cover articles on the
i ssue
of nutrition and/or overwei ght and obesity. And,
again, these are just exanples. There's plenty

nore
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out there.

| did a quick search on Anmazon Books
only
on the word "diet" and came up with nore than
31, 000
mat ches. | realize that that includes things |ike
how
to control diabetes by diet and perhaps the vegan
diet. So then I went on to narrow the search to
wei ght 1 oss and came up with still al nost 2,000
mat ches, the top 3 of which are listed here. This
is
just an exanple to show you what is out there and
what

the public is being exposed to.

Tel evi si on. I have two exanples here
for
what people are hearing through television. The
first

is the Food Network has two shows currently. The
first one is <called Cooking Thin. Kat hl een
Deal emans

hosts the show with real people, gets down wth
peopl e

and explains to them how they have time to fit
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heal t hy

eating and physical activity into their busy
lifestyles. Kat hl een herself has battled obesity.
So

she knows of what she speaks.

Anot her show i s Lighten Up!, which has
t wo
chefs making the same dish side by side, one
fol |l ow ng
a traditional recipe and the other one | owfat and
| ow-calorie alternatives, so trying to educate the
public as to how they can cook |lowfat alternatives
and | owcalorie alternatives.

Anot her exanpl e of tel evi si on
addr essi ng
t he overwei ght and obesity issue was a two-hour
special with Katie Couric at 8:00 p.m about a
nont h
ago, not too long ago. It was advertised as a | ook
at
America's obesity crisis, but it actually seened to
be
nore of a two-hour advertisenment of Dr. Phi
MG aw s

new book.
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| have a whole slide here on the Weight

Wat chers system because it is a well-respected
wei ght
|l oss and rmanagenment program Every food is
assi gned
a point value. And as the participants eat food
during the day, they add the points together from
t he
different food groups.

Each participant is assigned how many
poi nts they can have per day. They're all owed 35
free
points a week and can actually earn nore through
activity points. So they can splurge a little bit.
It's not about constant denial. They can have a
little bit of the food that they really want to
have.

It's considered to be successful by
many,
nostly based on because there is a | ot of support.
They have neetings, where they sit and talk wth
ot her
peopl e on Wei ght Watchers. There is also a
mai nt enance program It is suggested that they go

to
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meetings for at least a year after reaching their
goal
wei ght to hep them nmai ntain that weight.

| am now going to nove on to Ms.
Sorenson's portion of the presentation and di scuss
pr ogr ans and activities wi t hin t he f eder al
gover nment
currently underway to address the issue of
over wei ght
and obesity, i ncl udi ng agenci es within t he
Depar t ment
of Health and Human Services and the U S
Depar t ment
of Agriculture.

HHS' main focus in the fight against
over wei ght and obesity is fostering disease
prevention
and health pronotion. Steps to a Healthier U S. is
a
new initiative to advance the President's healthier
U S. goal. The programidentifies and pronotes
pr ogr ans t hat foster heal t hy behavi ors and
preventi on,
including incentives to schools for physi cal

educati on
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prograns and physical activity strategies, such as
not i vati onal signs and rem nders placed near
el evators
and escal ators, encouraging people to take the
stairs.
Heal t hy People 2010 is a conprehensive
set
of di sease prevention and heal t h pronoti on
obj ecti ves
devel oped to inprove the health of all Americans,
where nutrition and overweight and physi cal
activity
and fitness are | eading health indicators.
Heal t hf i nder i's t he governnment's
prem er
gateway Web site, whi ch i ncl udes links to
i nformation
on obesity, nutrition, and physical activity.
National Health Information Center is
an
i nternet-accessi ble clearinghouse with a toll-free
nunber that provides a central health information
referral service for consumers and professionals.
And the National Health Information

Infrastructure ains to increase information fl ow
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across sectors and with the public to provide al
heal t h deci si on-makers with rel evant, reliable, and
timely information.

The CDC's nmain focus in the fight
agai nst
overwei ght and obesity is inmproving lifestyle
behavi ors. This focus is reflected in this quote
by
the current CDC director.

Toward their goals, CDC is engaged in
several initiatives to pronote benefits of healthy
eati ng and physical activity, including Trails for
Health, which is a program designed to help
Amer i cans
engage in physical activity by providing them nore
opportunities for the activity.

CDC' s active community environnment
pronmot es wal ki ng, bicycling, and the devel opnent of
accessible recreation facilities. This initiative
was
devel oped in response to data that suggests that
characteristics of U. S. comrunities, such as
proximty
to facilities, stress design, and the availability

of
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pedestri an and bi cycl e facilities, pl ays a
signi ficant

role in pronoti ng or di scour agi ng physi cal
activity.

CDC s personal energy plan is a 12-week
self-directed work site programto pronote healthy
eati ng and noderate physical activity.

And the Wse Woman Program provides 40
to
60-year-old wonmren with the know edge and skills to
inprove lifestyle habits to prevent, delay, or
control
cardi ovascul ar or other chronic diseases.

In Mchigan recently the Wse Wnman
Program devel oped partnerships wth the |oca
League
of Wonmen Voters in the Lansing area and a sporting
goods store to provide | owincome wonen in Lansing
wit h hi gh-quality athletic shoes and t he
opportunity
to becone physically active.

Some prograns that target kids and
young
teens include Kids Wilk-to-School, which is a
program
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t hat strives to increase awareness of t he
i nportance
of regul ar physical activity for children, inprove
pedestri an safety, and pronote healthy and wal kabl e
conmuni ty environnments.

Then there is the VERB Canpai gn, which
IS
geared toward children to encourage physical
activity
in the pre-teen group. In addition to the
comerci al s
t hat you see on Di sney Channel and Ni ckel odeon, the
VERB also includes an interactive Wb site where
ki ds
can determne their fitness |evel and record their
activities and their progress.

Al so targeted toward the health and
physi cal activities of kids is the School Health
I ndex, which is a tool that allows schools to rate
t he
performance of their physi cal activity and
nutrition
programs and how to deci de what steps they need to
take to inprove them

NIl H has a number of established and
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ongoi ng activities with regard to overwei ght and
obesity through NHLBI, NI DDK. NHLBI works to plan,
conduct, foster, and support basic research,
clinical

studi es, and educational projects related to the

causes, prevention, diagnosis, and treatnent of

heart,
bl ood vessel, lung, and bl ood di seases.

NI DDK conducts and supports research
and

devel opnent projects on a broad spectrum of
nmet abol i c

di seases, digestive disorders, and nutrition, and
ki dney and neurol ogi ¢ di seases.

In addition to NHLBI and NI DDK and NCI ,

Nati onal Cancer Institute, as well, whhich [I"'Il
speak

about in a little bit nore detail, NH also
provi des

information via MEDLI NE and supports a variety of
studies on nutritional and netabolic diseases, in
whi ch they include obesity.

NHLBI obesity education initiative is a
decade-old program that ains to reduce the

preval ence
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of obesity to reduce the risk and health outcones
associated wth coronary heart disease. The
program

contains both a popul ati on-based and ri sk-based
strategy.

Popul ati on-based strategy includes the
Junp Start school education program an obesity
education Web site, and a programcalled Hearts in
Parks, which is a community-based program designed
to
hel p park and recreation agenci es encour age
health-healthy lifestyles in their comunities.

The risk-based strategy includes
overwei ght and obesity guidelines, the first such
f eder al gui del i nes for t he i dentification
eval uati on,
and treatnent of overweight and obesity.

NI DDK has prograns to address the
prevention and treatnment of obesity to avert the
onset
of di abetes and ot her met abolic conditions,
i ncl udi ng
t he National Task Force on Prevention and Treat nent
of

Obesity; the Weight Loss Information Control
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Net wor K;

and Sisters Together Mwve Mre, Eating Better,
whi ch

is a national initiative designed to encourage
bl ack

wormren 18 and over to nmaintain a healthy weight.

The National Cancer Institute has their
wel | -known five to Nine a Day canpaign, which is
desi gned to encourage Anericans to eat five or nore
servings of fruits or vegetables a day. Men
actual ly
need to eat nore fruits and vegetables and
currently
are eating less. So they have the nen's Shoot for
Ni ne canpai gn.

The National Cancer Institute is also
working on nechanisnms  for physi cal activity
behavi or
change, which is a research initiative to increase
t he
know edge base necessary to develop effective
physi cal
activity interventions in children, adolescents,
and

the elderly.
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Now on to USDA. Their main focus in
t he

fight agai nst overwei ght and obesity is encouraging

good nutrition. They offer a variety of tools
t owar ds
this goal, including the interactive Healthy Eating

| ndex, where you can go in and select the foods
t hat

you have eaten for that day and it will conme back
and

give you a report, a healthy eating summry based
on

your food choices and how they conply with the food
pyram d and the current dietary guidelines.

The food pyramd is currently being
revanped. In the first phase of renovation of the
pyram d, USDA  proposed new intake patterns
detailing
what and how nmuch Anericans should eat. By
establishing nore personal goals, USDA hopes to
pl ace
greater enphasis on individual calorie balance.
And
for the first time, target calorie levels wll

assune

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

89

that the average person is sedentary, not active.
The

new pyramd is scheduled to be conplete by Wnter
of

2005.

I n conjunction with the updating of the
pyramd is the updating of the dietary guidelines
for
Ameri cans. The new pyramd wll include any
changes
made by the 2005 dietary guidelines committee.

USDA Team Nutrition is designed to
ensure
the effective inplenentation of Healthy Breakfasts
and
Lunches in School and the teen nutrition web site
S
geared towards schools and has sections on how to
participate in teen nutrition.

Some ot her USDA projects include "Eat
Smart. Play Hard," which is a canpaign designed to
convey behavi or-focused notivational nmessages about
heal t hy eating and physical activity. And the Food
and Nutrition Information Center provides consuner

access to informational brochures, such as Get on
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t he

Grain Train and Fabul ous Fruits, Versatile
Veget abl es.

USDA al so has sone prograns targeting
| ow-income famlies to protect children's health,
including the Farmer's Market Nutrition Program
whi ch
is in place because it has been shown that WC
reci pients have a higher preval ence of overweight
and
obesity; and the School Lunch and Breakf ast
Program
which is a federally assisted program which hel ps
feed
children from|lowincome famlies neals neeting the
appl i cabl e recommendat i ons of t he di etary
gui del i nes
for Americans.

Dr. Canady will now give his portion of
t he presentati on.

DR. CANADY: So it's getting to be that
part of the norning where the first cup of coffee
has
worn off and maybe standing up and sitting down

woul d

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

91

be a good idea right now. If you all want to
exerci se, you have social perm ssion now to stand
up
and wake up a little bit and then sit back down.
Maybe it will help out a little bit. | wish I had
sone coffee up here.

Il would like to get right into it
because
we have got a lot to go through. Cee, after
heari ng
Dr. Howard tal k about what has been going on, both
in
t he outside world and within the federal
gover nment,
it is not hard to see there is a whole |ot going
on.

What | would like to do right nowis go
t rough sone of what FDA has been doing and is
currently doing in order to give you further
cont ext
by which we can hear your views on the questions
t hat
have been put forth for this nmeeting.

| grouped what | am going to talk about
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four categories, education, regul ation guidance,

enf orcenent, and research, up there on the board.

And
what | would I|ike to do is go through these
i ndi vi dual
aspects.

Do we have a cursor to go through?
Thanks. First, wthin education, there is a
program

If you search on our Wb site for "know your

| abel , "
you can nost likely come to this information.
Know Your Label is a Wb-based and
vi deo
educat i onal materials effort on how to use

nutritional
| abel s essentially in order to make nore infornmed
choices in the context of a healthy diet.

We have another program called Power
of
Choi ce, that we have been doing recently with the
USDA's Food and Nutrition Service. This is a
series
of guided activities and material to help notivate

and
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enpower kids to make healthy choices, again within
a

bal anced diet. These are wthin real life
settings.

The topics include things |ike portion control,
enotional eating, and individual fitness.

Again within education, we have
information within the food | abel with regard to
hel pi ng you understand what is in the food in the
context of making healthy choices. For exanpl e,
t here
are standard reference serving sizes on the
nutrition
facts panel. This information helps facilitate
counting calories, for exanple, while choosing
nutritious foods. You can conpare vitam ns across

different foods and have sinmlar calorie contents

and
so on.

Simlarly, we have nutrient content
cl ai nms
on the Iabel. And these are based on standard
criteria, such as reduced calories, light,

| ow-cal orie, and so on. Again, this hel ps you

under st and across products what relative calorie
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contributions you mght get within a given product
cat egory.
Simlarly, within education, -- and Dr.

Howard al so already talked about this with regard

to

the food pyramd and dietary guidelines -- this is
an

ongoi ng process that, of  course, FDA has a
know edge

base or has expertise associated with. And it's
sonet hing that, again, hel ps you understand the
context under which we're asking you to |ook
t hr ough
guestions that have been posed.

Wthin regulation and guidance, the
second
category of efforts that I want to focus on today,
starting out with | abeling and packagi ng, there's
research and devel opnent right now invol ving
st akehol der interaction, focus groups, and nodeli ng
that I will go into in some nore detail when | go
into
the research that are |ooking at the ways that we
do

regul ati on and guidance with regard to the |abe
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and
| ooking into new approaches to |abeling conducive
to
wei ght managenent .
There's, of course, the task force on

consumer health information for better nutrition

t hat
Dr. McClellan referred to earlier. It's a
f r amewor k

essentially to enhance conveyance of scientifically
accurate information to help consuners again be
better
i nformed and nmake nore informed choices with regard
to
their diet.

Moving into weight loss drugs wthin
our
Center for Drugs, the criteria for weight |oss
dr ugs
approvals are laid out here. Essentially there are
two ways of | ooking at a five percent weight |oss
criterion for weight |loss drugs. You can |ook at a
mean | oss in weight, five percent nean | oss, as one
of

the criteria cross the entire group or you can | ook
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at

a subset of the group. And it's described here
wi t hin

the slide.

So there are two ways of using a five
percent bar essentially to show efficacy wth
regard
to weight loss drugs. The duration of the trial to
show durability of effect and to assess risk is one
year with open |abel extension through a second
year .

Drug approvals, | am going to have
actually three slides with regard to approvals.
Again, this is a way of hel ping you understand the
context through which FDA has current in the
know edge
base expertise and so on in order to reflect the
guestions that we have asked.

There are two products on the nmarket
for
clinic use in obesity. One is Olistat or Xenical,
and the other is Sibutram ne or Meridia. These are
approved for patients with BM of greater than 27
with

co-nmorbid conditions, such as di abetes and so on,
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and
al so approved for BMs of greater than 30 w thout
t hose co-norbid conditions.

There are also approvals with regard to
devices within FDA. Lunping these into three broad
categories, we have devices to restrict food
i nt ake.

These are devices that essentially narrow the
gastric

pouch so that you feel nore satiated nore quickly
with

a small er amount of food. Lap-band and simlar

gastric pouches, restriction devices are an exanpl e

of
t hese.

These are other devices that are in the
i nvestigational stages that | really can't go into
at

this point, but the point is that there is

i nformation

with regard to devices within the know edge base

within FDA that is appropriate to this effort.
There are also surgical devices that

are

associated with surgery regarding |ipoplasty,
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gastropl asty, and bypass/di versi on, another nethod
for

essentially reproducing the —capacity of t he

st omach.

There are also nonitoring and nmeasuring
devices related to body conposition. This tells
you

how much body fat you have in relation to other

parts

of your body in order to help you understand where

you

are with regard to the BM and adi posity and so on.
Tur ni ng to f ood, f ood additive

approval s,

this is a broad area that covers obviously a | ot of

different food additives. There are things like

reduced or no calorie sweeteners and reduced or no

calorie fat substitutes that are part of the

overal |

set of tools that you can use in order to help you

make better choices with regard to calorie intake.
Movi ng on to enforcenment, the third of

four areas that | amgoing to tal k about, there is

enf orcenent in conpliance activities with regard to

| abeling errors; msleading clainms on products;
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and,

of course, unsafe products. In these in sone
cases,

we share authority wth FTC, Feder al Tr ade

Comm ssi on.
Again, what we are trying to do right now is give
you
hi ghli ghts, give you a context under which to go
t hrough the questions we have asked you.

Let me nove into the fourth area now.
Wthin research at FDA, there are three areas that

want to focus on. First is essentially social
sci ence
research. That has to do wth comunication
| abel i ng

and packaging and sone other areas that we wll
tal k
about in sone nore detail

The second area is effectiveness of
treatnment. And there really is just a very little
bi t
of that going on right now w thin FDA.

And the third area is describing the

causal links essentially between diet and obesity,
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bet ween obesity and co-norbidity. Obvi ously we
have
overlap with NIH on those quite a |ot.

Starting with essentially the soci al
science research, there is evaluation. This is a
col |l aborative effort that we have right now going
on
with the Ofice of the Assistant Secretary for
Planning and Evaluation at HHS. There are
essentially
four parts of this collaborative effort that I am
tal ki ng about in the first bullet here.

There is a Novenber 20 workshop that
Dr.
Rulis mentioned in the introduction to this
sessi on.
In case you didn't notice it on your way in, there
are
flyers in the front. There are little one-page
bl ue
flyers that describe this workshop.

This is essentially going to be a data
gathering effort. W want to essentially shake the
trees and find out what is going on out there in

terns
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of data with regard to a variety of efforts that
are
related to weight |oss and obesity.

| woul d encourage you to consider going
to
this workshop, but I would al so encourage you to go
if
you have data that we can help shake free from you
to
help us with this effort to understand what is
goi ng
on out there.

A second effort within this research
focus
is focus groups to probe new | abeling and massagi ng
in
a variety of environnents. W're also in the
process
of developing third party industry interviews to
identify essentially obstacles or incentives to
better
products out there within industry.

Finally, to sort of get an overall
pi cture

of the ins and outs of the obesity issue, we're
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devel opi ng a social science nodel for exploring
approaches to effective wei ght managenment.

In addition to this effort with the
O fice
of the Assistant Secretary for Planning and
Eval uation, there are, of course, other efforts
wi t hin
FDA's Center for Food Safety and Applied Nutrition
where we are doing research within consuner use of
calorie content labeling effectively in
calorie-related cl ai ns.

The second area of the research focus

t hat
| want to point out a little bit is that we have
had
sone efforts wth regard to effectiveness of
t r eat ment
and prevention. The exanple here is a pilot cohort
of
di et and proprietary weight |oss products that our
O fice of Wonmen's Health has conpleted. This was a
grant process in collaboration with other agencies.
It's studied the pattern of verbal weight | oss
products and efficacy over a period of tine.

The third area within research that |
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want
to focus on -- |I've only got a few nore slides;
we're

going to be done with this so we can actually

really

go get coffee -- is describing the causal |inks.
Again, | nmean causal |inks between dietary intake
and

devel opnent of obesity and al so obesity leading to
co-nmorbidities.

Exanpl es are |isted here, genetic
pol yrmor phi sns of obesity in conjunction wth
susceptibility to breast cancer as an exanple. The
role of exercise and wei ght gain has susceptibility
to
nmut ati ons, the effect of surgical intervention on
met abol i sm and on bi omarkers of reduced calorie
i nt ake.

Al so, there is an effort that has been
going on for some tinme with regard to caloric
restriction. An interesting finding here, of
cour se,
is that if you reduce caloric intake, you get
| ongevity benefits. And you also get reductions in

tunors, both malignant and non. The interest here
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IS
in looking at whether smaller dietary reductions
woul d
al so have an effect on those outcones.

Furthernore, there are nore specific
mechani stic information that is being garnered with
regard to contribution of what is known as the
nmet hyl
group, its deficiency, which is induced by obesity,
and that |inkage, again, to devel opnent of cancer,
heart di sease, and di abetes as exanpl es.

There is, furthernore, interest in sort
of
causal events related to devel opment of the fetus
within the environnment of the wonb. An exanple we
| ooked at recently with regard to this s
ni cotine's
ef fect on obesity outcone in children.

Furthernmore, they have | ooked into rat

nodel s with regard to nutritionally induced

non-i nsul i n-dependent di abetes nellitus. Agai n,
this

is a linked norbidity that, again, provides a
cont ext

under which we have expertise and value within FDA
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That is the end of nmy slides. Thanks

very
much.

(Appl ause.)

VI CE CHAI RVAN LEVI TT: Thank you to our
speakers this norning, Dr. Rulis, Dr. Howard, Dr
Canady.

HI GHLI GHTS AND SUMVARY

VI CE CHAI RMAN LEVITT: | have been
asked
just to give a short summary so we kind of tie up
this
section of the program nove on to the next one.

Agai n, though my name is up there, | am
Joe Levitt. | am Director of the Center for Food
Safety and Applied Nutrition. And | am the Vice
Chai r
of this task force along with Dr. Crawford.

| think the first thing that conmes to
ny
mnd from listening to all of the presentations
t oday
is, boy, we sure have a |lot of work ahead of us. |
think that part is clear.

But | think there is sonme good news
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even
kind of before we start. Nunmber one, there is
br oad
agreenment that obesity is a mpjor public health
pr obl em It's not good that it is a problem but
it
is good that there is agreenent.

We're involved with lots of issues.
You
actual ly begin arguing about whether there is a
probl em or not. I think the fact that there is
br oad
agreenment across government, across society that
obesity is a major health problemin this country
starts us on the right foot.

Second, t here al so is I t hi nk
reasonabl e
agreement on nmmjor parts of a solution, that we
have
got to address this through a conbination, a
sensi bl e

combi nat i on, of better food choices and nore

exerci se.
And, again, | can tell you from ny experience that
IS
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certainly not usually the case, that even if there
is

agreenment on the problem there rarely is agreenent
on

what the solution is. And | think we should not
| ose

sight of that.

There al so, frankly, i's enor nous
i nt erest
and activity anong all sectors of our society.
Many
gover nnent agenci es, academ a, heal t h

pr of essi onal s,

consumers, industry groups, everybody wants to be
part

of this. Al right.

So why is this so much work? Wiy is

this
so hard? Well, it's hard because we're talking
about
i ndi vi dual behavior. 1t's not at all clear exactly
how to get there. And for FDA, it's not

necessarily
precisely clear on exactly what our role needs to

be

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

108

within the broader departnent, governnent, and
soci ety
we work in.

So what FDA is doing here -- and we
t hank
you for being part of it -- is trying to take a
systemati c approach to defining our role and being

part of the solution to this major problem As you

have seen, it is inportant to note we are not
starting
from zero.

FDA has a | ot of activities, a strong
program the food |abel, the drug review system
our

work with all of the various stakehol ders that are

here, everybody that is here. We know you well.
You

know us well. So we have a good base to start
from

What we are going to try to do is do
this
| ogically. What really is the overall nessage we
are
trying to convey? How do we educate the public

about
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t hat nessage? How do we incorporate, reinforce
t hat
message through the parts that we contribute to
t hrough the food | abel, through working with
restaurants, through therapeutics?

And, finally, what nore research is
needed
because, surely, there will be and, finally, howto
pull all of this together in an action plan by
February, February, just a few nonths away,

recogni zing the urgency that we all feel about this

i ssue?

I think there is one final point that
is
clear. We can't do it alone. That's why we have
this

public neeting. That is why your role and
contribution are so terribly inportant.

First of all, your contribution today,
your public comments, we hope nmany of you and your
col |l eagues will go back, think about this. We'll
reflect on today's neeting, submt coments to our
docket .

We hope to see many of you at our

wor kshop
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on Novenmber 20th that Rick Canady nentioned and

join

with us because, like all mjor problenms in our
society, we could not do it alone, but we can
surely

do it together.

Again, | thank you very nuch for your
attention during this part of the program | think
what we will do, with the Chair's permssion, is to

take about a five-m nute break. And we will
reconfigure. And, as Dr. Crawford said and we gave
advance notice, we hope, to those early on the
program
presenters, we will start the public presentations
in
about another five m nutes.

Thank you very nmuch. Let's have a
round
of applause for the presenters this norning.

(Appl ause.)

(Whereupon, the foregoing matter went
of f

the record at 10:44 a.m and went back
on

the record at 10:56 a.m)
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PUBLI C PARTI Cl PATI ON SESSI ON

CHAI RMAN CRAWFORD: We are now going to
begin the public presentation part of our hearing
today. The format will be described in a noment by
M. Joe Levitt, who is going to be noderating the
remai nder of this session.

Before we go into that and while Joe is
coll ecting his thoughts, we have the privil ege of
doing sonmething that we weren't able to do because
of
a neeting this norning.

As | nentioned in ny remarks, virtually
all of the operating divisions in the Departnent of
Heal th and Human Services are at the instigation of
the Secretary, conducting their own task force
wor K.

At the end of these task forces and the reports
t hereof, there will be an amal gamati on of them and
al so a gl eaning of the common findings.

There is at the present tine
cross-fertilization happening. You are about to
hear
fromthe head of the task force at the National
Institutes of Health. And FDA has a nenber of his

task force and vice versa. W are all working
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t oget her.

W would not want you to leave this
room
or even to leave this city w thout thinking that
this
governnment does not have its act together. Anybody
who doubts that, you are going to hear from soneone
who wi || di sabuse you of that notion.

Dr. Allen Speigel is Director of the
National Institute of Di abetes and Di gestive and
Ki dney Di seases. He is going to speak to us for a
noment about what they are doing.

Thank you.

DR. SPEI GEL: Thank you very much. |
appreciate the kind invitation and want to say that
I

am here on behalf of Dr. Elias Zerhouni, the N H

Director.

| think the taped comments of our
Secretary Thonpson -- and we had simlar comrents
at

the recent North Anerican Association for the Study
of

Cbesity neeting down in Fort Lauderdale a week ago
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indicate how high a priority the obesity epidemc
and
its concom tant public health inplications are for
this department.

W are truly one departnent, as you
j ust
heard. So that both NIH, FDA, CDC, and other
conponents are really conmtted to a coordi nated
approach and a coordi nated approach not only on the
part of the HHS agencies but who in the private
sector, the public in general will be necessary to
tackle this really complex and difficult problem

Now, Dr. Zerhouni, who has been NIH
Director since My of 2002, recognizing very
qui ckly
the i mportance of the obesity epidem c and the
implications of the various norbidities brought on
by
obesity, for alnpbst each of the NH institutes
created
a new NIH obesity research task force and asked ne
as
the Director of N DDK, the lead institute at NIH
for

obesity research, and currently Dr. Barbara Al ving,
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the Acting Director of the National Heart, Lung,
and
Bl ood Institute, to co-chair this task force.

We have been neeting assiduously since
our
creation in April of 2003 and are well along the
way
to crafting a strategic plan for NH obesity
research
that we aim -- and | think this is a good exanple
of
coordination -- to release to the public by
February
1st.

This will be coupled with a new Wb
site
for the task force that wll really have two
audi ences
in mnd: the large investigative community, which
is
really the engine that drives the know edge base
t hat
we heard about that NH supports for obesity
research;

as well as the public at |arge and policy | eaders.
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Let me just indicate that this is not
sonet hing that the NIH has cone to sort of |ately.
Clearly the NIH has been a very inportant conponent
of
addressing the obesity epidemc. | want to just
signify just in the brief comments a few of the
ar eas
that were inmportant areas of advances supported by
NI H
research and that will be key area conponents of
t he
strategic plan.

One is the regulation of ener gy
bal ance;

that is, the regulation of food intake and of

ener gy
expendi ture, including physical activity. | don't
think | am denigrating the obesity research
conmmuni ty,

| am just quoting George Bray, one of the pioneers
of
that community, when | say that this field had been
a
backwat er for nmany years. It was | ooked on as not

a
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ri gorous scientific area.

And, really, things changed renarkably
in
1994 with the discovery of the leptin gene, the
first
gene for a hornone that signals from fat to the
brain
and is directly involved in the regulation of
ener gy
bal ance. And while, quite candidly, the $20
mllion
that Angen paid for the rights to this gene have
not
panned out in ternms of a panacea and a therapeutic
for
obesity, nonetheless, this discovery set off a
trenmendous expl osion of NI H-supported research that
has led to the discovery of nunmerous additional
conponents, ghrelin, peptide NPY, PYY, other things
t hat you read about in the New Engl and Journal and
el sewhere, which really represent two things:
first,
a much nore scientifically based understanding.
When

we say, "Eat |ess and exercise nore," it's a very
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glib
st at ement . It's very easy to say that, but we can
see
from the worsening of the epidemc how difficult
t hat
is to do.

The reality is that is the possibility
of
phar macol ogi ¢ targets and, of course, the key role
of
the FDA in the approval process in that regard.
But
it is the NIH that is the discovery engine that
provides the pharnaceuti cal i ndustry wth the
targets
and in some cases even the target validation.

Now, the other comment, another huge
ar ea,
is the area of genetic susceptibility. | realize
t hat
this seens counterintuitive. The noniker that
everyone hears is, "Well, our genes haven't changed
over the | ast sever al decades. It's the
envi r onnent

that is changing. So forget about why are genes
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i nportant.”

VWell, | amhere to tell you they are
inportant. If you |look at the NHANES, the Nati onal
Health and Nutrition Exam nation Survey, data, it's
clear that in the same environment, different
popul ations are differentially affected by this
obesogeni ¢ environnent. And the rise of what are
cal | ed super obese is just one reflection of that.

There are already exanples of rare,
adm ttedly rare, nonogenic, single gene, disorders
whi ch are enough to cause early chil dhood severe
obesity, but it is crystal clear that nost obesity
IS
a complex interaction with rmultiple genes, giving a
susceptibility in an obesogenic environnment.

Wy is it inmportant to discover those
genes? Again, because they offer the possibility
of
targeted prevention and possibly pharmacol ogic
i nterventi on.

Of course, that begs the question of
genetic discrimnation and stigma, two things that
we
must assi duously work to avoid. And policy and

| egislation may be rel evant there.
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Let me then also point out the issue of
the co-nmorbidities. Not all obese individuals have
Type Il di abetes, nonal coholic fatty liver disease,
osteoarthritis, cardiovascul ar di sease, and many of
the other things that come along with obesity. Wy
is
t hat ? VWat are the differences? How can we
identify
t hose who are at great risk?

Conversely, individuals, particularly
Asi an Anerican individuals, have body nmass index
| ower
than what we even define as overweight, may be
al r eady
qui te suscepti bl e because of visceral and central
adi posity for things like Type Il diabetes.

So there's a tremendous anount of
research
t hat needs to be done to define the underpinnings,
t he
mechani stic basis. And | would say | recently cane
from a very outstanding neeting of a group called
t he
Nati onal Di al ogue on Cancer held in Kennebunkport,

Mai ne under the auspices of former President Bush
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and
Bar bara Bush.

The topic was cancer and obesity. \Wy?
Because of recent prospective studies of the
Ameri can
Cancer Society showing that nortality from cancer
IS
substantially increased as a function of body nass
i ndex; finally, of course, the bottom Iine,
prevention
and t herapy.

So the NIH is really supporting and
wi |l
continue to support significant new initiatives,
some

very much directed at the pediatric population. An

initiative on prevention of obesity in the
pediatric
primary care setting is just one exanple,

school - based
trials and i nterventi on.

And all of these inportantly, are not

j ust
"community denonstration projects.” They have an
eval uation. They have things that we will be able
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to
learn in ternms of what is successful and not
successful .

Let me just finally indicate that there
are sonme successes. So our Type |1 diabetes
preventi on program the DPP, unequivocally showed
t hat
an intensive lifestyle intervention was capabl e
t hrough wei ght | oss of reducing dramatically the
i nci dence  of Type I di abet es in a very
het er ogeneous
group, 45 percent mnorities, at high risk for Type
Il
di abet es.

Qur challenge nowis to translate the
results of that trial across the country in a very,
very cost-effective way. That will be just one of
t he
chal l enges as we join with sister agencies, such as

the FDA, in conbatting this obesity epidenic.

Thank you.

(Appl ause.)

CHAI RMAN  CRAWFORD: Thank you very
much,
Dr. Spei gel.
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Now it's my pleasure to turn the
program
over to Joe Levitt.

VI CE CHAI RMAN LEVI TT: Thank you very
much.

VI CE CHAI RMAN LEVI TT: Let nme just go
through a little bit of the logistics for the
benefit
of both speakers and the audience. W will go
t hr ough

one speaker at a tinme in the order that is not in

your
program but on ny sheet. There is an anount of
time

t hat each speaker has requested. And so we will go

ahead and grant that speaker the tine that they

requested so they can get their full comments in.

W have up here a little time clock
t hat
the speakers will see up there. It will begin with
the time that you requested, we hope. |If not, wave
to
me or sonething. And you will see the time go
down.

There is a two-mnute warning |ight
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t hat

will conme on when it is two minutes from the end.
e

will ask speakers to try within reason to keep to
your

time that you possibly can so that we can nove
t hr ough
t he day in order.

Finally, we do ask, as I'msure this
audi ence will, to allow each speaker to go through
their presentation and save any reactions to the
end.

It is inmportant that every speaker be permtted to
present whatever views they have and be |listened to
attentively and respectfully.

Wth that, | am happy to call to the
podi um our first speaker, Dr. Rhona Appl ebaum
Executive Vice President and Chief Science Oficer
fromthe National Food Processors Association.

DR. APPLEBAUM  Thank you, M. Levitt
and
menbers of the FDA obesity task force.

As M. Levitt said, my name i s Rhona

Appl ebaum and | am with the National Food

Processors
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Associ ati on. | appreciate this opportunity to
present
the views of NFPA on this nost serious problem

An ol d sayi ng goes, "For every conpl ex
issue, there is a sinple answer. And it is al nost
al ways wong." Such is clearly the case when we

consider how to address the issue of obesity in

Anmeri ca.

Obesity represents a mul ti faceted
probl em
requiring a nulti-disciplined approach. [If the

primary goal is to have a real effect on preventing
and reducing obesity, then how can this be
acconpl i shed?

Let nme propose several approaches that
t oget her can help us address this critical health
issue. Let ne forewarn you neither | nor the NFPA

have the solution. If I did, if NFPA did, speaking

specifically of nyself, 1'd be on Dr. Phil today.
And
| don't. It's very conplex. But NFPA has outlined

approaches and suggestions using the franmework of
t he
Ssi X questions posed by the task force.

Let ne begin with question one. That
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has

to do with the evidence regarding the effectiveness
of

vari ous educati on canpaigns to reduce obesity.

The literature indicates that there is
consi derabl e i nformati on about public education
programs but little evaluation or evidence about
their
effect on weight | oss or maintenance, short-term or
| ong-term

It is possible, it is no doubt probable
that sonme of these canpaigns are still too newto
assess their effectiveness. And they need the
necessary tine. W can't prejudge these new
canpai gns. Nevert hel ess, at the end of the day,
t he
bottomline is that overwei ght and obesity have
continued to increase in the United States.

NFPA believes that all stakeholders --

and

that's everyone in this room whet her  food
i ndustry,

gover nment, educat or s, academ a, research
institutes,

consuners, or consumer groups -- need to refocus
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their

efforts on hel ping Americans better understand the
role of diet and physical activity in attaining as
wel | as mmi ntaining healthy wei ght.

To this end, with focus on the diet, an
excellent tool, one of the tools to assist
consuners

to better understand how to choose sensibly, as

stated
in the dietary guidelines for Anericans, is the
f ood
| abel .

The food | abel can and shoul d be used
to

create healthful diets. The nutrition facts panel
al so can be used as a wei ght nanagenent tool. The
cal ori es count nessage needs to be re-energized and
pr onot ed.

The nutrition facts panel was devel oped
and designed to help make consuners aware of the
various nutritional conponents in foods. And we
continue to support this purpose. However, the
architecture, the format, and layout of the
nutrition

facts panel for the past decade have been focused
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nor e
on dietary fat and information related to heart

di sease risk reduction than on calories or overal

di et .

It is our opinion that FDA should
reexam ne the nutrition |abel, daily val ues, and
associ ated issues. W recommend that al
statenent s
of the food and health community should place nore
enphasis on educating the consuner in using the
f ood
| abel to identify information about the energy for
wei ght mai ntenance and obesity prevention.

Education was part of NLEA, but it
needs
to be revived with conmitnent and investment from
three departnents: HHS; USDA; and, yes, the
Depart nent of Education. For exanple, FDA should
encourage review ng successful education prograns,
such as the National Chol esterol Education Program
NCEP, and how a sim | ar nodel could be used for
obesity.

Perhaps if people know their nunbers in
terms of healthy weight goals, easy nunbers,

heal t hy
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wei ght, or weight target, and physical activity
needs,

t hat and ot her neasurenents, the way nost Anericans
know their cholesterol target and value, we can
sl ow,

if not curb, the rise in overweight and obesity or
help to slow this increase, a change in the
preval ence

arrow from pointing up to pointing down.

NFPA al so encourages FDA to support the
conponents of the Healthier US. initiative with
t wo
of the four central conponents focusing on physi cal
activity and healthy food choices. These points
wer e
al ready raised by the conmi ssi oner.

Regar di ng question two, FDA also asked
for
views related to any specific priorities for
chi |l dren.

NFPA bel i eves that devel opnment of |ifelong eating
habits and physical activity patterns begin early
and
are fostered via par ent al exampl e and
responsibility.
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Once children enter school, the school environnment
is
al so key. Again, education is essential.

As for the role of the Departnment of
Education, a solid understanding of the basics of
sound nutrition, the inmportance and fun of physical
activity, and the conmponents of a healthy lifestyle
must be part and parcel of our nation's educati onal
curriculum And we nust start early.

We nust give children a solid healthy
start on the road to sound nutrition practices and
physi cal activity prograns and provide them wth
t he
envi ronnent and opportunities to put t hese
practices
and progranms into action.

Today' s chil dren shoul d be as
wel | -versed
in what constitutes sound nutrition and physical
activity practices as they are with environment al
principles. In ny own household, that has to do
with
trash sorting and recycling.

All three departnents have a role to

pl ay
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in fostering and supporting coordinati on anong

governnment agencies at the federal, state, and
| ocal

levels to inprove nessages in its education
progr ams

for children.

Addi tionally, up-to-date data on food
consunption and health status variabl es, including
physi cal activity, are needed for children and
across
the life cycle.

The U.S. needs an up-to-date nutrition
and
health status nonitoring systemto adequately
determ ne policies and prograns related to diet and
health. Wthout such data, policies and education
prograns will never reach their potential.

On the question of research, NH and
ot her
areas within DHHS and other research stakehol ders
and
other research institutes in other departnents,
ot her
research areas in academ a as well as the nedica

community all have roles in biomedical and
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behavi or al
research related to health pronotion and di sease
preventi on.
It is clear that both the food intake

and
energy expenditure parts of the equation nust be
addressed. For exanple, NIH s success in diabetes
ri sk reduction resulted from educati on prograns
pronmoti ng physical activity. There should also be
further exam nation of health care coverage. The
federal governnent's Medicare and Medi caid prograns
could, at a mninmum highlight, pilot, and eval uate
an
efficacy of coverage for weight |oss programns.

You nust al so enphasi ze the role
behavi oral researchers nmust have in helping us
sol ve
this problemof howto eat as well as why as it
relates to selection, portion control, exercise,
and
overal | heal th.

As stated, this conplex nultifaceted
i ssue
requires a nmulti-disciplined approach utilizing the

expertise of all stakeholders. Asking all parties
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involved to do their part 1in helping consuners
better

understand how to create healthful diets and
i ncl ude

physical activity in their lives and the |ives of
their children is not a sinple answer, but it is
t he

right way to address this conplex issue.

The food industry has a | ong history of
provi di ng consuners with safe and nutritious foods
that meet the expectations for taste, value, and
conveni ence.

The food industry responded to calls to
create reduced, low, and non-fat food products and
a
variety of nodified foods for specific dietary and
medi cal needs. This was one of the first Healthy
Peopl e 2000 objectives for the nation that was net.
| nnovation and refornmulation are two key tenets in
t he
food industry.

Revi si ons to t he di etary
reconmendati ons
and food guides are also needed since they, too,

are
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part of the solution. Just as it is inportant to
define the state of scientific know edge about diet
and health and articul ate national policy, we nust
al so continue to inprove the crafting of dietary
gui dance messages t hat are meani ngf ul and
actionabl e
by consuners.

The key challenge will be to present
t he
recomendati ons and i nformation contained in the
di etary guidelines, the food guide pyramd, and
information on food labels so ‘they actually
notivate
consunmers to incorporate them into their daily
lives
and use them to create healthful diets and
lifestyles.

Consumers need sci ence- based
i nformation
on how to eat as well as on what constitutes a
heal thful diet. The dietary guidelines are
scientifically based, but they also nust be easily
under st ood, easily i mpl enent ed, and trigger
behavi or al

change with a focus on the guidelines dealing with
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wei ght and physical activity. Triggering changed

behavi or by consuners will require input from
behavi or al scienti sts, a di sci pline not
hi storically

call ed upon for input on these guidelines. NFPA
| ooks

forward to when the dietary guidelines becone the
notivational tool that the Anerican public so
desperately needs.

In closing, let me quickly summari ze
NFPA' s responses to the six questions posed; first,
t he avail abl e evidence. Again, as | nentioned, for
sone of the canpaigns, it may still be too early.
And
time is absolutely essential to determ ne whether
or
not they work.

But, again, at the end of the day, the
incidence of obesity and overweight continues to
rise.

We need to do nore. We need to |ook within as well
as

out side our current areas of expertise to find
exanples that have worked in correcting other

probl em
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areas and applying those nethods and findings to
this
particul ar problem

We can have different means to sol ving

this problem | personally believe that imtation
i's

a serious form of flattery. And no one has ever
been

criticized for borrow good ideas.

Two, the priorities for nutrition
research, particularly in children, of perhaps
| ongi tudi nal studies that focus on the effects of a
heal thy start program are needed, utilizing
traditional foods, new foods, a conbination.

Behavi oral research, of <course, is necessary as
wel | .

We need to think outside of the box to
help solve this problem and borrow against
successes
and intervention strategies from other areas and
di sci plines.

The behavi oral -nedi cal interventions.
|'"ve already nentioned the medical. But, again,
let's

ook to Ilessons |learned from other disciplines
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f ocused

on behavi oral change, again national col ostral
education program and again nessages that are
conveyed in the elenentary schools on environnenta
principles to children.

Change is needed to the food | abeling.

Switch the food I abel. Labeling alone wll not
af f ect

this change, but it can help. 1t nust be a

conbi nati on of activities i nvol vi ng al

st akehol ders.

That said, the nore infornmation we can
give consuners, the nmore informtion we are
permtted
to provide to consuners, information that is
absol utely science-based and non-m sl eadi ng, wll
all ow consuners to beconme nore know edgeable in how
they can better attain and mintain a healthy
wei ght .

VWhat opportunities exist for the
devel opment of healthier foods? As already stated,
i nnovation and refornulation are two key tenets in
t he
food industry, however reducing hurdles currently
in
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pl ace as they relate to providing truthful and
non-m sl eadi ng i nformation to consuners. And we
appl aud what FDA has done thus far, but there is
still

work to be done because there are still hurdles in
pl ace, particularly timng hurdles that prevent
timely

reviews of new ingredients and processes that would

be
hel pful .

Further consuner demand is a key driver
for new food product devel opnent. | f consumers
seek

products with certain nutritional attributes, food
conpanies will develop them And consuners can't
have
that information unless that information can be
provided to them

Last, but not |east, what's the nost
inportant things that FDA can do at this time?
Agai n,
flexibility in clains so consuners can get that
information that they need and to |ower the
hur dl es,

make it nmore tinely. Don't let us wait three or
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four

years in terns of an approval for an additive that
IS

going to make a difference and is both safe and
effective.

It is absolutely essential to work with
consuners so they better understand what resonates
with them That is the key to notivation. And
let's
not assume that all consuners are the sane.

Messages nmust be crafted. They nust be
targeted to the different segnments and popul ati ons
t hat make up the wonderful tapestry that is the

American citizenry.

In summry, it has never been clear
t hat
gover nnment heal t h prof essi onal s, educat or s,
academ a,

i ndustry, consunmers, consumer groups nust all work
together to inprove consuner education about how to
eat and live a healthy lifestyle.

We hope that dialogues such as this

t oday
will help bring attention to the needs for
nutrition
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information and education and inprovenent i n
physi cal
activity to pronote the health of Anmericans and
reduce
this epidem c of obesity.

However, a not e of caution S
necessary.
It is absolutely essential that the first step to
any
type of focus and solution to a problem like this
IS
to outline a plan. But a plan in the absence of
action will get us nowhere in solving this very
i nportant problem

We need to stay clear from "NATO. " 1In
this regard, | do not nean the North Atlantic
Treaty
Organi zation but, rather, a term| attribute to Dr.
Judith Stern because | was on a panel and | was
privileged to hear her use this term "NATO " which
stands for No Action, Talk Only.

There's a | ot of energy. There's a |ot
of
notivation. There's a |ot of focus on solving this

problem We nust take the dial ogues and the
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information that we glean fromthese types of
di scussions and apply themin ternms of hel ping the
American citizen

Thank you.

(Appl ause.)

VI CE CHAI RMAN LEVI TT: Thank you very
much.

Qur second speaker and our final
speaker
before the break is M. Mrgan Downey, Executive
Director of the Anerican Obesity Associ ation,
certainly appropriate for today.

MR. DOWNEY: Thank you. It's an honor

to
be here. It does always seemlike | am always the
| ast speaker before a neal function. So it's a
little
daunti ng.

| appreciate greatly this opportunity,
and

I appreci ate greatly Secretary Thonpson' s
ent husi astic

commtnment to the issue of obesity and the
reflection

of that throughout the Departnent of Health and
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Human
Servi ces.

We have submitted witten coments,
whi ch
addressed, in particular, the questions you have
offered. In the interest of tine, | would like to
convey our paradigmfor dealing with the obesity
probl em we have and then to recommend sone specific
changes which are under the jurisdiction of the FDA
and others which are outside of the FDA but
certainly
the | eadership represented in this room m ght want
to
be aware of.

What is our paradign? First of all,
obesity is not a behavior. Obesity is excess
adi pose
tissue. And too often we confuse a behavior with a
physi ol ogi cal state. Obesity is a disease because
it
nmeets any rational definition of a disease.
Cbesity
is a fatal, chronic, relapsing disease that is at
| east as conplicated to treat as heart di sease or

cancer.
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Obesity preventi on and t reat ment
i ncl ude
nore than just di et and exercise as t he
ef fecti veness
of these treatnents over the long term has been
poor .

Obesity is a global phenonmenon arising froma

conbi nati on of geneti c, envi ronnent al , and
behavi or al
factors. W do not know how to prevent or

effectively
treat obesity over the long termwith the exception
of
bariatric surgery for persons with norbid obesity.
If we do not drastically expand the
research base in obesity and devel op new
treat ments,
our entire health care systemis at risk. It is
daunting to think how programs |ike Medicaid,
Medi care, and private insurance can possibly absorb
mllions of new cases of ever younger and younger
persons with co-nmorbid conditions brought about by
obesity.
Sinplistic assertions that obesity is

easily prevented or easily renmedied do a disservice
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to
persons with obesity and inhibit the discovery of
effective sol utions.

In this regard, | would |like to point
out
that frequently our discussions with the public
heal t h
community have tended to focus, really, on
prevention
and |l et treatnent ago.

I have had discussions wth mny
| eaders
who say they really want to prevent obesity but not
necessarily treat it. | think that is a m stake.
I
don't think in any other area of public health do
we
make t hat dichotony. We don't say we only want to
prevent SARS or West Nile and let treatnment go.

We have a risk of overdoing it with the
addi ti onal problemthat we don't have prevention
strategies on the shelf to inplenent. And so it is
a
dead end.

| also want to bring to your attention

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

144

an
i nportant fact. Sonetines in these discussions, we
tend to focus on persons who are overwei ght or who

just neet the BM or other relevant cutoffs for

obesity.

In fact, the real health problem is
com ng
at the level of norbid or severe obesity,

i ndi vi dual s
who are 100 pounds or nore overweight. These
per sons
have tried repeatedly various diets and reginens
for
wei ght | oss w thout success. This population in
t he
United States is estinmated at between eight and ten
mllion. And just for purposes of conparison,
that's
two and a half or three tines the entire
Al zhei nmer's
popul ation in the United States.

Usual |y these persons have no access to
i nsurance, no social or support networks, and the
medi cal community is very ill-equipped to deal with

t hem
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Let me go to sone specific
reconmendat i ons
we have made in our witten subm ssion. Regarding
food | abeling, we think we need to get beyond the
gam ng that goes on in the nutrition | abel over
portion size and cal ori es.

Packages shoul d be | abel ed on the front
in
a clear, bold box with the total caloric content of
t he package that is for sale or the neal in the
restaurant. We need to cut out the need to have a
degree in nutrition and a calculator to figure out
what one's caloric content is in one's daily life.

Two, regarding the inportant role that
t he
FDA plays in approval of drugs for the treatnent of
obesity, we are very hardened by the announcenent
this
year from Comm ssi oner McCl el | an for t he
devel opnent
of new gui dances for the treatnment of obesity.

Dr. Crawford net with a group of
i ndustry
| eaders that we convened from about 12-13

pharmaceuti cal conpanies in April. Since that
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time,
t he group has been devel opi ng specific
reconmendati ons
for changes in the gui dances.

We had a neeting a couple of weeks ago
to
finalize those as best we can. And we're ready, |
think, in a couple of weeks to present themto the
FDA
and to sit down and to have a di al ogue over sone of
the areas that the industry is interested in seeing
i nprovenents.

Third, we're concerned -- and we know
t he
FDA has acted recently in the area of other drugs
whi ch cause weight gain. This is an inportant area
particul arly havi ng to do with psychiatric
t r eat ment
and drugs in that area.

However, overall the testing and
information across the board in FDA approval of
dr ugs
tends to overlook the possibility that nore and
nor e

medi cati ons m ght be contributing to weight gain.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

147

Regarding the approval of devices,
agai n,
t hr oughout the FDA process, frequently devices have
not been tested in persons with obesity or are
physically not accessible to persons with obesity.

And we may recall a few weeks ago a
terribly disturbing story of a norbidly obese
per son
in the New York Tines who could not physically fit
into the MRl machine and was recommended to go to
t he
Nati onal Zoo for their M.

Finally, we would like to see the FDA
increase their comnmtnment to enforcenment in the
di etary supplenents and wei ght | oss products areas.
We know t hey col |l aborate with the FTC, but we al so
know t hat fraudul ent wei ght | oss products are the
| argest health fraud in this country and, although
people are very dedicated, there's very little
enf orcenent or let's say there's a | ot nore
enforcement that needs to be done.

Goi ng broader to the HHS comunity at
| arge, we have recommendations for the creation of
a

national institute of obesity here at the National
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Institutes of Health. This would be a tool to
col | ect
and advocate for nore research funding for obesity
from Congress as well as provide broad nati onal
| eadership in addressing the confusion in the noise
and the system about obesity.

We think HHS should look at its own
house
and to see whether it is organized to deal with an
epidemc of this proportion. There is no office
charge that I amaware of in HHS that has overal
responsibility for coordinating the increasingly
important and diverse efforts throughout the
agenci es,
plus dealing with other federal agencies that have
a
stake in obesity.

We have also recommended that the
centers
for Medicare and Medicaid services speed their
revi ew
of their policy determ nation that obesity is not a
di sease and, therefore, Medicare and Medicaid make
no

coverage for any treatnments. This is under review
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with the Agency for Health Care Quality and

Resear ch

We hope CMS noves quickly to provide
| eadership in this area and to incorporate the
National Institutes of Health guidelines on the
t reat ment of obesity into federal i nsurance
programns,
such as Medi care, Medicaid, and the Indian Health
Servi ce.

We have al so proposed a coupl e of other
techniques to inprove our structural ability to
deal
with this epidemc. One is taking the page from
t he
envi ronnental novenent, where the environnental
i npact
statenment had such a profound effect on raising
awar eness of the physical environnment.

We are proposing a human activity or a
human environnment inpact statenment that woul d be
attached as a requirenent to federally funded
transportation, construction, and other types of
projects so that the planners, the architects, and
t he

engi neers woul d have to consi der whether specific
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projects are likely to increase or decrease the
physi cal activity of the community affected and, if
so, to at |l east have a neutral, if not a positive,
i npact on physical activity.

Finally, we have suggested as a concept
that we | ook at encouraging the food industry to
nove
nore aggressively to use its substantial marketing
prowess in a way that benefits nore and nore
consuners
dealing with obesity.

Qur proposal would be to | ook at the
corporate tax deduction for advertising expenses.
These could be triaged into three categories: one
that involves foods of high nutritional value and
| ow
calorie, for which conpanies could receive an
incentive, two or three dollars in tax deduction
for
every dollar spent advertising those products; at
t he
ot her end of the spectrum foods of |ow nutritional
val ue and high calorie, which would not receive any
deduction at all, the products receive a one to

one.
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We t hink, rather than regul ation, sone
ways to incentivize the industry to be nore
proactive
in pronoting healthy lifestyles and nutritious
products is a nore effective and possibly nore
efficient way to go in the long term

Those are our recommendations. We | ook
forward to working with the FDA working group in
any
way. Thank you.

(Appl ause.)

VI CE CHAI RMAN LEVI TT: Thank you very
much. That magically brings us by the clock in
front
of me right to 11:30, when we said we would break
for
[ unch.

There are cafeterias in the building.
And
| would urge people to use them because by the tinme
you | eave and go out and get back, it wll be hard,
I
think, to make it in the tinme we have allotted.

One ot her announcenent, and that is to

t hose speaking this afternoon. A nunber of people
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have audi ovi sual needs and have already provided
t hem
to the staff here. But if any speakers have
audi ovi sual needs and you have not yet given them
to
the AV staff, please |eave them at the desk on your
way out for |unch.

Wth that, we will see everybody
promptly
at 12:30 back in this room

(Wher eupon, at 11: 32 p. m, t he
f oregoi ng

matter was recessed for lunch, to

reconvene at 12:37 p.m the sanme day.)
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A-F-T-E-R-N-OON S-E-S-SI-ON

(12: 37

p. m)

VI CE CHAIRMAN LEVITT: | would like to
wel come you all back after [lunch, hopefully a
heal t hy
| unch. If you were not here this norning, ny nanme
is
Joe Levitt. | amDirector of the Center for Food

Saf ety and Applied Nutrition and Vice Chair of the
Obesity Working G oup.

W will have on our agenda this
aft ernoon
a number of presentations by nenbers of the public
that are in the audience now. And at the end of
t hat,
if there are people who have not signed up but
woul d

like to have a short presentation from the floor

from
the m crophone, we will nmake accommodation for that
as
wel | .

We will again follow the sane schedul e
as
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before, which is the speakers will conme up

individually up here to the podium VWhen you get

up

here, you will see a little clock with the amount

of

time that you have requested. And there are a few

people in the break that asked for a few nore

m nut es,

not enough to get us off schedule. So don't worry.

And you will see that clock. That clock will go

down.

And when there are two mnutes left, the orange

l'i ght

will come on to give you the two-m nute warning.
Again, we have a full and interesting

agenda for this afternoon. So why don't we sinply

begin with our first speaker for the afternoon,

Ri chard Bl ack fromthe International Life Science

Institute.

MR. BLACK: Good afternoon, everybody.
Thanks very nuch, Joe. | would like to thank the
FDA

for actually orchestrating and organi zing this
nmeeting. | think it is very inportant.

| am going to ask a question of the
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comm ttee, though. I don't know if it was better
to
be the last speaker before lunch or the first
speaker
after lunch.

| will ask seriously a question. The
m crophone's there. | thought the intent was for
people in the audience to be able to question the
speakers. You're not asking for that? Okay.

Let me tell you a little bit about |LSI
North America. | work with ILSI North America, the
International Life Sciences Institute. |ILSI North
America is part of a l|arger global group called
| LSI .
We have branches literally around the world, about
15
branches in all, Europe, throughout Latin America,
t he
Far East, North Anmerica, Mexico, and so on.

We are funded primarily by the food

i ndustry, by the consunmer health care industry, by

t he
pharmaceutical industry, and by the agricultural
crop
science industry. In addition, we also have
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research

institutes which are funded al nost excl usively by
governnment, either through the EPA or U S. AlID,
Heal t h

Canada, and the European Conm ssi on.

As a 501(c)(3), we do not |obby. W do
not advocate. W sinply do science. W don't take
a
position on an issue. | have no position to offer
you
on obesity. You have all heard how conplex it is,
but
| will advocate for science and the use of science
in
deci si on-maki ng on obesity.

That's not to say that we have to wait

until we have a perfect answer. | think the
perfect

answer is far too far away. But, nonethel ess, |
t hi nk

the decisions that are made within trying to deal
with
the issue of obesity need to be informed by the
science, the science at hand, and the science that
S
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devel opi ng.

| LSI North Anerica and the rest of the
| LSI branches really stand for public-private
partnership. That is the key nmessage | think you
shoul d take honme fromthis, fromm presentation
t oday.

We serve to bring together scientists
from
government, scientists from acadenme, and scientists
from the f ood i ndustry, t he phar maceuti cal
i ndustry,
and the consuner health care industry nmeeting in a
non- confrontati onal manner to solve issues of
public
health relevance that are equally inportant to al
of
t hose different sections.

As a result of this, we pride ourselves
on
credibility. W pride ourselves on not influencing
the outcome of any particular study. The people
t hat
we contract with have the opportunity to do the
wor K,

publish the work. We encourage themto publish it.
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It is their work. It is their data. It is their
patent if they get a patent out of it. Let's point
to

one because it is relevant for today.

This has just come out. | was given a
copy of it yesterday. It's a supplenent in the
nost
recent Journal of Obesity Research, which is the
North
American Association for the Study of QObesity
Jour nal
on behavioral nodification and societal change in
t he
prevention of obesity. This was comm ssioned, a
series of six papers comm ssioned, by one of our
conm ttees working on obesity.

I have included this slide, not for you
to
read it but nore for the record. It's sinply a
list
of those conpanies which are currently nenbers of
| LSI
North Anerica. | am presum ng that these slides
wi ||

be available to anybody off the Wb site. So if
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you
want to see who our nenbers are, you can easily do
t hat .

This, for the same reason, is just a
sanpling of the kinds of groups with whom we have
col | aborated in the past, either sponsored neetings
t oget her or funding efforts that they have
undert aken
or they m ght hep fund efforts that we have
undertaken, anything fromthe American Dietetic
Associ ation, FAO Health Canada, the USDA, U. S.
FDA,

a whol e host of different groups.

Let me just finish off by briefly
telling
you some of the initiatives that |ILSI has ongoi ng
around the world on obesity because, again, ny
understanding for this neeting was that FDA is
interested in not only what is going on here in the
U S or in North America but also what initiatives
are
t aki ng pl ace around the gl obe.

One of the initiatives that |ILSI has
underway, of course, is Take Ten, which was

menti oned
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earlier this norning. It's an initiative through
t he

Centers for Health Pronption based in Atlanta

trying
to integrate activity into the classroom It is
still

undergoi ng evaluation for efficacy in terns of

wei ght

| oss or weight maintenance or healthy weight gain.
e

don't know the answer on that one yet.

We do have clear indications that it is
going to or has shown increased tinme on task,
decreased fidgeting in children. If you are going
to
sell something into the schools, you have got to
tie
it to education.

Teachers don't want to do this because
it
is going to help their kids |lose weight. Teachers
want to do something that is going to help the kids
perform better in school. And if weight is an
extra

bonus, that's trenmendous.
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So when we think about interventions
we
need to think about who is conducting intervention
for
us and what their win out of the intervention m ght
be.

W are also in the process of
devel opi ng
a partnership with PAHO, the Pan Anmerican Heal th
Organi zation, part of the WHO, to | ook at
interventions at the country level in three Latin
American countries, Brazil, Chile, and Mexico, in
terms of nodifications in exercise, nodifications
in
di et and doing a very thorough assessnment of the
i npact on those three different studies to see if
we
can learn anything there that could be exported to

ei ther other devel oping countries where obesity is

an
issue -- | think it's an issue for different
reasons
in those countries than in North America -- or
whet her

or not the findings from those are relevant for
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North
Amer i ca.

Wthin ILSI North Anerica itself, there
are a nunber of projects underway as well. There
have
been projects in the past. To indicate what is
goi ng

on currently is a real examnation of lifestyle and
lifestyle choices. This particular publication
t hat

I mentioned examnes the dietary restriction

met hod.
"Don't eat that." How effective truly is that in
t he
| ong ternf

Model s of behavi or change. Can we
| earn

anything from addictive behaviors, as in snoking?
Can
we |earn anything from people who exercise to a
gr eat
extent? Can we |earn anything from behavi or change
nodel s?

And the last significant topic in this

particul ar suppl enent dealt with our environnent,
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whi ch many people, of course, have called the
obesogeni ¢ environnent, trying to understand and
summari ze the literature as it exists to date.

We al so have studies underway | ooking
at
fats, not just particular fat or tarns fat or
anyt hi ng
but a whole range of different dietary fats and
| ooking at their satiating ability. Sone fats or
sone
macronutrients provide a greater feeling of
full ness
than others. And that's a relevant thing to know.
It's an inportant thing to know.

We're al so | ooking at carbohydrat es,
refined carbohydrates, their inpact on weight,
wei ght
gai n, weight | oss, weight maintenance, |ooking at
unrefined carbohydrates, whole grains, and dietary
fiber, and, of course, glycem c response, which has

generated a trenmendous anount of interest going

f orward.

The last thing |I want to nention and
what
we are trying to achieve with an ILSI -- and it
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goes
back to the role of ILSI North America in
public-private partnerships -- is to bring people
toget her who have an interest in this particular
ar ea.

We are hearing a lot fromdifferent
consuner groups, different groups outside of the
governnment today, but there are a whol e range of
gover nnment agenci es I nvol ved I n trying to
under st and
this issue, trying to deal wth this issue,
deci di ng
where to put noney on this issue for funding, and
SO
on.

If we <can foster just a dialogue
bet ween
t hose groups, which mght be difficult to achieve
ot herwi se, between the Department of Defense, which
is
spendi ng huge amounts of noney on this, w th USDA,
with FDA, with other groups within DHHS, if we can
even serve that role, |I think we are going a |ong
way,

bringing the Health Canada, the Canadians to sone
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health research. |[It's not trying to say what the
answer is. It's trying to get people into
agreenent .

W're not on the negotiating table
here.
We're all sitting on this side of the table. And
t he
probl em on the other side of the table is obesity.

| think that is what you are going to

hear
as the day goes on here as well. And that's the
role
that we're trying to play going forward with |ILSI
North Anerica.

Thank you very nuch.

VI CE CHAI RMAN LEVI TT: Thank you.

(Appl ause.)

VI CE CHAI RMAN LEVI TT: Qur next speaker
S
Dr. Craig Lefebvre.

DR. LEFEBVRE: Thank you.

Good afternoon. Yes, there are
unt owar d
effects of physical activity. | am a poster child
for
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such an incident just recently. But after 45 years

of
bei ng noder atel y to regul arly I ntensively
physical |y

active, this is the first tinme | have to say | have
ever had a problemlike this. So it will not deter
me

fromcontinuing in the future.

In that regard, | have been taken very
good care of today by Brian and Darl ene. | just
want
to et them know that | have been appreciating the
fact | have been treated like a king here in ny
royal
coach.

| want to thank the workgroup for the
opportunity to address this inportant nmeeting that
is
focusing our nation's |eading health hazard, the
i ncreasi ng probl ens of overwei ght and obesity anong
our nation's children and adults.

Reduci ng and preventing obesity is a
maj or
focus of the HHS Steps to a Healthier US.
initiative.
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Al'l HHS agencies and offices as well as many ot her
gover nnment agenci es have inportant roles to play in
manni ng a conprehensive and sustained effort to
address this issue.

\%% comment s t oday cone from a
per spective
of being a trained clinical psychologist. Dr. Phi
was brought up earlier. | received my Ph.D. about
t wo
nm nutes before he did many years ago. And over the
| ast 20 years, | have been conducting audi ence
research to develop prograns to inprove nutrition
and
physi cal activity levels and ultimately to reduce
and
prevent obesity.

Some of those works included devel opi ng
conmuni ty- based progranms, nmenu and shel f | abeling
systens, school and work site progranms as part of
t he
NHLBI - f unded cardi ovascul ar di sease prevention
st udy
for the Heart Health Program back in the early
' 80s.

was al so i nvol ved with t he
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devel opnent

and launch of the NCI's Five a Day for Better
Heal t h

medi a canpaign back in the early '90s. We al so
wor ked

with the Departnent of Agriculture on the Team
Nutrition Project, have done several projects with
t he

CDC Branch of Nutrition and Physical Activity. And
I

have also over the years worked with a nunber of
state

and local health departnments and other nutrition
and

physi cal activity initiatives.

So, from these experiences and also

with
a recent review of the literature, | would like to
address, first of all, the first question, what is
t he

avai |l abl e evidence on the effectiveness of various
educati onal canpai gns?

There is a substantial body of evidence
published in a variety of places that suggest that

many di fferent ki nds of behavi or change
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met hodol ogi es
applied in specific settings, such as schools and
wor Kk
sites, can have a positive, if short-term inpact
on
di etary and physical activity habits.
Communi ty- based activities, such as
Kentucky, Stanford, and M nnesota, have al so been
shown to be effective in reduci ng wei ght anong
participants in such prograns, although
popul ati on-wi de where public health goals for
reduci ng
the preval ence of overwei ght and obesity have not
been
consi stently denonstrat ed.
| think the public health challenge
t hat
face the HHS and FDA is the reduction in the

preval ence of obesity anong all Americans. And |

stress the "all.
VWhen agenci es undert ake such
| arge-scal e

interventions, they often | ook at health

conmuni cations and social marketing nethods to

devel op
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strategies and tactics. I want to briefly review
t he

effectiveness of these approaches in nutrition and
physi cal activity.

Ri na Al cal ay and Robert Bell recently
reviewed over 50 community canpaigns that were
ai med
at increasing physical activity and inproving
nutrition. These canpai gns showed sever al
characteristics, including targeting one or nore
communi ties of people and enploying nultiple health
pronotion activities across nultiple conmunication
channels; that is, they were not site-specific.

Nearly 70 percent had behaviora
obj ectives related to reducing consunption of fat,
62
percent sought to increase |evels of physical
activity, 60 percent attenmpted to increase fruit
and
vegetable intake, and 28 percent of these 50
st udi es
focused on reducing caloric intake. Over half of
t hese studies focused on both addressing nutrition
and
physi cal activity nessages.
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While the authors of this summry did

not
attempt to review all of the outcomes of all of
t hese
studies, their analysis of the strategies and
practices that were enployed in these canpaigns or
not
led them to the following recomendations for
future
efforts, which |I would encourage the Wbrking G oup
to
consider in their deliberations.

The first of these recomendations is
t hat
for mal behavi or al change theories should ©be
utilized
by program planners from the tinme that they begin
to
set objectives until they evaluate their outcones.

The second is that program objectives

should be fornmulated in precise and neasurable

goal s.

The third point is that formative
research
to under st and consumer needs, noti vati ons,
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practices,

and beliefs should be conducted early in the
pl anni ng

process and could be conplenented by concept
testing

and nmessage pre-testing before material production
and

i npl ement ati on.

Fourth, efforts to segnent audi ences
shoul d go beyond denogr aphi cs to i ncl ude
psychographi c
i nformation, lifestyles, ethnicity, and
i ncul turation
factors.

And the fifth recomendation was a
soci al
mar keting frame, which should be nore explicitly
used
and incorporated into all program designs and
devel opnent .

The second point | would like to bring
out
is one related to research we did as part of the
USDA's Team Nutrition project. 1In the four school

districts where we did this pilot intervention,
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one-half of the schools were randomy assigned to
treatment to inplenmenting nutrition. And the other
hal f becane conpari son sites who conducted no
interventions during the semesters in which the
eval uati on took pl ace.

Approxi mately 1,650 fourth graders were
eligible to participate in each phase of this
st udy.

And they were equally divided Dbetween the
i ntervention
and conpari son school sites.

We devel oped a series of curricula for
el ementary grades, particularly three through five,
eight to nine lessons that contain teachers
gui des,
classroom and cafeteria activities, vi deos,
posters,
student nmagazi nes, and parent take-hone pieces.
Al l
of that detail becones inportant in a mnute, by
t he
way .

In addition, schools also had to comm t
to

havi ng their teachers trained, their cafeteria food
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service staff trained, and nodifying their food
service offerings to comply wth the new USDA
school

meals initiative.

Al so, the school had to be involved in
a
set of four activities, including two school -w de
cafeteria events during each senester, conducting
at
| east three parent contact activities for these
students each senester, having at |east two chef
activities, having at |east one district-w de Team
Nutrition event, and conducting at |east one
district-w de nedia event.

In addition, we also worked with the
Di sney Corporation to develop a series of public
service announcenment, which were also aired in
t hese
comrunities on the Disney cable channels.

In essence, the intent of this
intervention was to treat a true surround sound
environnment in these schools and comrunities to not
only support individual change, both at the child
| evel, the teacher level, and the parent |evel, but

also to try and facilitate normative changes

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

176

rel at ed
to child nutrition in those schools and in those
comruni ties.

The rest of this pilot evaluation
suggested that team nutrition did lead to nodest
but
significant changes in self-reported behavior
change,
but the inportant idea in the study came from our
anal ysis of which conponents of the intervention I
just described were associated with the reported
behavi or change.

Qur conclusion was that it was exposed
to
mul ti ple Team Nutrition conmponents, not sinply the
curriculum not sinply changes in the cafeteria,
not
sinply take-hone information for parents, but the
accunul ati on of exposures that were nost predictive
of
behavi or change.

| ndeed, the degree of self-reported
behavi or change was directly related to a nunber of
channel s students reported bei ng exposed to Team

Nutrition nmessages during the intervention.
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As the FDA considers potential roles to
play in addressing the obesity problem | woul d
encourage you to consider the unique channel and
opportunity you have to anplify and reinforce
messages
related to inproving dietary and physical activity
behaviors, which leads me to address briefly
guestion
nunmber 6, recomendations for efforts that FDA
m ght
take to address problens of overweight and obesity.
So building on these experiences and
t hese
data, | believe that the FDA should not consider
putting its resources into targeted or nmass public
heal th comruni cati ons canpai gns using traditional
medi a channel s. Rat her, | suggest that | ooking at
how
communi cations nmedia that the FDA 1is uniquely
suited
to influence be used to conplenment and anmplify
nutrition and physical activity nmessages coni ng
from
ot her HHS and governnent agencies to achieve the

surround sound environment so that Anmericans can
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i mprove their health.

In particular, | want to encourage the
working group and the FDA to consider how food
| abel s
can be better used to encourage not only better
nutrition choices on the caloric intake side of the
equation but to present the caloric expenditure
si de
of the weight equation, physical activity, and,
t hus,
improve the nutrition |abel from one focused on
sinply
nutrition information to one that provides health
i nformation.

My rationale for addi ng physi cal
activity
information to food | abels includes, first, as many
consuner research studies that | have conducted and
ot hers have conducted over the past few years
consistently showed that children, teenagers, and
adults readily put nutrition and physical activity
t oget her, often over the idea of inproving their
heal th and, nore inportantly, having nore energy.

W need to take advantage of this

nat ur al
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occurrence and utilize every opportunity to
reinforce
to these audiences the energy balance nessage,
rat her
than artificially separating them into just
nutrition
or just the physical activity ones.

The second poi nt i's t hat
poi nt - of - choi ce
pronmotions do reach and affect a substantial nunber
of
consunmers with regard to the purchase behaviors and
heal th know edge.

VWhen consumers are purchasing food
i tens,
they're often nore open to and aware of food and
health-related information. W need to take
advant age
of this critical opening by not sinply piling nore
nutrition onto | abels but grabbing their attention
t hrough the addition of physical activity nessages
in
ways that are relevant to their |ives.

Sone possible ways to do this night be

to
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bal ance the caloric nmessage with exanples of how
much

physi cal activity, such as wal ki ng, woul d be needed
to

"bal ance" the caloric content of food itens.

Anot her potential strategy would be to
rotate exanples of noderate |evels of physical
activity al ong with t he Sur geon General 's
gui del i nes
for physical activity, much the same as is done
with
t obacco products.

A third option to explore would be for
t he
FDA to work with food conpanies to devel op physi cal
activity and nutrition initiatives that t ake
advant age
of product packagi ng and advertising, as they did
with
co-ops, in pronoting the |ink between dietary fiber
i ntake and cancer.

These are just a few exanples of how I
see
t he FDA maki ng a substantive and uni que

contri bution
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to conbat a national epidem c of obesity. | would
be

happy to discuss these and other ideas with the

wor kgroups if they desire to follow up on these

t hi ngs.

My final word of caution from comments
made this norning is also that when we tal k about
delivering nmessages, there is an old saying passed
around in some public health textbooks that
al ways
keep ny staff in the front of their m nds. And
t hat
is that public health professionals have nessages,
but
peopl e have |ives. And | think we need to spend
nor e
ti me understandi ng and responding to people's lives
than listening to and responding to our own
nmessages.

Thank you very nmuch for your tine.

(Appl ause.)

VI CE CHAI RMAN LEVI TT: Thank you very
much.

Qur next speaker is N sha Patel wth

t he
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G rl Scouts of Anerica.

MS. PATEL: Good afternoon. [|'m
representing the Grl Scouts of the USA this
nor ni ng.

GSUSA has their primary focus on fighting obesity.
GSUSA has a 91-year history of helping girls |ead
heal t hy and productive lives. W are conmtted to

encour agi ng healthy, active lifestyles to prevent

obesity and <create confident, power f ul young
| eaders
of today.

The key factor is education. We
pr oduce

many prograns that teach girls, our girls, how to
live
healthy lives, healthy eating, and increase their
physi cal activity in everyday lifestyles.

A few of the prograns that we have are
Grlsports. Grlsports is a nationw de program
t hat
i ncreases sports, fitness, and increases ideas of
heal thy eating and how all of these concepts work
t oget her.

Anot her program we have is Uniquely Me.

We work with girls on increasing self-esteem body
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imge, and tieing in food as energy for girls.

Strong Bones, Strong Grls is another
program that we work with the CDC increasing bone
health and the inportance of calciumas well as
heal t hy eating and physical activity.

We are recently just putting together a
proposal to fight childhood obesity and have been
wor ki ng on a nati onwi de canpaign to work with CDC,
Unil ever, USDA, FDA, and other organizations to
find
funding and find a big nationw de programthat wll
affect girls and boys nationw de.

Some of the research needs that we have
come across are the need to work with after-school,
weekend, and canping activities to see what works,
what gets through to our youth and teens today.

W have our own research institute
cal |l ed
the Grl Scouts Research Institute. They're in the
m dst of a conprehensive review and research on
chil dhood obesity and activity that wll be
avai l abl e
to anyone in Spring 2004.

Thank you.

(Appl ause.)
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VI CE CHAI RMAN LEVI TT: Thank you very

much, very direct and succinct.
Qur next speaker is Laurie Tansman with

the Departnent of Nutrition at Mount Si nai

Hospi tal .

MS. TANSMAN: While I'mgiving hima
second to go upstairs, | want to preface ny
comment s

by saying that my presentation and ny commentary
and
recommendations are based wupon ny professional
scope
of experience and ny frustrations. So please don't
be
angry at ne if some of it may seemcritical or seem
a
little off the wall.

| am going to address four questions,
t wo
of which are conbined. | think the fact that we
are
here today speaks of the |ack of effectiveness of
t he
canpai gns that we have, but, quite frankly, the

first
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thing I have to say is what education canpai gns.
There is an abundance of information that is out
there, but is this information reaching the average
Ameri cans, especially those who do not have
i nt er net
access?

| think that we need to have a unified
national program We don't have that as there is,
for
exanple, to pronmote fruit and vegetabl e consunption
via five a day, which is now known as Five to Nine
a
Day .

VWhat we do have is a plethora, as |
al ways
like to say, a variety of information that is out
t here. But especially | want to call your
attention
to the last point, a small but grow ng nunber of
heal th i nsurance providers encouragi ng wel | ness
activities and wei ght contr ol with awar ded
i ncentives
as well as dieticians at the other end of the phone
to

provi de individualized weight |oss counseling, as
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addressed in an article this past week in the Wll
Street Journal entitled "Wnning by Losing."

What we don't have, though, is massive
public advertising education canpai gns, such as
bi |l | boards on hi ghways, placards on buses, public
servi ce announcements on radi o and tel evision,
al though the closest we do have to it is on the
yout h
medi a canpaign entitled VERB fromthe CDC, which we
heard about earlier this norning.

And  nost especially and not just
because
| ama registered dietitian, we don't have a
significant anount of insurance reinbursenent for
t he
prevention and treatnent of overwei ght and obesity
as
provi ded by registered dieticians, the nutrition
experts, or for participation in a recogni zed and

reliable weight control program such as Wei ght

WAt chers.

As stated in that same article fromthe
Wal | Street Jour nal on Tuesday, "While the
i nsur ance

industry is becomng nore active, nmany conpanies
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of ten

pay little or nothing for weight control practices.
If we are going to get serious about addressing the
dearth of this country, then we must change.

| nsurance rei mbursenent is a nust.”

And a final thought before noving on --
and | didn't know where to put it in this
presentation. So | put it right over here. |In the
process of adapting educational strategies which
are
et hni c-specific, we should not let cultural
sensitivities to differences in the definition of
what
is a healthy weight interfere with the nessage.

In fact, in communities where the

definition of an ideal body weight/healthy body

wei ght

is nore than it should be, the authors of -- and
this

is a nouthful; it was an article -- the differences
in

body shape representati on anong young adults from a
biracial, black/white, sem-world comunity that
j ust

appeared in the current issue of the Anerican
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Jour nal
of Epi dem ol ogy recomended that future research
shoul d focus on hel ping such communities "get an
under st andi ng of healthy body shapes and the risks
associ ated with accepting a heavier body imge."

My final coment in this section, in
t he
current issue of Prevention magazine for Novenber,
there is an outstanding article that is featured on
the cover about how to fat-proof your child.
W t hin
the article, two mons and three or four different
children are pictured. They're all white. And
t hat
bot hered ne because this is a concern that should
be
especially directed to all parents of all colors.

The next two questions | actually kind
of
address together. | think what the FDA can be
instrunental in addressing is the establishnent of
a
national public and private partnership between the
governnment and the food, diet, exercise industry
aki n
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to the five-a-day program and that will support
massi ve public educati on.

Thi s col | aboration I t hi nk wi |
especially
be conducive to getting things done, especially
i nformati on on packaged foods, speaking of which |
think we need to have warning | abels on foods, such
as
t he exanple that | give here.

| also read on ny professional |istserv
the other day fromthe Myrtle Beach Sun News on
Cct ober 18th there was an article reviewing a
nutrition conference in South Carolina fromthe
previ ous day, which included reference to the fact
that warnings presumably on packaged foods m ght
hel p
peopl e nmake better choices about nutrition. And
t he
warning that was quoted in this article was
"Cauti on:
To work off the calories on this hanburger, you'l
have to walk six mles."” | think that was
f abul ous.

Last but not |east, question nunber

t wo.
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| didn't do this in order. \What are the top

priorities for nutrition research to reduce

over wei ght

in children? | have to tell you, whether it's in
t he
hospitals, the outpatient, in the community, or ny

private practice, it's how to engage parents to be
role nodels for their children

This was a statenent that | was asked
to

provide. There's an upcom ng programthis Monday

evening on ABC. | think it's at 8:00 o'clock.
lt's
bei ng cosponsored with Prevention magazi ne. Thi s
says
it all. So | amnot going to read that whol e thing

other than to say children |live what they |earn.
And

you just can't say to children, "Don't do as | do.

Do
as | say."
And from that sanme article in
Prevention
magazine | just want to read to you, the subtitle

was

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

191

"There's a secret weapon to help keep your kids
slim
in a supersize world: YOU."

But, finally, now, what can the FDA do
about this? Well, again, | think in collaboration
with the food industry, it is to encourage parents
to
be role nodels and, again, nmessages on packaged
f ood,
the i mportance of everyone in the famly having a
wel | - bal anced breakfast in the nmorning along wth
what
conprom ses a well-bal anced neal .

That concludes ny presentation. And |
thank the FDA for including nme on their agenda with
such di stingui shed speakers.

(Appl ause.)

VI CE CHAI RMAN LEVI TT: Thank you. And
as
soneone who is personally audiovisually chall enged,
I
appreci ate the need for assistance.

Qur next speaker is Dr. Barbara Moore,
Presi dent and CEO of Shape Up Anerica!

DR. MOORE: Thank you for providing ne
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with this opportunity to address the panel today.
[''m

Bar bara Moore, the President of Shape Up Anerica!

But

| think that I am going to sort of step back and
gi ve

you a little | bit of information about nmy

backgr ound.
| used to have a BM of 30, which is,
of

cour se, the threshold for the definition of

obesity.

| lost nmy weight in the 1970s. | had been a

phi |l osophy major in college. And | went to work
for

Mobil QI Corporation as a secretary. | sat at the

desk and took advantage of the coffee carts and the
hi ghly subsi di zed | unches at Mobil G Corporation
in

New York City at that time, and | becane fat.

I went to Weight Watchers. And | | ost
ny
wei ght . And | becane interested in nutrition and
in

obesity as a consequence of t hat per sonal
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experience.
And so | decided to go back to coll ege.

| went to Col unmbia School of General
St udi es. And | acquired all of my necessary
sci ence
courses to beconme a candidate for the Master's
program
in nutrition at Colunbia University and eventually
a
Ph. D.

| did all of my research at Colunbia in
obesity, including childhood obesity, back then in
t he
"70s. And | did ny post-doctoral research for four
years at the University of California at Davis.
And
then | becane a professor of nutrition at Rutgers
on
a tenure track for several years. And, all of a
sudden, | get a phone call from a head hunter

representi ng Wei ght Wat chers.

So | bid nmy colleagues at Rutgers
adi eu.
And | went to Weight Watchers. | was responsible
for
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t he Wei ght Watchers program from 1989 to 1993, at

whi ch point | canme to Washi ngton, D.C.

And | worked in the Office of Science
and
Technol ogy Policy for a couple of years. I worked
at

the NIH in the NI DDK. And | was back at the White

House in 1995 when | got a phone call from C
Everett

Koop, asking ne if | would be willing to run Shape
Up

America! for him So |I sort of pinched nyself and
said, "You bet. "Il be there except [|'ve nmade
sone
prom ses, and | have to keep them"

He said, "Well, how many nonths is it
going to take you?"

| said, "Oh, about five."

He said, "Okay. |[|'ll see you in five
months." So |'ve been with Shape Up Anerica! ever
si nce.

Basically | am here today to talk to
you

a |little bit about the founding of Shape Up

Aneri ca!l;
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its mssion; the targets of the canpaign; and what
I
think is some evidence of its inmpact. And I|'|
sunmarize it for you.
To give you the background on the
f oundi ng
of the organization, Dr. Koop was Surgeon Ceneral
from
1981 to 1989. So he was in "retirement"” when he
founded Shape Up Anerica! in 1994.
It grew The canpaign grew out of
Heal t hy
People. In those days it was Heal thy People 2000.
Now, of <course, we're working on Healthy People
2010.
Basical |y he was i nt erested in addr essi ng
over wei ght
and obesity as a health issue. |t had been franed.
I nmust tell you back then in the '90s,
in
the md '90s, there was a very strong anti-diet
noverment in the United States. There was a grow ng
fat acceptance nmovenent in the United States. And
it

was very difficult to frame obesity as a health
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i Ssue.
There were very few of us out there doing that at
t hat
tinme.

So the m ssion of Shape Up America! was
to
rai se awareness, public awareness, of obesity as a
health issue and | nust say professional awareness
of
obesity as a health issue, rather than a cosnetic
i Ssue.

Dr . Koop want ed us to provi de
responsi bl e
informati on on wei ght nmanagenent to the public, to
health care professionals, to educators. And that,
by
all nmeans, includes the nedia as well as
pol i cy- makers. And that i ncludes not j ust
gover nient
enpl oyees but also work site enployers and | woul d
say
parents. So | would agree with the previous
speaker
t hat parents are policy-nakers.

We have produced over the years a
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nunber

of consumer brochures. The first one we produced
S

called "On Your WAy to Fitness." | have given a
copy

of every consunmer brochure that we have produced to
Patricia Al exander, and | happy to supply
addi ti ona
copies if you need them

This particular brochure is interesting
because we managed to distribute well over five
mllion copies of this brochure to the public. W
had
at one point 800 nunbers. We had it incorporated
in
patient education kits.

Oh, | forgot to mnmention where the
f undi ng
for Shape Up Anerica! came from It primarily cane
from the wei ght | oss i ndustry, from the
phar maceuti cal
i ndustry, food industry, and to a |imted extent
consuner products industry, but we al so have gotten
a

few grants from foundati ons.
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So in this case, the Weth-Ayers

Conpany
had just bought a drug approved by the FDA. It was
cal |l ed dexfenfluram ne. It was marketed under the
name of Redux. They found out about this little
br ochur e, and they put it in their patient
educati on
Kit. That's how we were able to reach so many
peopl e
wi th that brochure.

Ri na WAyne canme to ne about five years
and
asked me if | would donate 5,000 copies of "On Your
Way to Fitness" to the diabetes prevention program
whi ch was just ranping up at that tine. You may
know
that the results of that DPP were published in the
New
Engl and Journal of Medicine |last year. And this
brochure was used in all three arns of the study
t hat
were described in the New England Journal of
Medi ci ne
article and weight |oss was achieved in all three

of
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t hose arns.

In 1995, we |aunched our Know Your BM
canpaign. The reason we did that is because there
was
very good evidence that the body mass index
correl at ed
rather well wth the anount of body fat in the
human
body. So it was considered a preferable indicator
of
heal th over wei ght, over the use of weight.

So we spent, | would say, $2 mllion on
our Know Your BM canpai gn. I will tell you that
when
t he canpaign started, journalists would say, "You
can't use that phrase 'Body Mass Index, BM.' You
have to tell me what this means in terns of pounds
overweight." So we have come a long way since we

| aunched this canpaign.

Body mass index, or BM, is now a term
in
conmon usage, | would argue, by the public and al so
by

the health care professional community as well as

t he
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medi a.

We published the first evidence-based,
quality-ranked -- that's the evidence was
quality-ranked. It was a book designed for health

care professionals called "Guidance for Treatnent
of
Adult Obesity." W published it in 1996. It dealt

with all of the co-norbidities of obesity, and it

dealt wth all treatnment nodalities, including
surgery
and phar macot her apy. We distributed nore than
200, 000

copi es of that docunent between the years 1996 and
1998.
Now, in 1998, the NI H published its

gui dance on the treatnment of adult obesity. And |

will tell you that that docunent started out
narrow y

focused on cardi ovascul ar di sease. | believe that
as

a consequence of our effort to expand the scope of
t he

docunment -- and there were sone dial ogues back and
forth between Dr. L'Enfant and Dr. Koop -- |

bel i eve
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that we had an influence on expanding the scope of

t he
NlH docunment to include all co-norbidities of
obesity.

| consider that an inportant acconplishnment of
Shape
Up Anerical

I n 2000, we published the third edition
of
t he gui dance docunent and in a CD-ROM version.
went
on a lecture tour to nedical schools |ast year.
And
| visited 24 different nmedical institutions and
di stri buted several thousand nore copies of the
gui dance docunent.

Wth respect to the nedia, we produced
over the years a nunber of public service
announcenments on the health risks of overweight, on
the role of physical activity in weight management,
in
addition to Know Your BM. These PSAs ran on TV
and
radi o stations across the nation between 1996 and

2001.
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We held six press conferences in New
Yor k
City and Washington, D.C. W devel oped a press
rel ease program We devel oped evergreen pieces for

use in print nedia. We spent at |least four and a

hal f
mllion dollars that I was able to count up. And
these nessages reached well over 40 mllion

househol ds
in that period of tine.

Qur Web site was |aunched in 1996.
Al nost
since the day it was |aunched the unique visitors
to
the site per nonth ranged anywhere from 60, 000 to
220, 000. And we ran a survey of the users of our
Vb
site.

Fifty-ei ght percent of themreported
positive behavioral changes with respect to eating
fruits and vegetables and/or physical activity.
And
the survey was of several thousand people, who were
users of our Web site.

In 2001, we | aunched an initiative to
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address the connection between obesity and Type I
di abet es. We call this our diaobesity initiative.
We
had a national conference here in Wshington, D.C
in
2001. And we are |launching a second nati onal
conference at Rutgers University next nonth.

On the topic of childhood obesity, |
wi |
tell you that we have done precious little. The
first
reason why we haven't done very nuch is because |
knew
that the CDC was revising the pediatric growth
charts
and that they came out in the year 2000. | felt it
was inmportant to wait for those charts to becone
avai |l abl e before we did nuch of anything.

And then the whol e problem of chil dhood

obesity started to mnmushroom and the awareness of

this

probl em And the connection between pediatric
obesity

and Type Il diabetes started to rmushroom Bef ore
you
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know it, the Institute of Medicine convened a panel
to
address chil dhood obesity and develop an action
pl an.
| was appointed to that panel earlier this year

| think the appropriate thing to do is
to
wait for the IOMreport to come out and to shape an
initiative that addresses chil dhood obesity that is
guided by the Institute of Medicine document.
That's
the plan for Shape Up Anerica!

| agree, by the way, with the previous
speaker that parenting is really fundanmental to
addressing the problem of childhood obesity. We
are
in the process of designing a conference to be held
in
Washi ngton, D.C. on Decenber the 8th that will be

focusing on very early chil dhood factors, starting

wi th pregnancy and ending with preschool. That
conference will be on an invitation-only basis.
And

the invitations will be going out next week.

We're going to be publishing the
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proceedi ngs of that conference. W're not sure

exactly where it is going to be published, but

we're

in discussions to ensure that that happens. And,
as

| said, our plans for childhood obesity wll be
gui ded

by and shaped by the | OM docunent once it becones

avai |l abl e.

I n concl usion, Shape Up Anerica! is
wel | -established and trusted as a brand. It is
abl e

to garner nedia attention and to educate consumers
and
health care professionals in a variety of ways. W
wel cone partnerships to |everage conmunication
around
obesity, health, and fitness nessages.
That concludes nmy remarks. Thank you

for
your attention.

(Appl ause.)

VI CE CHAI RVAN LEVI TT: Thank you very
much.

Qur next speaker is David Martosko,
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Director of Resear ch, the Center for Consuner

Freedom
MR. MARTOSKO: Thank you very much.
Good afternoon. My nanme is David
Martosko, and | run the Research Program at the
Cent er

for Consuner Freedom here in Washington. W are a
nonprofit coalition of restaurant operators, food
conpani es, and concerned individuals. And we work
together to pronote the idea of personal
responsibility and to protect consunmer choices.
And
| thank you very nmuch for the opportunity to
addr ess
this commttee.

Cbesity is a genuine problem in
Anmeri ca,
but our national debate on the subject has become
not hi ng short of hysterical. And around every
cor ner
is a hidden agenda.

Pharmaceutical interests, |ike the
American Obesity Association, which we heard from
earlier, pronote an alarm st view of the problemin

order to justify increased governnment support and
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pronmoti on of new obesity drugs.

Ani mal ri ghts groups, i ke t he
deceptively
named Physi ci ans Commttee for Responsi bl e
Medi ci ne,
whose president will speak shortly, like to inflate

the public's obesity fears in order to disparage
beef,

chicken, pork, mlk, cheese, and any other foods
t hat

are not animal rights-friendly.

And then, of course, there are the

radi cal
nutrition activist groups, like Center for Science
in

the Public Interest, which never net a tasty food
it
couldn't talk about and whose |eaders seldom pass
up
a chance to announce a desire to tax foods they
don't
i ke out of ordinary Anericans' reach.

CSPI, in particular, Center for Science
in

the Public Interest, has recklessly tried to link
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f ood
to tobacco in deliberate scare canpaigns.

Tri al | awyers, of course, are
attenpting
to turn Anerica's |love of good food into the next
cash
cow. And here is John Banzhaf, the |eading attack
dog, saying that a fast food conpany "may not be

responsible for the entire obesity epidenmc, but

let's

say they're five percent responsible.” Thus, says
t he

| awyer, "Five percent of $117 billion is still an
enor mous amount of noney."” And we know where he is

com ng from

Li kewi se, activists and sone academ cs
have proposed zoning restrictions and ot her rather
draconi an regul ati ons on restaurants. Here is an
aut hor in Washington Monthly saying that we should
zone restaurants away from schools, regulating the
| ocation, density, and hours of what they call
"j unk
food outlets.”

Now, we believe that the nation would

be
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better served by a serious and scientific approach
to
addressing obesity. | hope that's what we're
engaged
in here today.

As the FDA begins to build a framework
for
nmessages to the public about weight reduction, it
S
vitally i mport ant to avoi d i nadvertently
exagger ati ng
or msrepresenting the problem and steering clear
of
needl ess hyperbole can be as sinple as checking
your
facts and figures.

The three nost comonl y cited
statistics
associated with the obesity epidemc are: nunmber
one,
t hat obesity causes 300,000 deaths per year in
America; two, that 61 percent of Anericans are
overwei ght or obese; and, three, that the economc
cost of Anerican obesity is $117 billion per year
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know you have all read and seen these statistics.

In fact, the Federal Register notice of
this very event today cited two of these three
nunbers. The problemis that all three of them are
seriously flawed.

Let's start with the conmon belief that
each year 300,000 U.S. deaths are attributable to
excess weight. Here is the truth. The data
i nking
overwei ght and death are limted, fragmented, and
of ten anmbi guous. Now, that's froman editori al
publ i shed by the respected New Engl and Journal of
Medi ci ne I n January 1998 guesti oni ng t he
i ncreasingly
frantic rhetoric about obesity as a public health
probl em

And speaking specifically about that
300, 000 number, the New Engl and Journal continued,
"That figure is by no neans well-established.” |
am
going to read that again. "That figure is by no
means
wel | -established. Not only is it derived from weak
or

inconplete data, but it is also called into
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guestion
by the methodologic difficulties of determ ning
whi ch
of the many factors contribute to premature death.”
It turns out that in order to allege
t hat
300, 000 Anericans die each year from obesity, you
woul d have to claimthat everyone who dies while
overwei ght dies because they are overweight. It
turns
out that even car accident fatalities count toward
that total if the victims BM is too high.
Secondly, many in governnent and the
mMass
medi a have blindly accepted the claimthat obesity
costs Anericans $117 billion a year, believing,
nost
of them that that figure came directly fromthe
Surgeon General. But it turns out that the Surgeon
General's original source for this nunber was a
st udy
published in the March 1998 issue of the journal
Obesity Research, one single study.
Now, this st udy has serious

limtations.
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And the authors thenselves admtted that. Of
cour se,

that's not the part of the study that usually hits
t he

headl i nes of the New York Tines.

Here's what they wote, "W are still
uncertain about the actual number of health
utilization associ at ed with over wei ght and
obesity."

And t hey expl ai ned that "Height and wei ght are not
included in many of the primary data sources.” So
how

could they even know what obesity costs Anmerica per

year ?

Here is the nost interesting part.
Thi s
studi es authors defined obesity incorrectly. So
how
do you get to 117 billion a year? You use the
wr ong

definition. This is fromtheir study, "The current
estimate of the cost of obesity defines obesity as
a

BM of greater than or equal to 29."

Wel |, obesity, as we heard the | ast

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

213

speaker say correctly, is actually defined as a BM
of
greater than or equal to 30. Thus, the Obesity

Research study, the sole plank on which the Surgeon

General's claim of $117 billion obesity cost is
based,
erroneously i ncl uded t he econom c cost of

i ndi vi dual s
with BMs between 29 and 30. And that is nore than
ten mllion Americans.

Now, finally, the authors of that study
acknow edge that even if sone of their data flaws
wer e
corrected, their methodol ogy would still result in
doubl e or even triple counting of obesity-rel ated
costs.

Here is what they wite, "Our nodel
assumes that coronary heart disease , hypertension,
and di abetes occur independently.”™ They go on,
"However, we know t hat t here is somne
i nt erdependence
anong these di sease states, especially in obese
patients."” And they admt that "calculating the
cost

of obesity as it relates to these di seases
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i ndependently would inflate the cost estimtes,” so
much for that nunber.
Lastly, are 61 percent of Anericans
really
overwei ght or obese? Well, as you know, overwei ght
and obesity are diagnosed by using the body mass
i ndex, which is, frankly, a very flawed standard.
According to the Centers for Disease

Control and Prevention, "Overweight may or may not

be
due to increases in body fat." Now, this is
currently

on the CDC's Wb site. This is the CDC s current
position. "Overweight nmay or may not be due to
increases in body fat. It may also be due to an
increase in | ean nuscle. For exanple, professional

athl etes may be very |l ean and nuscular, with very

little body fat. Yet, they nmay weigh nore than
ot hers

of the same height.” |I'mnot telling you anything
you

probably don't already know
And again they go on to say, "Wile
t hey

may qualify as overwei ght due to their | arge nuscle
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mass, they are not necessarily over fat, regardl ess
of
their BM."

The CDC al so notes, again currently on
their Web site, "Two people can have the sanme BM
but
a different percent body fat. A bodybuilder with a
| arge muscle nmass and a |ow percent body fat may
have
the sane BM as a person who has nore body fat
because
BM is calculated using weight and height only."

Using the BM standard, by the way, our
very fit President Bush is overweight. And the
incredibly fit governor-elect of California is
obese.

It's also worth noting that t he
definition

of overwei ght used by the U S. governnment was

arbitrarily changed in 1998 -- this isn't talked
about

very nmuch -- following political pressure brought
by

the World Health Organization. The definition that

we
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abandoned in 1998 had one specific virtue, which is
t hat it di stinguish between nmen and wonen,
sonet hi ng

that our current standard does not do or does not
even

attenmpt to do.

The 1998 redefinition of overweight
reclassified 39 mllion Anmericans as overweight.
They
literally went to sleep one night at a
gover nment - appr oved wei ght and woke up the next day
overwei ght wi t hout gaining an ounce.

That group of Anericans, by the way,
presently includes overweight novie stars |like WII
Smth, Brad Pitt. It also includes M chael Jordan
and
Cal Ripkin, Jr. at the height of their athletic

prowess. And Barry Bonds, by the way, the slugger,

S
obese. | hate to tell you he's obese.

So how does this all affect what the
FDA

should do going forward? First, we at the Center
for

Consuner Freedom caution the FDA agai nst using that
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$117 billion figure in any way or relying on the
300, 000 death figure in its literature.

Secondly, we suggest that any nention
of
the notion of a 61 percent obese or overweight U S
popul ati on should i nclude a prom nent disclai ner
noting that the body mass index standard is
i nper fect,
at best.

The last thing | have to say is |ook

out
for the hidden agendas because they are around
every
corner.

Thank you very much for t he
opportunity.
Good afternoon.

(Appl ause.)

VI CE CHAI RVAN LEVI TT: Thank you.

Qur next speaker is Richard Elder,
Seni or
Director, International Food |Information Council
Foundat i on.

MR. ELDER: Thank you.

Good afternoon. M nanme is Dick Elder
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| amthe Senior Director at the International Food
I nformati on Council. And I, too, like the other
speakers, would like to thank the Food and Drug
Adm nistration for convening this public session
and
provi di ng us an opportunity to make our coments.
The I nt ernati onal Food I nf ormati on
Counci |
and the International Food Information Counci
Foundation is a nonprofit organi zati on whose
m ssi on
is to comruni cate science-based informati on on food
safety and nutrition issues to the health
pr of essi onal s, medi a, educators, and governnent
of ficials, who ultimately conmuni cat e this
i nformation
on to the general public.
We are primarily supported by the
br oad- based food, beverage, and agriculture
i ndustri es. And as a 501(c)(3), we do not | obby.
e
do not represent any particular pr oduct or
i ndustry.
Much  of the work we do is in

partnership
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with a wi de range of stakehol der groups in both the
publi c, the not-for-profit, and the  private
sectors.

Some examples that | think are relevant for the

di scussion here today are that we have participated

in

the Dietary CGuidelines Alliance -- and I'Il cone
back

and nmention sonme output of that in a mnute. e
al so

are a partner in ACTIVATE, which is a chil dhood
overwei ght prevention initiative. That is a unique
ki nd o public-private partnership. We have al so
been

actively involved in the partnership for healthy
wei ght managenent .

Today we will address two of the six
guestions that have been posed by the conmttee
We
will address themin the following way. W believe
that rational, effective public efforts to prevent
overwei ght and obesity and actions that would nmake
a
significant difference at some point are going to

i nvol ve communi cating with the general public. And
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SO

our comments today will be directed on the focus of
desi gning effective comrmuni cations to reach these
audi ences.

First, it's inportant to craft nmessages
t hat connect with consunmers. |f the comrunication
that is contenplated here is intended to go beyond
sinpl e disclosure and to nove in the direction of
persuasi on or encouraging people to nodify or
change
their behavior, then it's inportant to connect
t hese
messages in a way, to construct these nmessages in a
way that really connects with consumers.

For this to happen, in our experience,
some form of consumer research is needed to
under st and
how consuners think and feel about such a
conpl i cat ed
i ssue as overwei ght, physical activity, and health.

For exanple, in a series of focus group
interviews we recently conducted with adults, to
better understand the perceived  Dbarriers to
adopting

healthy lifestyle habits, we found that consuners
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feel

t he demands of t heir everyday lives are
over whel m ng.

And, as a result, they're very aware that they make
trade-offs away from heal thy eating and regul ar

physi cal activity on a daily basis.

And | think, to paraphrase them |
woul d
say they would say sonething |ike, you know, we
know

what we should be doing. We just don't know how to
manage our daily lives in a way so that we do it.
So

it's inportant to get a feel for where the
consuners

are in their lives as we nove forward.

Second, to end up with nmessages that
connect, it's inportant to define the target
audi ence
to be reached. Over the past three years in focus
group research that we have conducted on overwei ght
and obesity, we learned that in order to connect
with
t weens, for exanple, one target audi ence, which are

kids 9 to 12, information needs to be presented in
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a
way that is perceived by themas fun, boring -- not
boring, -- excuse ne -- and cool. |If we're not
careful, they will perceive it as boring.

In fact, what we found was commonly
used
terns i ke "fitness," “nutrition,” "heal t hy
eating, "

and "physical activity"” sinply do not connect with
kids in this age group. These ideas are boring
and,

probably nmore inportantly for us, not notivating.

Over the past three years, when we
t al ked
to parents, we found that they didn't even perceive
wei ght as a potential health issue. So where are
t hey
in their lives? They don't see this as a potenti al
health issue right now.

And even if they did, they felt they
didn't have the necessary comunications skills to
know how to talk to their kids about it, again, not
necessarily information, but what are the skills,
how

do | conduct a conversation, and how do they do
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this.

And they al so know that they' re not the
best role nodels. So it's not exactly a strong,
solid

platform from which to start this dialogue wth
ki ds.
So the findings fromthese first two,

t he
tweens and the parents, fromthis research was
published in the June 2003 edition of the Journa
of
the Anerican Dietetic Association. And you can
find
nore on that there.

Now, new research that we currently
have
underway with adults, we hear very clearly back
from
consuners that Ilifestyle demands, rather than a
| ack

of information about proper nutrition and physi cal

activity, is really the principal percei ved
barrier.

Now, we're still in process with this
research. We need to take nore tinme to see how
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this
cones out. We still have some nobre phases to go.
But
that is sonme inportant learning, and I think it is
sonet hing we should all pause and think about as we
nove forward.

Finally, once target audiences are
defi ned, messages should be tested. Effective

messages generally evolve over a series of

iterations
t hat i nvol ve testing, refinement, redrafting,
testing,

redrafting, refinement. And eventually you end up
with a nmessage that works.

In the research that is currently in
process, we tested a number of potential nmessages
t hat
nm ght notivate consumers to adopt healthy lifestyle
behaviors. Here are two of the nmessages that we
tested. And, as you can see, consuners responded
positively to one and negatively to the other. |I'm
just going to take a mnute to read through what we
call the small steps concept and the nessage that
cane

out of that.
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Though it's though, go ahead and take

t he

first step toward a healthier lifestyle. Bef ore
you

know it, your steps will add up and you're well on

your way to reaching your goals.

In general, consuners |ike that. Of
t he
concepts we tested -- and we tested nore than two
this was the one that they |iked the best. They
felt
good about it. We're still |learning why they felt

good about it.

The second concept was bal ance
cal ori es.
And we've heard a |ot about that today. The
nmessage

was to maintain your weight, balance the nunber of

calories you eat, with the number of calories you

burn
of f.
|"ve got to tell you this was the
| oser.
This was at the bottom of the barrel. And, as |
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say,

we're still in the process of learning that. \Wen
we

get this research published, we will be nore than

happy to share all of this.

I n general, consunmers said, "I already
know that. | don't find this very notivating.
It's
a no-brainer.” They don't have tinme to count up
al |

of their calories every day. That's their voice,
where they're com ng fromon this.

Now, it's interesting that the small
st eps
concept that we tested is very simlar to a nmessage
that was tested a nunber of years ago and used in a

program published by the Dietary Guidelines

Al l'i ance

called It's Al About You. You can see this
concept

is very simlar. The nmessage is be realistic.
Make

smal | changes over time in what you eat and the
| evel

of activity you do. And, after all, small changes
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work better than giant |eaps, so two very simlar
concepts tested about four or five years apart.
Thi s

one |I'm sure has been through testing and that's
why

it was used in this program

So | think it's helpful to I ook and see
what al ready exists and to see how it m ght be
connected or inproved to work together with the new
focus for these messages now.

So, in summary, our experience is that
working in partnerships can be very effective,
whet her
they are existing partnerships or new partnerships
that are fornmed around this issue, involve the
consuner, do some sort of consuner research, hear
t he
voi ce of the consunmer, and |let that guide our
comruni cati on, target our nmessages.

Not all consuners think and feel the
same
way about these issues. And it's inportant for us
to
acknow edge that and then mke sure that our

nmessages
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connect with consuners. And the way to do that is
to
test them and revise them

Thank you very nmuch for this
opportunity,
and | appreciate it.

(Appl ause.)

CHAI RMAN CRAWFORD: Sorry. Could I ask
you a coupl e of questions?

MR. ELDER: Yes, sir, certainly.

CHAI RMAN CRAWFORD: You seemto be able
to
-- and | applaud you for being able to do this --
put
together |like a nessage for dealing with obesity.
But
woul d you al so agree that some nore |ike basic
bi omedi cal research needs to be done or do you
t hi nk
we' ve got enough to go forward with an FDA-type
program at this point?

You won't be the | ast one to be asked
t hat .

MR. ELDER: Wbuld the audience like to

hel p me answer that question?
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| guess the one thing the research we
have

done is shown that kids and parents and to a | esser

ext ent many health professionals still don't
perceive
obesity as a health issue. So in that way, | think

the answer is that maybe there is sonme work that
needs
to be done on that type of a nessage.

CHAI RMAN CRAWFORD: Thank you.

MR. ELDER. Ckay.

VI CE CHAI RMAN LEVITT: Let nme post
facto
wel cone Dr. Crawford back to the panel and wel cone
our
next speaker, Dr. Neal Bernard, President of the
Physi cians Conm ttee for Responsible Medicine.

DR. BERNARD: Thank you very nuch for

this
opportunity to speak to the panel today.

The nost inportant research that weighs
on
this issue in ny view is conparing different
countries

that have very different patterns of body weight
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and
under standing what they're doing differently that
my
| ead to that.

In the United States, our diet 1is
rat her
like the one | grew up with in Fargo, North Dakota,

where | cone froma long line of cattle ranchers.

Roast beef was the center of ny plate. A baked
pot at o

was on the side, a little bit of vegetables. So
j ust

about every day was roast beef, baked potatoes, and
corn. For special occasions, it was roast beef,
baked
pot at oes, and peas.

Well, in Japan, that's not the case.
Their dietary staple is not neat. It's rice. They

eat phenonmenal anmounts of rice and veget abl es,

relatively little meat; if you're Buddhist, naybe
none
at all. Dairy is not a traditional product there.

And if you |l ook at the rates of obesity in Japan,
historically it's been extraordinarily low, |ess

t han
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one percent up until about 1980, while in the
Uni t ed

States, we are far higher than that, up to about 15
percent .

Now, things, of course, have changed in
both countries. W now have MDonal d's in Japan.
And, as WIlliam Costellia Prem um always says,
"When
you see the golden arches, you're on the road to
t he
Pearly Gates,"” maybe true. And we have those sane
chal | enges here.

So while obesity rates have soared up

to

about 30 percent, -- 1'm speaking just of BM over
30

-- about 30 percent in the US., in Japan, it's
soar ed

al | the way wup to about 2 percent of the

popul ati on.
So the rice-based di et has been hel ping them

I f you |l ook at the nore noderate
overwei ght, we still are far higher than Japan.
Wthin Japan, these are figures that have shown the

effects of trading a rice-based diet for a
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West erni zed
di et .

Ri ce consunption IS falling
dramatical ly.

Fat intake has risen dramatically. And obesity is

rising. Longevity is declining. In Asia, it was a
grain-centered diet, obesity being rare. In the
U. S.

prior to 1980, we already had a nmeat-based diet.
Cbesity was conmon.

Since 1980, what has happened, we kept
t he

same basic diet. We' ve added | ots nobre calories in

the form of cheese, in particular -- we'll cone
back
to that in a mnute -- and al so sugar.

We al so don't use carbohydrates the way
Asi ans do. There it's used as a staple. Here it's
used as a vehicle. That baked potato cones out of
t he
oven. We slather with butter, sour cream cheese
doodl es, and Bac-O Bits. That's true of just
anyt hi ng
t hat can cone out of our toaster or our oven.

We put the idea that reversing that

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

233

trend

m ght help with individuals who are already

overwei ght. These data are pending publication. |
want to share themwith you now.

We brought in 59 overwei ght wonen,
randomy assigned them to either a |owfat vegan
di et,
meani ng a pure vegetarian diet, which was |ots of
veget ables, fruits, grains, and beans. W held
exerci se constant. And we collected our data at
basel i ne and 14 weeks.

Qur control diet followed the national
chol esterol education program guidelines, chicken
and
fish, no nore than six ounces per day, that sort of
t hi ng.

Just to wal k you through a coupl e of
hi ghlights, the nutrient intake, the first set of
bl ocks is protein. The first two stripes are the
vegans. Their protein intake dropped, but it was
still adequate. Protein intake for the controls
dropped, too, but look at the second group there:
t he
carbohydrates. The vegans were eating a | ot nore

car bohydrate, but the control group was eating
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somewhat | ess.

Fat intake, the third cluster, dropped

for
t he vegans. And it dropped as well for the
control s.

Fi ber intake increased, which is what you woul d
expect. Fiber only comes fromplants. So in the
vegan group, it rose to about 30 granms per day.
And
it rose just marginally in the controls.

Now, why do we enphasize fiber?
Because
if we're looking for sonething to help us cut

calories, all the warnings in the world don't do as

well as adding nore fiber to your diet. And |
don't
mean shaking it out of a jar. | nean, having it in

beans and grai ns and vegetables and fruits.

This is from a neta-analysis that is
very,
very handy. Every 14 granms of fiber in your daily
di et cuts your energy intake by about 10 percent.
Your average Anerican consumes 12 granms or 13 grans
of

fi ber per day. That's pathetic. Yogurt and
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chi cken
breasts don't have fiber in them but that bean
burrito or side of vegetables wll.

So what happened? Both groups reduced
their energy intake. Both groups reduced their fat
i nt ake. This 1is our vegans conpared to our
control s.

The carbohydrate in the vegan group went way, way
up.

And it went down in the others. \Wen we | ook at

wei ght loss, the first two bars are body weight in
kil ograns, the change in body weight.

Transl ated into pounds, it was about a
13- pound weight loss in the vegan group over 14
weeks,
about a pound per week, which is great, and about
hal f
of that in the other group. | won't bore you with
t he
ot her findings here, but please contact ne if you
are
interested in the other netabolic effects, which
are
simlarly inpressive.

VWhat is really interesting is -- and we
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have been tal king about Type Il diabetes -- insulin
sensitivity inmproved quite significantly in our
vegan

group. We had three or four people who were

di agnosabl e as having Type Il diabetes unaware of
it

at the onset of the study. At the end of the
st udy,

none of them had a glucose that could make t hat
di agnosi s.

Bad news for people who go from beef to
chicken. The | eanest beef that my famly can raise
IS
about 29 percent fat as a percentage of calories.
For
chicken, it's about 23 with the skin renmoved and
al |
t he dark neat thrown away; green, |eafy vegetabl es,
t hough, very low in fat; beans extrenely low in
fat;
ri ce and pot atoes, sanme story.

Ckay. There's no evidence, there's
j ust
no controversy that a plant-based diet is good for

us.
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So why don't we eat that way? Let ne offer a
t heory
that | think does bear sone research and some
i nvestigation. Wy are we attracted to sugary
f oods?
VWhy are we attracted to cheese?

The one group that my vegan group after
14
weeks, | said, "What do you really mss?" It
wasn' t
ice creamor a glass of full mlk. They m ssed
cheese. They were waking up at 5:00 in the norning

dreami ng of cheese pizza.

VWhat is that about? | think we have
some
i deas about that. VWat is it about nme? You
remenber

this article in the New York Tines nagazine trying
to

suggest that it's not that steak in butter that's

making us fat. It's all that rice we're eating and
all of those potatoes. Come back to that in a
second.

A fascinating line of research uses
this
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drug. This is NARCAN, the lock zone. It's used in

ener gency roomns. A man is overdosed on heroin.
Hi s
buddi es drag himinto the ER.  You inject himwth
NARCAN. It stops heroin fromworking on the brain.
He wakes up. You've saved his life.

| f you give t hat sane dr ug

i ntravenously

to a chocolate addict -- | don't mean a person who
likes it; | mean a person bingeing -- the npst
amazi ng

t hi ng happens. They lose much of their interest in
chocolate. This is not a treatnent. This is a
research tool.

What it denobnstrates is that taste and
mout h feel are fine, but what counts and what keeps
you hooked and what drives you to the 7-11 at 9:00
o'clock at night is something going on in the
brai n.

And that 1is chocolate triggers the release of
opi ate

chem cals within the brain that cause a little
anesthesia and a little bit of a feel good effect.
And that's why we turn to it when we need that kind

of
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effect. It's used like a drug.

The same has been shown in studies in
Britain wth cheese, with neat, with sugar
especially
sugar-fat m xtures, but not for broccoli, apples,

oranges, raspberries, or cherries, which is why

nobody

ever went out late at night to say, "l've got to
get

an orange. | need broccoli."

Forget portion size control. You don't
have to wite that on the broccoli package. Nobody
ever overdid it. The only foods we overdo it on
are
the ones we are addicted to. \Wether we recognize
it
or not, we should use that word, sugar, chocol ate,
cheese, nmeat, period, or anything that produces
sugar,

li ke white bread. That can do it, too, but not
veget abl es, not whol e, hi gh-fi ber grains, not
beans.

Nobody ever had a bean binge. It didn't happen.

Ckay. Anot her |ine of research that

has
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been fascinating, | turned to this because
wonder ed

why is cheese so addicting. Some of you know what

' m

tal ki ng about. O hers say, "Cheese just snells to
me

li ke old socks.”™ Well, those who go into the

refrigerator and eat it straight out of the pack

t he

dairy protein casein, like all proteins, is this
l ong

string of beads. Each bead is an am no acid. But
in

your digestive tract, it does not break apart into

am no acids. It breaks into strings called
casonor phi ns. These are peptides 4, 5, 7 amno
aci ds

in length. And they have opiate activity.

Do any of you ever overdose on cheese a
little bit and you find yourself constipated the
next
day, alnpost the very sane effect that you had if
you
were in the hospital and you got codeine after a

surgical procedure because you have a narcotic
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goi ng
down your digestive tract that came from the
cheese?
The process of turning mlk into cheese
IS

t he process of concentrating casein and fat and

elimnating |actose whey protein in water. It's
t he

purest form of the drug. It's dairy crack.
Hal f way

ki ddi ng. Okay.

The other thing -- this is from JAMA
earlier this year -- supersizing is real. Our soft
dri nk consunption has gone through the roof. Wen
I
was a kid growing up in North Dakota, we had sodas
every two or three nonths at a birthday. Today
t hey
are daily fare. And your smallest bottle you can
find
at the 711 is 20 ounces. It contains al nost as
much
caffeine as a cup of coffee and 250 calories no kid
needs.

Fruit drinks are bigger. Hanmbur ger s
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are

bi gger. Cheese is bigger. And cheese intake has
doubl ed since 1975. Your average man or woman
consunmes in the course of a year, believe it or
not,

30 pounds of cheese. And |I'm not eating any of it.
So sonebody is getting m ne.

So why is that? Well, part of that --
and
this is | think my nost inportant message that |'d
like to share with the panel -- is we wll get
nowher e
with telling kids, "You have to exercise nore. You
need to exercise some self-restraint.”

If we don't as a country get our own
federal governnent in synch, it's no good for the
Departnent of Health and Human Services to pronote
heal th nessages while the Departnent of Agriculture
IS
promoting the very products we now know are a
probl em
for us.

We got this fromthe Freedom of
| nformati on Act. The USDA worked with Dairy

Managenent, Inc. to figure out how we can trigger
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f ood

addi ction essentially. These are not ny slides.
These are U.S. governnent slides through Dairy
Managenment, | nc.

They identified a group of people they

call ed cheese-cravers, peopl e whose addictive
behavi or
can be triggered. And t hey know their

denogr aphi cs.
They are defined by not wusing cheese as an
enhancement
for your sandwi ch but by eating it straight, as a
st apl e.

And that's the group that they wanted
to
trigger. They found you can do it not by working
with
Ma and Pa restaurants but by working with fast food
chains that have feelers into every community.

So the governnment worked. They worked
with Wendy's to release a product called the
cheddar
| overs' bacon cheeseburger. Don't get paranoid.
Thi s

is just the way the governnment works. They worked
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with Wendy's, paid themto rel ease a product called
t he cheddar |overs' bacon cheeseburger, sold 2 and
a

quarter mllion pounds of cheese just on this

sandw ch, 380 tons of fat, 1.2 tons of pure

chol esterol.

They worked with Subway, which had two
sandwi ches that didn't have cheese. So they fixed
that. They worked with Pizza Hut to take an entire
pound of cheese and put it on one person's pizza
and
worked with Burger King and Taco Bell to do what?
To
make sure that signage, nenu arrangenent, the
little
logo on the guy's hat at the cash register, and
even
the very question that they ask you as you go
t hr ough
the drive-through all has cheese in it, "Have a
Monterey quesidillas today."

This was a government program w dely
successful, and is the reason that your average
person, including kids, are eating twice as nmuch of

this as before. Well, is cheese fattening? You
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bet,

very high in calories, 70 percent fat as a
per cent age
of calories, nostly saturated fat.

This was the last slide that was at
this
forumin the year 2000. |It's a Gary Larson cartoon
at

a kids' playground. Can you see this, the spiders

that wove in a Web to catch the kids? "If we pul
this off, we'll eat |ike kings." well, he did.
And

there's no sign of it stopping.
Ckay. Let's try sonething different.
How

about people who naturally select a vegetarian

di et.

Look at their BMs. Well, they're skinnier.
They're

skinnier by far. If you |look at male neat eaters

versus non-neat eaters, the non-neat eaters have a
lower BM. |If you |look at the fenmles, same story.

Does this nean we ought to recomend a
vegetarian diet? | would argue we should. But if

you're not to that point yet, we could stop saying
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t he

kids need to have neat or they need to have dairy
in
their diet. They don't. Kids who avoid it are
heal t hi er. They |ive |onger. They' re skinnier
They
have 40 percent |ess cancer ri sk.

The sane at Loma Linda. There was a
nice

st udy conpari ng vegans and non-veget ari ans.

There's
quite a dramatic difference in the second Iine
bet ween
their BMs. You see this quite consistently,
despite

the fact that vegans eat I|ots of carbohydrate,
whi ch
t he new carbo phobia tells us we shouldn't.

Ckay. Let me wap up wth sone
comment s
about sonething that, for some reason, we haven't
tal ked about too nuch today. And that's the spread
of
carbo phobia across the U S It started July 7th

| ast
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year when the New York Tinmes magazi ne rel eased that
big picture of a steak, saying, "The devil is the
potato. Do the Atkins diet."

| just want to wal k you through this
briefly. The Atkins diet is wvery low in
car bohydrate
and high in protein and fat. People do |ose weight
on

it in some occasions, but the reason they |ose

wei ght
is only -- well, there are two reasons.

The first is that if you starve your
body

of carbohydrate, you lose all of the glycogen that

S

stored energy in your liver and in your nuscle.
Every

pound of glycogen holds three pounds of water. So
in

the first two weeks of the Atkins diet, you are
peei ng

out water, and you think it's incredible. "Scanf

m ght be too harsh of a word, but it's a trick
because

all of that water weight is com ng back |ater on.
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But

it feels great and "I think I'm losing fat."
You're

not. You're |osing water.

But you will lose fat if you follow the
di et as prescribed provided and only provided you
| eave out so many foods that your calorie intake
dr ops. So the diet says you can't eat any fruit
and
starchy vegetables, any |egunmes, any grains, any
m k.
Leave all of that out, and you'll |ose weight.
That's
true unless the nmeat calories or cheese calories
conpensate, in which case you get nowhere.

We have anal yzed the Atkins recomended
menus, and they're terrible. Fiber intake on the
i nduction phase is 2 granms a day, nmintenance 18
gr ans
a day, not anywhere near high enough; saturated fat
intake very high, 38 grams, in the recommended
menus;
chol esterol through the roof.

Protein intake is very high. For sone

reason as this was marching on, we've forgotten
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t hat

diets high in animal protein are hard on the
ki dneys
and very hard on cal ci um bal ance.

By the way, sone of you have heard the
reports saying, "Well, | ate all of that nmeat and

ny

chol esterol didn't go up or it actually fell."

There
are two conpeting issues. |f your body shrinks by
what ever neans, a smaller body will have a | ower

chol esterol |evel than that sane body when it was

obese. Saturated fat and dietary chol esterol tend

to

rai se cholesterol |evels. So in Jerry Foster's

st udy,

whil e chol esterol levels rose on the Atkins diet,

in

Eric Westman's study at Duke, they seened to drop.

The net effect is probably about a trade-off unti

you

stabilize, at which point the saturated fat and

chol esterol are going to be a big problemfor you.
Thi s was a ni ce st udy from

Kri s-Et herton
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just showing that it is the reduction in body
wei ght

that can really take the credit for any kind of

chol esterol lowering with weight |oss reginens.

There is no magic about doing the
At ki ns
diet at all, quite the opposite. But what really
worries us, did you see the data fromthe Harvard
nurses' study earlier this year showing that the
nor e
animl protein you consunme, the nore you're going
to
| ose kidney function?

Now, this is permanent. You don't get
your Kkidneys back. And it's really in individuals
who
already have a mld decrease in kidney function.
The
problem is that's a |ot of people, particularly
peopl e
who are trying weight [oss diets.

| ndi vi dual s wi th di abetes, about 40
percent already have mld | oss of renal function;
those with hypertensi on, same story. And the ol der

you get, the nore common it is. So if you follow
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one
of these high-protein diets, you' re risking further
and permanent loss of kidney function. Most
studi es
of high-protein diets ignore this issue.

Cal cium | osses. This was a study done
at
the University of Texas in Dallas. They put
individuals on a regular diet who are already
| osi ng

calciumfairly aggressively. What | nean by |osing

calcium is it filters through the kidneys. It's
| ost
in the urine. |If you put themon a diet high in

animl protein, exactly what you would expect is
what
you observe. Their calciumloss through the urine
goes way, way up and even on the maintenance phase
of
the Atkins diet, the same story. But the studies
of
the high-protein diets don't track that.

Col on cancer. W have known for a |ong
time that neat eaters have substantially nore

cancer
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overall, colon cancer specifically. This is data
from

t he Harvard School of Public Health in men and in
wormren. Those who are eating neat, especially red
meat, have substantially nore col on cancer

Is it fromthe carcinogens that form as
you cook it? Perhaps. Is it due to cholestero
and
bile salts? Perhaps. The bottomline is there is
no
reason for ever recomending a high-protein diet.
Al l
the high-protein diet studies have been too short
to
track col on cancer risk

The new data on Alzheinmer's disease
show
exactly the same thing. Those individuals with the
hi gh saturated fat intake have nore Al zheinmer's
di sease over tine.

If you flip that around, there's an
optim stic nmessage here. W get away fromthe
saturated fat and the animal fats. We have the
opportunity to not only get slimrer, healthier, and

open up our arteries again, if you know Ornish's
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wor K,
but perhaps reduce our risk of Alzheinmer's.

So there are different approaches: the
ol d-fashioned | owcalorie diet, the Atkins diet, a
vegan diet. They all stinmulate weight |oss at
about
the same trajectory and rate. And what determ nes
how
much wei ght you lose is how |long you stay on the
di et.
And our study had slightly better weight |oss over
time than Atkins.

What really counts, this is Onish's
study, where he tracked individuals put on a
vegetarian diet to open up their arteries. They do
great. But five years later, they had not regained
the weight they lost. They cane back some, but,
unl i ke every other dieter whose weight is going up
and
up and up and up, they never got back to their
baseline weight. And that is really our nessage.

Finally, let me just conclude with one
thing. The dairy industry has kicked off a new
programto try to say dairy products will pronote

wei ght |1 oss. Be very cautious about sonething |ike
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this. Their evidence is based on nmpuse studies and
on
random zed trials where they use |owcalorie
restricted diets and they're talking about how
cal cium
may pronote wei ght | oss.

The nessage they want you to take is
t hat
if 1 add dairy products to ny diet, 1'lIl |ose
wei ght .
It doesn't work that way. There are at |east 12
random zed clinical trials |ooking at this.
| ndi vi dual s who add dairy products to their diet
either have no effect on weight or gain weight.
Why ?
Because cheese is 70 percent fat, skim mlk is
about
55 percent sugar, |actose sugar.

So what we need is a diet based on what
we

call the new four food groups: grains, |egunes,

veget abl es, and fruits. If we're not prepared to
say,
"Let's go to a vegetarian diet," at |east we should

make neat and dairy no nore than optional.
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And i f you' d i ke any further

i nformation

on any of these or if you would |like the references
for the studies that |'ve presented, 1'd be only
t oo

happy to share themwi th you.

Thank you very nuch for your tinme and

attention.

(Appl ause.)

CHAI RMAN CRAWFORD: Just a coupl e of
clarifying points. Thank you for finishing on
tinme.

You mentioned that you are concerned
about
food addictions. And you talked about the
chocol at e
phenomenon and so forth. But then at one point,
you

tal ked about cheeses going down your intestinal
tract
and referred to them as narcotics.

DR. BERNARD: Ri ght.

CHAI RMAN CRAWORD: But if they were
narcotics, there would have to be some bi ochem ca

change that was identified, like a tigroid
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subst ance
or something |ike that.
DR.  BERNARD: Yes. Great question.
Ckay.
|"msorry I cut this short. By the way, let nme
shanel essly recommend a book that | recently wote
that goes to all of these issues and talks to --
CHAI RMAN CRAWFORD: |Is there a cost?
DR. BERNARD: Not for you.
(Laughter.)
DR. BERNARD: It's called "Breaking the
Food Seduction.” It came out from St. Martin's
Press.
| wal k through not only cheese and nmeat but also
sugar
and chocol ate because, let's face it, people have
suspected there's an addictive conponent to these.
And | just wanted to |ay out what the heck it is.
But yes, with regard to dairy, the
casomorphins are produced wthin the digestive
tract.
If in a bioassay you |ook at them for opiate
activity
-- and there are a variety of standardized
activities,
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they clearly have it, not as nmuch as heroin or

nor phi ne, and they vary depending on which one it

i S.

The strongest of these has about
one-tenth
the opiate activity of pure norphine. | did not
wite

this book or make this presentation today to
suggest
that we are ready to slamthe door and call this
research conpl et ed.

| wanted to open the door and say that
we
shoul d collectively look at -- while we know t he
casonmorphins are absorbed in an infant's blood,
t hey
go to the brain and sone researchers feel that that
opi ate effect is responsible for the nother-infant
bond, why babi es get that goofy | ook on their faces
after nursing and they fall off to sleep --

CHAI RMAN  CRAWFORD: You're talking
about
your babies?

(Laughter.)

DR. BERNARD: But in adults, we don't
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yet

know t he extent to which casonorphins are absorbed.
And that's sonething that remains to be seen.

CHAI RMAN CRAWFORD: Thank you.

One other point, you talked about
cal ci um
absorption and conpared | egunes, et cetera, to mlk
and dairy products. Are you prepared to agree that
absorption is better with a little fat, like in
cheese, or do you think the absorption of calcium
IS
the same, say, in spinach as it is in cheese?

DR. BERNARD: Ckay. The nost i nportant
poi nt here is that absorption is less than half the
i Ssue. We have nore osteoporosis in this country
by
far conpared to countries that never consune dairy
or
very rarely do. And we have one of the highest
cal cium i ntakes of any part of the gl obe, and we've
got lots of osteoporosis.

VWhen you | ook at studies on dairy
consunpti on and osteoporosis over tinme, you see
virtually no protection at all. " m tal king about

t he
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Harvard data 18 years out, including nost of the
random zed clinical trials and others, show little
or
no effect. Those that do show an effect don't use
dairy. They use cal cium suppl enments because they
don't have animl protein in them They don't have
sodi um because those things increase the calcium
| oss.
But yes, there are many, many factors

t hat
do affect absorption. You're absolutely right.
Spinach is a terribly exanple because it has a very
poor absorption fraction. The other green, |eafy
veget abl es, like broccoli, have quite a high
absorption, slightly higher than dairy. They have
sonewhat | ess calciumthan dairy, but over tine a
pl ant - based diet is associated with better cal cium

CHAI RMAN CRAWFORD: Any ot her
guestions?

(No response.)

CHAI RVAN CRAWFORD: Ckay. Thank you
very
much.

DR. BERNARD: Thank you very much.

(Appl ause.)
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VI CE CHAI RMAN LEVI TT: Qur next speaker

is
Dr. Mchael Jacobson, Executive Director, Center
for
Science in the Public Interest.

DR. JACOBSON: Good afternoon. Thank
you
very much for the opportunity to speak here. The
CSPI
is a nonprofit consuner advocacy organization
that's
advocat ed i mproved gover nnent policies and
cor porate
practices to pronote better health, especially with
regard to nutrition and food safety. And, as one
of
t he previous speakers so kindly noted, we're also
called the food police because we're out there
| ooki ng
for problens.

One of the nost inportant and di scussed
health problens of our time is rising rates of
overwei ght and obesity. | applaud the FDA and HHS
for

taking the initiative to explore ways in which the
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FDA

can use its authority to help prevent weight
pr obl ens
as well as other diet-related health probl ens.

| would like to offer a few thoughts in
response to three of the agency's questions. I
woul d
first like to coment on the FDA s section
guesti on,
which concerned nutrition research to reduce
obesity
in children.

Obvi ously the challenge is to get kids
to
eat nore healthful foods and to get nobre exercise.

On

the nutrition side, it is conventional w sdomthat
children shoul d [imt their consunpti on of
expendabl e
nutrition-poor foods, like soft drinks and candy,
and
consurme nore fruits, vegetables, lowfat dairy
products, and whole grains. A healthier diet would
not only have a higher |level of nutrients but would

enphasi ze foods that are nore filling.
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At | east one observational study by
Ludwi g
and his col |l eagues associ ated hi gher soft drink
consunption with weight gain in school children
Consi dering how much soda pop children, especially
t eenagers, consune, FDA should initiate large
st udi es
to explore that issue much further

As we just heard fromthe previous
speaker, vegetarians tend to be [|eaner and
heal t hi er
in many other regards than the average Anmerican.
It
woul d be worth exploring in detail whether kids who
eat healthful, largely vegetarian diets have a
| ower
ri sk of gaining excessive weight.

Difficult as it mght be, it would be
wor t h conducti ng i ntervention st udi es t hat
encour age
kids to eat a vegetarian diet or a largely
pl ant - based
diet, like the Dash diet, to see if it protects
agai nst obesity.

And, be it for ki ds, adul t s, or
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famlies,

HHS should invest heavily in community-w de nass
medi a

canpai gns to pronote nore heal thful diets.

CSPI's studies of using the mass nedia
to
nove people fromhigh-fat to low-fat mlIk were
enormously successful. In less than two nonths, we
as
much as doubled the nmarket share of skim and
| ow-f at
mlk. Simlar canpaigns should be conducted to
nove
peopl e towards whole grains, to eat nmore fruits and
veget ables, to eat fewer fried foods, and so on.

Let me skip question three and go on to
the fourth question about using food |abeling to
encourage people to eat healthier diets. | would
like
to nmake several suggestions for how the FDA could
i nprove food | abeling to provide consuners with a
greater understanding of the calorie content of
f oods
and to encourage consumers to choose nore healt hful

f oods overall.
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Many products, like ice cream potato
chi ps, and breakfast cereals, are nmarketed in
cont ai ners t hat contain mul tiple servi ngs.
Nutrition
facts | abels indicate the calorie content of the
of ficial single serving, but many peopl e
unwi ttingly
eat several servings at a tinme and assune they have
consunmed only the calories in that one serving.

The FDA should consider requiring
| abel s
to state not only the nunber of calories per
serving
but also the number of calories per package, per
whol e
package, or in the case of very |arge packages, a
fraction of the package.

For instance, packages that contain one

to
five servings should Ilist the total nunmber of
cal ories

per package, packages that contain six to ten
servings
should list the calorie content per half package,

and
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so on, for even |arger packages.

Furt her nore, the FDA should study
whet her
listing the calorie content per serving and per
package in |l|arger, bolder type mght encourage
peopl e
to pay nore attention to calories. And, as one
per son
earlier nmentioned, maybe we should have cal ories on
the front of the package.

Anot her serving size problemis that
manuf acturers of single serving foods are all owed
to
l[ist nutrition information, either for the standard
reference size, which is often quite small, or for
t he
entire single serving package, which is what people
typically consune.

That gapi ng | oophol e has allowed a
20-ounce soft drink to list calories for only 8
ounces. Sonme packages list nutrients for only half
a
pot pie or half a package of Ramen soups. A chef
salad that is clearly packaged as a single serving

can
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list calories for just one-third of the container.
And single serving cups of salad dressing may |i st
calories for only two-fifths of that little cup

The FDA shoul d propose new regul ati ons
to
solve that problem W cover this issue in our
Nutrition Action newsletter. And |l will |eave a
coupl e of articles here.

Second, special attention should be
gi ven
to one particular food that is consuned in enornous
guantities by many children. That is soft drinks.

Over the past several decades, the soft
drink and restaurant industries have changed the
dietary role of soda pop from an occasional treat
to
a standard dri nk.

Because of its inportance in the diet

and
because of evidence that soft drinks add excess
calories to the diet and dilute the nutrient
density
of the diet, the FDA should consider requiring that
a

speci al advisory be printed on soft dri nk
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cont ai ners.
That statenment, inside sonme special |ogo, mght
read,
"Parents: Drinking too nmuch soda pop may lead to
obesity and tooth decay. Limt your children's
consunption. ™

Diet contributes not only to weight
gai n
but al so to tooth decay, ost eoporosi s,
car di ovascul ar
di sease, and cancer. The FDA should hel p consuners
choose foods not only on the basis of their calorie
content but their overall nutrient content.

The nutrition facts |abel has been a
boon
to mllions of people, but it would be useful if it
wer e suppl emented with sinpler, nore direct
information. The FDA should make it a top priority
to
study ways to use the food | abel to help consuners
choose the nost heal thful foods.

One approach that I would like to spend
a
couple of mnutes on would be to allow the front

| abels of qualifying foods as well as retail
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di spl ays

of fruits, vegetables, and other unpackaged foods
to
bear a special synbol signifying that that food is
quite healthful. The program | envision would be
entirely voluntary and free to conpani es.

Such | abel s woul d enabl e peopl e, even
t hose people largely ignorant about nutrition, to
easily identify healthful foods, foods that m ght
reduce their risk of obesity and other health
pr obl ens.

The FDA would have to do two things to
i npl ement such a program First, it would need to
devel op appropriate criteria, perhaps starting with
its definition for "healthy"; then devel op a synbol
that could be used on |abels and also in packagi ng
in
adverti sing.

The Anerican Heart Association and
simlar
groups abroad have developed criteria for foods
t hat
it considers heart-healthy. It |icenses conpanies
to

print a special heart check synbol on [|abels of
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f oods
that meet its criteria. I1t's a good program but
because the programis fee-based and operated by a
private entity, it has had limted use in the food
i ndustry.

A better exanmple is the Swedish
governnment's healthy food program Sweden has

devel oped criteria for about a dozen categories of

f oods. For instance, breads nust be whole grain
and
at least 11 percent dietary fiber. M1k nust have
no

nore than one-half percent butter fat. The fat

content of entire neals nust not exceed -- these
are
packaged neals or neals in restaurants -- must not

exceed 30 percent of the calories. The governnent
all ows the use of its official keyhole synbol on
packages that neet the relevant criteria.

And this is an exanple of the seafood
curry. |'mnot sure you can see it back on the far
seats, but there is a little keyhole symbol printed
on
t he package.

Whi | e one could debate the specific
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criteria that Sweden uses or the Anerican Heart
Associ ation, the basic concept is sound. According
to
t he Swedi sh governnment, nost foods that neet the
criteria bear this keyhole synbol. I think this
could
be extremely useful in the United States to draw
people to the nost healthful foods.

In addition to the carrot of a good
f ood
synbol, there could be a stick to help consuners
avoi d
| ess healthful foods. One of the single nost
i nportant nutrition concerns is saturated fat and
trans fat because of their role in pronoting heart
di sease. Food | abels could better highlight foods
high in saturated and trans fats.

The FDA has said that foods that
contain

four grans or nore per serving are high in

sat ur at ed
fat. The FDA could require such foods containing
nor e

than four grams of saturated fat per serving to

bear
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a special synmbol on the front of the package. USDA

could do the sanme for the foods under its

jurisdiction

al ong with an acconpanying statement like "High in

saturated fat. Eat smaller portions and |ess
often.”

And the nutrition |abel, where there is space,
could

al so use the word "high" next to "saturated fat" on
t hose foods.

Let me turn now to question six that
has
to do wth the FDA asked, what are the nost
i nport ant
things that the agency could do to address the
probl em
of overwei ght and obesity? |In addition to the
heal t hful food synbol to draw people to the npst
heal t hf ul foods, the FDA needs to recogni ze that
Americans are getting an ever greater portion of
their
foods at restaurants, cafeterias, and vendi ng
machi nes, | ocations where there is rarely any
nutrition information.

Meanwhi | e, t he Depart nent of
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Agricul ture

and ot her researchers have found that we eat |ess
nutritious meals when we eat outside of the hone.
Ve

eat nore calories and get fewer nutrients.

But because of industry |obbying back
in
1990, the Nutrition Labeling and Educati on Act does
not require restaurants to provide patrons with any
nutrition informati on except in very speci al
ci rcumnmst ances.

New | aws are needed to require chain
restaurants to post calories on nenu boards and
wher e
there is nore space to list the calories, saturated
plus trans fat, and sodium on printed nenus.

| t would be extrenely useful to
consuners
to see right on the nenu board or nmenu that a
medi um
soft drink had 200 calories, a |large one 400, and a
huge one 600 or that a regular order of fries had
300
cal ories and the huge version 600 calories. Such

information m ght be the single nost effective way
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to
encour age cal ori e-consci ous consuners to choose
smal | er serving sizes outside the hone.

Vi | e sone restaurants provi de
nutrition
posters, Web site information, or brochures, those
can
be hard to find and read and are really a waste of
noney. The only real way to hep consuners would be
to
list calories and other information right at the
poi nt
of purchase on nmenu boards and nenus.

A few chains are actually doing that,

at

| east for their healthier itemns. For instance,
Baj a

Fresh, a chain of nore than 200 restaurants, lists

calories, fat, sodium and fiber on its speci al
lighten up menu over here under each of the six
itens.
Oive Garden does the same for its garden fare
itens.

Currently sever al st at es and t he

District
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of Colunbia are considering |egislation that would
require that nutrition information on nenus and
menu
boards. And | expect that a bill soon will be
introduced in the House of Representatives.

| urge the FDA and t he Departnment of
Heal th and Human Services not to support silly tray
liners or Wb site information but to strongly
support
those state and federal bills that give consuners
key
i nformation, especially about calories, right when
t hey are deciding what to buy.

Thank you very nuch.

(Appl ause.)

CHAI RMAN CRAWFORD: Dr. Jacobson, if |
coul d? Thank you for a rich presentation.

If I could go back to that part, that

area
where you were talking about serving sizes and
changes
in the labeling, are you proposing that if it's,
say,
a 24-ounce container of something and the nutrition

facts panel relates to like an 8-ounce serving
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si ze,
that you change it to show whatever the size of the
container is, that the total amount of nutrients in
t hat container be listed on the |abel or are you
presum ng that or recommendi ng that both woul d be
done; that is, a regular serving size plus the
whol e
cont ai ner ?

DR. JACOBSON: That's right. That's
right. Both would be done. | mean, there are a
huge

nunber of products out there. So for a five-pound

bag

of flour, I don't think it would make sense to |i st
the total calories per container. So it my not
apply

to every food.

CHAI RMAN CRAWFORD: But let's say the
contai ner were three tinmes the serving size.

DR. JACOBSON: That's right.

CHAI RMAN CRAWFORD: That's what you're

DR. JACOBSON: That's right. And | was
thinking if it's up to five servings per container.

CHAI RMAN CRAWFORD: How nmuch good do
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you
t hi nk that would do?

DR. JACOBSON: I think any of the
t hi ngs
we're tal king about would neke a little dent in
obesity, not a huge amount. | think the nost
i nportant thing, the biggest inpact would be at
restaurants to give people that little bit of
i nformation before they have bought the foods and a
heal thy food synmbol to attract people to the nost
heal t hf ul foods.

And then | thought the previous speaker
made a conpelling presentation in many regards.
I''m
not sure that's within FDA's jurisdiction to do
anything on it, but HHS | think certainly should
| ook
at people who are eating vegetarian diets. They
are
healthy. They live |longer than the rest of us.

And HHS needs to consider and U.S.
Department of Agriculture needs to consider whether
it's going to be candid with the Anerican public on
what are the best diets to eat.

It's a |lot easier to pronote one
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overal |
heal thful diet -- I'mnot saying you have to be
vegetarian but noving in that direction -- than to

tell people, "On breakfast cereals, do this. On
ice
cream do that. On yogurt, do this. And pay
attention to 100 different things."

| f you count up the nunbers on the
nutrition facts label, a |abel, of course, which
CSPI
strongly advocated, there are probably three dozen
nunbers on a single |abel. It's confusing. We
need
sinpler ways of encouraging people to eat a
heal t hi er
diet for the sake of preventing obesity but also
heart
di sease, cancer, and a whole |ot of ot her
di et-rel ated
pr obl ens.

CHAI RVAN  CRAWFORD: So you are
advocati ng
a conprehensive re-look at the |abel format, and
al |

that sort of thing?
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DR. JACOBSON: Well, | don't know,

especially in certain regards. But | think there
my

be tradeoffs of saying, "Let's add this but get rid
of

t hat . "

CHAI RMVAN CRAWFORD: And one nore thing.
VWhat do you have against tray liners?

DR. JACOBSON: They're worthl ess.
They're
silly. They have no effect.

(Laughter.)

DR. JACOBSON: And these are --

CHAI RVAN  CRAWFORD: VWhat nmakes them
silly?
| mean, are they nore silly than others?

DR. JACOBSON: Well, they are tenporary
little things that may inform a few people, but
t hen
it's gone. You know, it's like telling the package
food industry, "For three nonths, put nutrition
information in a brochure that's handed to sonebody
at
t he checkout counter or even printed on the |abel."

And then three nonths |later, it's gone.
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And with the fast food industry, when

t he
pressure is off and now that that lawsuit in New
Yor k
has been di sm ssed, deep sigh of relief, "W don't
have to do anything."

The Congr ess | ooked at nutrition
| abel i ng
15 years ago. And it didn't say, "Let's have a
book
at the end of every aisle in the supermarket with

nutrition information so people could [ook that

up.
Congress said, "Look, sonebody is

checki ng

out a box of cereal. Tell themwhat is in it right

t here. Then they can decide to buy it or not."

And

we need something simlar or anal ogous for
restaurants

or at |east chain restaurants. We're not saying
every

Mom and Pop has to do any nutritional analysis of
every food. Standard itens.

It up there would say, "Big Mac, 590
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calories, $2.19." Right belowit, it would say,

"Regul ar hamburger, 150 calories, 99 cents." Gyve
peopl e that one bit of information.

And the reason the National Restaurant
Association and the fast food conpanies are
fighting

it so much, fighting such proposals is they know it

woul d have an inpact. People would buy smaller
portions.

CHAI RMAN CRAWFORD: Thank you very
much.

DR. JACOBSON: Thank you.
(Appl ause.)

VI CE CHAI RMAN LEVI TT: Qur next speaker

you will greet her because after her, we wll take
a

break -- is Alison Kretser, Director of Scientific
and

Nutrition Policy, Gocery Manufacturers of Anerica.
Did | do sonmething wong? No. W|I

speak

now. | said you will greet her because upon

conpletion. Sorry about that, Alison.

MS. KRETSER: Good afternoon. Thank
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you.

Cbesity is an issue of paranmount
i mportance to the Grocery Mnufacturers of Anmerica
and
its menmber conpanies. In 1999, the GVA board of
directors identified it as a grow ng problem and
one
that was of special <concern to the food and
bever age
i ndustry.

At that time, GVA commtted itself to
hel ping to solve the obesity problem in Anmerica.
Thi s
conmtnment led to the formation of two separate and
distinct efforts to provide realistic, proactive

solutions to help prevent and reduce obesity in

Ameri ca.

The first was the formation of the
American Council for Fitness and Nutrition, of
whi ch
GMA is a founding nenber. You will hear from Dr.

Finn, the council's chair, in a few n nutes.
The second was the formation of a GVA
f ood

and health strategy group made up of senior food
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and
beverage industry executives. The group's purpose
IS
to provide industry | eadership to pronote
sci ence-based efforts t hat positively I npact
critical
nutrition and public health issues, ensure the
gl obal
food and beverage industry is a positive force and
a
valid and responsi ble partner in addressing the
obesity issue, and to coll ect exanpl es of best
busi ness practices, such as corporate well ness
prograns, and encourage conpani es to adopt them

The group is also commtted to working
with the Departnment of Health and Human Services
and
the USDA as they revise the dietary guidelines and
t he
food gui de pyram d.

In a statenent submtted to the Dietary
Gui del i nes Advisory Committee, GVA outlined ten
principles for devel oping effective and realistic
nutrition and physical activity recomrendati ons for

Aneri cans.
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As a whole, the principles stressed the
i nportance of eating a nutritionally bal anced diet,
engagi ng in regular physical activity, and the need
for Anericans to noderate their food intake to
mat ch
their level of physical activity. These principles
are relevant to GVA and the strategy groups' total
commt to reduce and prevent obesity in Anerica.

We believe these principles will help
al |
Americans |ead healthy and active lives by giving
t hem
information about nutrition and physical activity
t hat
is wunderstandable and relevant to their daily
lives.

Specific initiatives the industry is
spear headi ng addressed product innovation, inproved
| abel i ng, advertising, and working with all
st akehol ders in the obesity debate, npbst notably
t he
FDA and all critical policy-mkers.

GMA and the food industry as a whol e
acknow edge that we play an essential role in

provi ding consuners with safe nutrition, enjoyable
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and

af f ordabl e food. We can make significant
contributions by intensifying our efforts to
provi de

a wi de range of nutritious product choices and

mar keting these choices in a way that pronotes

heal t hy
lifestyles.

To this point, we are commtted to
usi ng
our scientific know edge and technol ogi ca
expertise

to continue to research, develop, and offer a range
of

foods to neet many consumer needs, including
nutrition, taste, conveni ence, and val ue.

VWi | e our conpani es have al ways been
commtted to providing Anerican consumers with the
hi ghest quality products possible, we have seen a
definite shift in consuner demand for nor e
nutritious
food choi ces.

Over the past 5 years, sales of a
vari ety

of so-called "better for you" foods averaged 18
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percent gross, a definite sign that consuners are

| ooking for new ways to neet their personal health

and

nutrition needs, including obesity. And our
conpani es

are responding by developing and introducing
products

and reformul ati ng existing products to nmeet this
demand.

Earlier this year, FDA announced two
significant changes in food and beverage | abeling,
mandat ory and quantitative |abeling of trans fat,
and
voluntary qualified health clains. GVA is fully
supportive of these initiatives as they have
al r eady
begun to spur additional conpetition anong food
conpani es to develop nore and better foods to neet
consunmer demand for nutritious foods and beverages.

GMA al so supports additional efforts to
improve nutrition |abeling, including setting
regul atory standards for | ow carbohydrate nutrient
content clainms and conducting consuner research
regardi ng consumers' perceptions of calories and

serving sizes.
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In the case of trans fat, the GVA
supports
FDA's decision to require quantitative | abeling of
trans fat as a separate line within the nutrition

facts box. We believe this regulation provides

consumers with conci se i nformati on about t he
cont ent
of trans fat in their foods and will allow themto

make informed choices about which products to
pur chase
based on their own preferences and heal th needs.
GMA also encourages the FDA to work
wi th
researchers devel oping new varieties of oils that
have
healthier nutrition profiles. For exanple, GVA
menber
conpani es are investing a great deal of tine,
resources, and research into finding alternative
oils
that do not contain trans fat.
Manuf acturers are working closely with
i ngredi ent suppliers to bring new technol ogi es and
new

varieties of oils to the narket. Wth the FDA' s
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support for this type of research, the industry is
confident that it <can significantly reduce the
anmount

of trans fat in the food supply.

GMA strongly supports FDA's pre-market
notification system for proposed qualified health
claims submtted by food conpanies and others. As
| ong-time supporters of qualified health clains for
foods, GVA firmly believes this system will allow
t he
food industry to get the newest health information
onto the food |abel and into the hands of
consuners,
enpowering themto nake in-store conparisons.

More inportantly, the ability to use
qualified health claims will provide food
manuf acturers with yet another incentive to devel op
and mar ket new nutritious products. GVA does have
serious concerns about consunmer perception of how
qualified health claims will be used.

There's a coment, nyth perception in

t he

media that the market wll now be flooded wth
snake

oils and that the food industry will pursue clains
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with mniml scientific support, such as clains
ranked

as C or D by FDA. These beliefs are entirely

i naccur ate.

GVA' s nenber conpani es have built their
success upon consuner trust in the quality of their
brands, a trust that our conpanies intend to
mai nt ai n
by pursuing only those clains that can be
substantiated by a credi bl e body of science-based
research.

Exanples of the types of claims GVA
menber
conpanies may pursue include lowfat dairy foods
my
reduce the risk of hypertension and Orega 3 fatty
acids may reduce the risk of heart disease.

GVA also fully supports and conmmends
t he
FDA for their flexibility in accepting consuner
research data submtted by the International Tree
Nut
Counci|l that hel ped determ ne the actual wordi ng of
the first approved, qualified health claim

GMA bel i eves the FDA should use this as
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t he nodel for devel oping future qualified health
cl ai ms because consumer research can significantly
inform the deci si on- maki ng process. Mor e
i nportantly,
consumer research can ensure that the nost
ef fective
wording is used in a qualified health claim based
on
the FDA's reasonabl e person standard.

For years, our nenber conpani es have

quietly reduced the |level of calories and certain

nutrients in the brand name products. Thi s
i ncl udes
fi ndi ng way s to make i ncrenent al conti nued

reductions
of sodiumand fats in foods. |In many cases, these
reductions are not significant enough to warrant
nutrient content clainms, such as reduced sodi um
GVA believes it is inmportant for FDA to
consi der ways to encourage conpanies to continue to
make these increnmental changes that when adopted
broadly could have a significant inpact on consumer
heal t h.
As FDA reviews the expected report from

the Institute of Medicine on the Commttee on Uses
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of
Di etary Reference |Intakes, FDA should consider what
incentives mght be appropriate to spur continued
i ndustry efforts on this front, including revisions
to
nutrient content claim standards.

Wth the growi ng popul arity of
| ow- car bohydrate diets, the food industry is
seeki ng
ways to respond to consuner demand for foods that
meet
their dietary and wei ght | oss goals. This neans
devel opi ng and pronoting foods that are low in
car bohydr at es.

However, there are no gover nnent

regul ati ons defining what constitutes a l|ow-carb

claim

for foods. Therefore, at the request of its
menbers,

GMVA will subnmt to FDA a citizens' petition
outlining

our recomendati on for the definition of a
| ow- car bohydrate claimin early 2004. We'Ill see if
we

can beat your February deadli ne.
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GMA believes that this request is

consistent with FDA's publicly stated m ssion of
providing nore and better nutritional informtion
to
consuners, a m ssi on t hat GVA supports
whol eheart edly.

W hope to work wth the FDA to
establish
clear guidelines for the wuse of this nutrient
cont ent
claimin order to provide consuners with consistent
nutrition |abeling informtion.

In the interim GVA nenbers, the makers
of
the world's nost trusted brands are acting
responsi bly, as they always had, to determ ne what
IS
the best way to meet consuner demand for
| ow- car bohydrate foods and to provide foods that
are
saf e and accurately | abel ed.

We are determned to maintain the
hard-earned trust t hat we have earned from
consuners

around the world. We hope this FDA will address
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this
pl anned request as soon as possi bl e.

As with other aspects of the |abel,
cal orie and serving size information within the
nutrition facts panel nmust be conveyed to consuners
in
a way that is neaningful and relevant to how
consuners
live, work, and play.

I n order to addr essi ng ener gi ng
guestions
about consumer perceptions, other nutrition facts
box
cal orie and serving sizes, GVA plans to comm ssion
consuner research that will explore several points,
including how consuners use the food |abel to
obt ai n
calorie information, how to nore effectively
communi cate calories in single serving packages,
how
calorie labeling mght inpact consunmer behavior,
how
consuners react to and incorporate |ow and
reduced-cal orie products in their diets.

As GVA pursues this research, we
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bel i eve
it would be extrenely valuable to solicit FDA's
i nput
regardi ng our research protocol and hope that it
m ght
be possible that we can sit down. \When conpl et ed,
we
al so hope to work with FDA to use the findings to
devel op | mproved  consumner education messages
wi t hout
the caloric value of food in a way that is
appl i cabl e
to consuners' daily lives.

| nform ng consuners about products and
services available to themis essential if they are
going to enjoy the benefits of the options that
f ood
conpani es provide. Educating consuners, especially
parents and their children, how to neet their
i ndi vidual needs, taste, and preferences through
t he
proper bal ance of activity and nutrition enmpowers
consunmers to maintain a healthy weight.

Advertising is an inportant means of

communi cating that information and a critical
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el ement

of the conpetition that drives innovation. Every

advertiser knows that effective advertising depends

on

consunmers' trust and respect. Accordingly, the

nmenbers of GVA have a | ongstanding commtment to

responsi bl e advertising and marketing practices.
The food industry is <continuing to

ensure

that its comruni cati ons with consumers accurately

portray the products, their intended uses, and the

benefit they deliver. The industry is continuing

to

ensure that its advertising and marketing practices

do

not encour age overeating or i nappropriate

consunpti on

of foods.

In addition, the industry is seeking
way s
to utilize its mar ket i ng capabilities to

comruni cat e
healthy lifestyles' nessages to consunmers through
multiple media fromlabeling to advertising to Wb

sites in many channels fromretail custoners to
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wor kpl ace environnents.

The self-regulatory system nmnaged by
t he
Nati onal Advertising Review Council, NARC, deserves
much of the credit for the truthful and responsible
advertising that consunmers seek today.

I n t he f ood sector, vol untary
conpl i ance
with the decisions of the National Advertising
Division and the Children's Advertising Review
Unit,
CARU, ensures that advertising nmeets the highest
standards of truth and accuracy.

Mor eover, adherence to CARU s
sel f-regul atory gui del i nes of children's
adverti sing
has fostered advertising that pronotes bal anced
diets
and healthy lifestyles.

Despite these successes, the public is
| argely unaware of CARU s positive inmpact on
children's advertising. The effectiveness of
sel f-regul ation derives from st akehol ders
appreciation and its role of advertisers'

participation in its procedures.
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To this end, GVA today sent a formal

request to NARC asking that it enmbark on a canpaign
to
raise visibility of its role to expand its
noni tori ng
of food and beverage advertising through the
Nat i onal
Advertising Division and CARU.

More specifically, we are encouraging
CARU
to publish a white paper explaining its principles,
gui del i nes, and deci sions applicable to food
advertising. GVA has also urged all of its menbers
to
support CARU and to adhere to CARU s
sel f-regul atory
gui delines for children, children's adverti sing,
several of which apply directly to diet, health
and
nutrition.

In terns of collective action with FDA
GVA firmy believes that this is necessary for al
st akehol ders to work with the FDA in a partnership
to

pronmote the adm nistration's prevention nessages in
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the Healthier U S. initiative.

We know the Departnment of Health and
Human
Services is launching public service announcenents
in
col l aboration with the Ad Council next year. And
we
woul d like the opportunity to work with you to
| everage our collective reach through our products
and
di stribution channels to get FDA's and HHS obesity
preventi on nessage out to the general public.

To that point, GVA appl auds HHS and t he
FDA efforts to provide consuners with better
i nformation about nutrition, physical activity, and
the inportance of striking the right balance
bet ween
the two in order to live a healthy lifestyle.

We support the admnistration's efforts
to
get nmore and better information into the hands of
consunmers so they can nmake better choices for
t hensel ves.

I n conclusion, the food and beverage

industry is commtted to hel ping arrest and reverse
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the gromth of obesity around the world. Achieving

this goal will require nmultiple strategies, the

integrated efforts of many sectors, and |ong-term

resol ve.

W are commtted to doing our part.
And
we will support others in doing theirs. W |ook

forward to our continued partnership with FDA and
HHS

in achieving our shared goal of conbatting obesity

in
Anmeri ca.

Thank you.

(Appl ause.)

CHAI RMVAN CRAWFORD:  You made a bri ef
comment about the food guide pyramd. |In doing so,

I
take it that you feel that it should be nodified or
converted into a parallelogram or whatever. Would
you
el aborate a bit on that in terns of what its role
has
been in either preventing or reducing obesity?

MS. KRETSER: Well, | would just like

to
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comment that GVA is participating in the process as
this revision works its way through. And we wll
Ve
plan to subnmit comments to USDA to their technica
docunent. Those are due on Monday.

We're | ooking at the proposed revisions
t hat USDA put out. And we have sone serious

reservations about some of their proposed changes.

One of the things I will share with you is the fact
we
feel that we will never be able to address this

probl em obesity, unless we collectively help

Americans to not only look at the amunt of food

t hat
t hey need.

We recogni ze that we are half of that
equation, but wuntil Anmericans understand how to
| ook

at the total equation, then it's going to be very,
very difficult. And so we hope that USDA wll
begin

to enbody HHS and FDA as they go forward | ooking at
a

lifestyle that includes both physical activity and

t he
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f oods we eat.

VI CE CHAI RMAN LEVI TT: Thank you.

As prom sed, we will in a noment take a
15-m nute break. By nmy clock, it is 10 minutes
before
3: 00. And so if people could reconvene, we still
have

a number of speakers that deserve to be heard. So

we
will reconvene at 3:05 in this room Thank you
very
much.

(Whereupon, the foregoing matter went
of f

the record at 2:52 p.m and went back

on

the record at 3:16 p.m)

VI CE CHAI RMAN LEVITT: If | could ask
everyone to take their seats, we will be able to

proceed to the final section of our public meeting

t oday.

As we are about to announce our next
speaker, |1 would like to remnd everyone that we
have

opened the public docket and that we encourage you
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followwng this mnmeeting to submt coments in

writing.

You may have further thoughts. People in the
audi ence

who did not speak I'msure will have views that you
would like to submt. And we encourage you to do
t hat

to our witten docket.
Qur next speaker is M. Andrew Briscoe,
Presi dent of the Sugar Associ ation.
MR. BRI SCOE: Thank you, M. Levitt.
Before | begin my official coments, |
m ght say that on a personal note, | do struggle
with
the word "diet" nyself as a person nyself, whether
it's vegan diet, whether it's Atkins diet, because
I
think some of ny associates in the audience can
attest
to the fact that |'m about 80 pounds |ighter, but
it
doesn't have anything to do with a diet. In fact,
I
i npl ement ed about 2 or 3 years ago the physical

fitness conmponent in nmy life, which is about 30
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m nutes of physical fitness a day. So from a
per sonal
note, | reiterate the inportance of that.

| am Andrew Briscoe, President and CEO
of
t he Sugar Associ ation. The Sugar Associ ation
represents sugar cane growers and refiners and
sugar
beet growers and processors in the United States.
Ve
would like to offer the following coments for
FDA' s
consideration as you contenplate what action you
can
take to educate and assist the public in their
quest
for good health and wel | -bei ng.

First and forenost, | wuld like to
assure
you that no food conpany or industry represented in
this room wants anyone to be obese. That said, the
Sugar Association has called for nore involvenent
by
all stakehol ders, including representation fromthe

food industry, to solve the battle agai nst obesity.
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And that is why we are here today to testify. We

want
to be engaged in realistic, science-proven, and
achi evabl e resul ts.

In the interest of tinme, we chose to
focus
on one of the six questions to provide input today.
Question four specifically states, are there
changes
needed to food |l abeling that could result in the
devel opment of healthier, |ower-calorie foods by
i ndustry and t he sel ection of heal t hi er
| ower-calorie
f oods by consuners?

To respond to that, | would like to
address the question of whether changes to the food
| abel woul d result in t he devel opnent of
| ower-calorie
foods by the food industry by proposing the sinple
fact the American people are already blessed with
an
abundant supply of healthy foods, which enables
t hem
to enjoy nutrient-adequate diets that are the envy

of
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t he worl d.

We would |like to assert that America's
current dietary problens, including overweight and
obesity, are not the result of |ack of healthy,
| ow-calorie diets but, instead, the results of
i ndi vi dual choice and, frankly, we consune too rmuch
f ood.

The Sugar Associ ati on does not believe
further devel opnent of so-cal |l ed heal t hy,
| ow-cal orie
foods will solve the national problemand, in fact,
woul d be or could be counterproductive.

A perfect paradigmis the request for
t he
devel opnent of lowfat food products in the '90s.
The
food industry was very responsive to the governnent
and nutrition community's call for the devel opnent
of
| ow-fat versions of many foods.

Foods, whether lowin fat or lowin
carbohydrate, nust contain ingredients that mmnmc
t he
functional properties of the original ingredients

and
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provide simlar texture and consistency as well as
good taste in order to be eaten.

A survey of many popul ar food itens by
Tufts University reported on in two recent articles
in
their newsletter titled "Low Carb Craze or Low-Carb
Crazy." And the second article was titled,
"Sugar - Free Shortcom ngs.” Both of themillustrate
that lowcarb or sugar-free versions were al nost
identical in calories as their full-carb or
sugar - cont ai ni ng counterparts.

This should send up red flags fromthe
| essons learned in the low-fat craze. As with
|l ow-fat, the current enphasis on cutting carbs once
again is mssing the calorie nessage and it gives
us
the psychol ogical nessage that it's okay to eat
nor e.

Over the past several decades, foods
once
considered staples of the Anmerican diet such as
eggs,
m |k, and butter have come wunder attack. Now,
rice,

pot at oes, sugars are all being | abel ed as potenti al
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sources of health problens. W would like to
suggest

that to encourage the devel opnent of new foods or
f ood

ingredients to replace proven foods and ingredients

is
not wi t hout potenti al l ong-term heal t h
consequences.

We offer the trans fat exanple and al so decreased
cal cium i ntake as exanpl es.

To continue to nove away from our
nat ur al
food sources may have inplications for netabolism
satiety, and taste preferences. The evidence is
overwhel mng that sinply restricting one food item
i ngredi ent or macronutrient does not work.

It is also a fact that many so-called
heal thy foods are | eading to weight gain sinply
because they are being consuned in portions that
are
in excess of what individuals need to maintain a
heal t hy wei ght.

A nati onwi de educational effort by al
st akehol ders to assist the American public in

understanding what 1is the proper portion size,
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whet her

they are eating fruits, vegetables, dairy, grain,
f ast
food, or dessert, would be a better use of current
resources than another cycle of food devel opnent
and
remaki ng of the food | abel.

The diets of the Anmerican public are
very
diverse. And so is the diversity of the opinion of
the academc and nutrition community as to what
f oods
shoul d be considered as part of a healthy diet.

We think all will agree on one thing.
The
health  of the American public is i nproved
consi derably
if the people eat | ess and increase their physical
activity.

As President of the Sugar Association,
I
must say a few words about sugar obviously. One of
the main argunments for changing the food | abel to
include the so-call ed added sugars is the assertion

t hat added sugars' intake is a causative factor for
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obesity.

This is not substantiated by the
sci ence.
In fact, every major review of the scientific
literature exonerates sugar's intake from any
i nvol venent in any di sease, including obesity.

The nost recent is a three-year study
by
the National Academy of Sciences' conprehensive
revi ew
of scientific literature involving 279 references,
whi ch concl uded, "Based on the data avail abl e on
dental caries, behavior, cancer, risk of obesity,
and
risk of  hyperlipidema, there 1is insufficient
evi dence
to set an upper limt for total or added sugars.”
| t
goes on to state, "There is no clear and consistent
associ ation between increased intakes of added
sugars
and BM ."

Conti nued enphasis on added sugars
wi t hin

the dietary guidelines, the food guide pyramd, or
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any

food | abel in the absence of valid scientifically

verifiable health inplications will only continue
to

obscure the real issue. If one consunmes nore
cal ori es

than one burns, no matter what the source, weight
gai n
is inevitable.

The Sugar Associ ation believes the
American consuners wll be better served by
nutrition
advice that can wthstand the scrutiny of
collective
scientific evidence on the food | abel as well as in
nutrition policy.

Those are our comments today. And we

wi ||
certainly expand upon themin our witten conments
submtted to you later. We certainly appreciate
t he
opportunity.

CHAI RMAN CRAWFORD: Let me ask you
about

your exercise program
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MR. BRI SCCE: Yes, sir, by all neans.

CHAI RMAN CRAWFORD: It's like a daily
ki nd
of thing, and is it --

MR. BRI SCOE: Every day.

CHAI RVAN CRAWFORD: -- one of these
that's
syndi cated or sonmething |ike that or --

MR. BRI SCOE: You know, of course, it's
against the inside the Beltway nentality, but it's
a
si npl e approach. You dedicate 30 m nutes a day. |
al ternate. | run every other day. And then | go
and
work out and lift weights every other day.

But | guess | would ask the audience
here.

How many of you worked out before you canme to this
nmeeting today?

CHAI RMAN CRAWFORD: You nean today or
sometinme in their life?

(Laughter.)

MR. BRI SCOE: Today, today. No.
Today.

Every day is a new day. And you need to exercise
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every day.

CHAI RMAN CRAWFORLD: Ckay. Thank you
very
much.

MR. BRI SCOE: You're wel cone.

(Appl ause.)

VI CE CHAI RVAN LEVI TT: Qur next speaker
is

Lyn O Brien Nabors, Executive Vice President,
Calorie
Control Council.
MS. NABORS: Thank you.
The Calorie Control Council is an
i nternational association representing the
manuf acturers of |ow calorie and reduced-fat foods
and
bever ages. We also represent the conpanies that
make
| ow-cal ori e sweeteners, |owcalorie bul king agents,
and fat replacers. |, Lyn Nabors, Executive Vice
President, am pleased to present the follow ng
comrents on behal f of the Calorie Control Council.
Secretary Thonpson, recently addressing
the 2005 Dietary Guidelines Advisory Conmttee,

not ed
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that he comes froma state that |ikes mlk, cheese,
beer, and bratwurst and asked the committee if they
could make them with fewer calories. well, the
good

news is such products already exist, along with
hundr eds of other good-tasting, |owcalorie, and
reduced-cal ori e foods and beverages. The bad news
is

t he consuners may not be using these products
appropriately.

According to the Cal orie Cont r ol

Counci |l 's
nost recent consuner research on |ight product
usage,

87 percent of Anericans say that they use |ight

products on a regular basis. And in this instance,

regul ar basis was defined as once every two weeks.
The majority of users consune these

products several times a week and say they want

nor e.

However, 36 percent of those who say they need to

| ose

wei ght admt that they often splurge on their

favorite

full-calorie foods.
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Dr. Jim HIl of +the University of

Col or ado
recently reported that people are gaining an extra
2
pounds per year, or 14 to 16 pounds over an 8-year
peri od. He notes that a sinmple approach to
preventi ng
this weight gain is to cut out just 100 calories
per
day. This cut of 100 calories per day can be done
by
usi ng reduced-calorie products in place of their
f ul
cal orie counterparts.

For exanpl e, sinply substituting a
packet
of lowcalorie tabletop sweetener for sugar in
cof f ee,
on cereal, and in iced tea three tines a day is
about
a savings of 100 calories. Consum ng ei ght ounces
of
a | i ght yogurt sweet ened with | ow-cal orie
sweet eners

in place of a lowfat yogurt saves about 140
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cal ori es.

Choosing a cup of skimmlk in place of
whole mlk saves 60 calories. Substituting a
serving

of sugar-free gelatin for the regular gelatin saves
about 70 calories. Using fat-free chips in place
of

regul ar potato chips saves 75 calories per ounce.
And

replacing a regular soda with a diet soda saves
about

150 calories. The list goes on and on.

It's well-known that weight loss is the
result of expending nore calories than consuned.
Addi tional calories would need to be cut from the
di et
and activity increased, preferably both, in order
to
| ose wei ght.

Low-cal ori e sweeteners and the products
contai ni ng them provi de sweetness and good taste
wi t hout the calories of their full-calorie
counterparts. Research denonstrates that when
sucrose

is covertly replaced with | owcal orie sweeteners,
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non-di eti ng obese and normal wei ght individuals
i nconpl etely conpensate for the caloric reduction.
I'n

ot her words, they consune fewer cal ories.

| nportantly, a three-year scientific
st udy
conducted at Harvard Medical School showed that the
| ow-cal ori e sweetener Aspartane was a val uable aid
to
a |l ong-term w ght nmanagenent programthat included
di et, exercise, and behavior nodification.

A recent study to determ ne the inpact
of
reduced-calorie foods and beverages; that is,
products
that were sweetened with |owcalorie sweeteners,
was
undertaken to determ ne the quality of the diet of
American adults. The mcronutrient quality of the
di et of those using reduced-cal orie products
containing | owcalorie sweeteners was significantly
better than those who did not use such products
and
the energy intake was reduced.

Clearly, there are significant benefits
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when products reduced in calories are incorporated
into a sensible diet. Today the council proposes
| abel ing that woul d nake reduced-cal orie foods nore
attractive to consuners and all ow food and beverage
manuf acturers to position their products nore
favorably.

The proposed | abeling would al so assi st
in
educating consuners about the risk of obesity and
t he
important role that reduced-calorie products can
pl ay.

Thurs, please consider the follow ng.
Using reduced-calorie or mcronics as appropriate
to
t he pr oduct, we're t al ki ng about usi ng
reduced-cal orie
foods and beverages |limted in fat and calories in
foods and beverages as part of the diet may reduce
t he
ri sk of obesity. Obesity increases the risk of
di abetes, heart disease, and certain cancers.

We trust the FDA will give serious
consideration to this proposed qualified health

claim
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The council will formally proposed such |abeling to
t he agency shortly along with additional supporting
dat a.

Thank you.

(Appl ause.)

CHAI RMAN CRAWFORD: Thank you for that
present ation.

VWhat is the single thing within the
authority that the FDA has or the government in
general, the single thing you think we could do
t hat
woul d help with this current situation?

| take it you agree that we have a
public
heal th probl em of epidem c proportions. And | take
it
everybody does that is here. What is sonething
t hat
you think would make a difference? That's really
t he
ki nd of thing we need.

IVS. NABORS: That's not a sinple
guesti on.

CHAI RMVAN CRAWFORD: No. This is not a

si npl e situation.
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MS. NABORS: No, it's not. And | think

that nmy response to that would be consuner

educati on.

|'"'m not sure | can tell you exactly how you do
t hat,

but | think that the consumers really don't know
what

calories are. Even if you gave them the

i nformation,

soneti mes when you give t hem appropri ate
i nformation,

t he consunmer doesn't know what to do with it.

CHAI RMAN CRAWFORD: Do you think the
nutrition label as it currently exists is not
enough?

MS. NABORS: | have some concern about
putting too nuch information on a food |abel to the
point that it's confusing. There's just so nuch
t here
t hat people don't read it or it |ooks nessy.

CHAI RMAN CRAWFORD: By "education," you
are talking about I|ike print nmedia and use of
public
servi ce announcenents and that sort of thing?

MS. NABORS: Yes. And | think you need
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to
start with the children and the parents because, as
sonebody mentioned earlier, | think we learn to eat
what we eat when we are children. | nean, confort
food is a good exanple.

CHAI RMAN CRAWFORD:  Ri ght.

MS. NABORS: The things that you grow

up
with are the things that you continue to eat and if
we
can educate the children and the nothers about the
appropriate things to give their children.

CHAI RMAN CRAWFORD: Thank you.

VI CE CHAI RMAN LEVI TT: Qur next speaker
S
Dr. Susan Finn, Chair, American Council for Fitness
and Nutrition. Welcone.

DR. FINN: Thank you very much. It is

a

pl easure to be here. | am glad you are all here
with

us, even though the hour is late. It is a pleasure
to

be here and to be able to have the opportunity to

express the views of the Anmerican Council for
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Fit ness
and Nutrition.

As you recall, when Alison Kretser
spoke
with the GW, she indicated this is one of the two
strategies and approaches that the food and
bever age
industry is using as it participates with you al
in
hel ping to come up with solutions to this epidemc
problemthat we're all dealing with today.

The Anerican Council of Fitness and
Nutrition, which we fondly refer to as ACFN,
acknow edges, |ike you all do, that it is a grow ng
concern for all Americans. W also acknow edge, as
you all have, t hat it is a conplex issue
representing
a nultitude of factors related to diet, physical
activity, attitudes about nutrition and fitness,
cul tural and fam |y traditions, changi ng
lifestyles,
and even the design of our neighborhoods.

For these reasons, it is obvious we are
all part of the problem Famlies, schools,

communi ties, pol i cy- makers, and the food and

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

321

bever age
industry all have a very inportant role to play in
conmbatting this problem
In January of 2003, the American
Counci |
of Fitness and Nutrition was fornmed by a coalition
of
f ood and bever age conpani es, restaurants,
adverti sers,
related trade associ ations, and ot her interested
gr oups.
Today ACFN is a not-for-profit
or gani zati on representing nor e t han 40
organi zati ons,
i ke the Anerican Dietetic Association, all who
support ACFN's m ssion to work with public
policy-makers at the national, state, and |ocal
| evel
to advocate for realistic long-term solutions to
t he
nation's growing obesity epidemc and to pronote
sone
of the very best exanples of things that do worKk.
As the Chair of the American Council

for

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

322

Fitness and Nutrition and past President of the
American Dietetic Association, | have committed ny
time and efforts to working with you all and other
policy-makers to provide famlies, schools, and
communities with information and resources needed
to

address obesity, particularly for customers and for
i ndi viduals on their own ternms.

The energi ng consensus is that obesity
solutions nust address both diet and activity.
Thi s
will require FDA to work with all stakehol ders,

i ncluding the food industry and the busi ness
community, to nmake the best wuse of existing
resour ces

and progranms.

Furthernore, these efforts nust focus
on
programs and policies that really enpower consuners
to
make the very best choices for their own personal
health and their own nutrition goals, allow ng them
to
find a long-lasting healthy bal ance for life.

The FDA is to be commended for its work
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in
doing just that. Regulations for qualified health
claims and the trans fat |abeling are just two of
t he
exanpl es where FDA has stepped forward to provide
consumners with accurate i nformation about
nutrition.
And t hank you for that. These regulations wl]l
provi de food and beverage conpanies with one nore
reason to develop even nore nutritious foods.

FDA shoul d not underestinmate the power
of
conpetition. As with the agency's challenge to
i ndustry to devel op and market nore reduced fat and
fat-free products in the 1990s, you can be assured
that the industry will respond to the chall enge of
provi di ng consuners with products that can make
positive clainms about the nutritional benefits for
CONSUNers.

Ameri can Counci | for Fitness and
Nutrition
al so encourages the FDA to assess what gaps in
research exists regardi ng obesity's causes and
solutions, particularly in the behavior aspects.
Thi s
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can be done even through projects on their own or
by
partnering with agencies or with the private sector
or gani zati ons.

A thorough assessnent of the gaps in
t he
exi sting obesity research would provide the FDA and
others with a much better understandi ng of what the
next steps are in conmbatting obesity. And this
nmorning we were pleased to hear that NIH is taking
such a step.

The industry is firmy conmmtted to
partnering with FDA to pronote effective policies

ainmed at inproving nutrition information and

encouragi ng regular physi cal activity. The
i ndustry
acknowl edges the role it plays in providing
consuners

with many foods and beverages they enjoy every day
and

is commtted to doing its part to hep consuners to

better understand how they have to balance what
t hey

eat with what they do.

The industry's comm tnment includes
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investing in innovative product research and
research

into nutritious products, providing consumers with
products to neet their health needs and goal s,
assessing portion size and packagi ng, responsible
advertising, and marketing practices, and certainly
wal king the talk by supporting their own health and
wel | ness prograns for their own enpl oyees.

In recent nonths, the industry has made
great strides in many of these areas. And |'m sure
you all have read about some of these. Conpani es
such
as Coca-Col a, Gener al MIls, Kraft, Mott's,
Pepsi Co,
and others have introduced so-called "better for
you"
products. These include new m | k-based dri nks,
reduced-calorie juices, trans fat-free snacks to
nanme
just a few.

And restaurants |ike Appl ebee's,

McDonal d's, the Oive Garden, and Wendy's are al so
contributing to these efforts by launching
partnershi ps and by offering new nenu options, such

as
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salads and reduced-fat neals. Ot her industry
efforts

include review ng what constitutes an appropriate
si ze

for a single serve package, increasing the anount
of

nutrition information available in restaurants, and
provi di ng enpl oyees with access to their on-site
fitness centers within their facilities.

The Anerican Council for Fitness and
Nutrition also pronmotes the fitness and nutrition
prograns and policies that you all know about:
Heart s
in Parks; P.E. for Life; America on the Mve; and
t he
Depart nent of Education's Carol M White Physi cal
Educati on Program grants; and, of course, HHS
Healthier U S. initiative.

As the FDA considers its own conmmunity
outreach prograns, we recommend that the FDA
partner
with one or nore of these prograns in order to
maxi m ze exi sting resources and establish
conmuni ty- based progranms that are effective and

| ong-term solutions to obesity.
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At the end of the day, any regulation

or
new initiative should help consuners |ead healthy
and
active lives and be able to make wi se choices. The
i nformati on about these efforts should al so be
under st andabl e and relative to how famlies and
Americans |ive, rather than expecting themto make
full -scale changes to their lives.

We believe this approach is conpatible

with the adm nistration's Healthier U S. initiative

as
well as Secretary Thonpson's stated goals of
show ng

both children and adults the enjoyable and doable
steps they can take to better health.

As ACFN | ooks at ways for industry at
| arge to conbine forces to hel p conbat obesity, the
American Council for Fitness and Nutrition can
provi de
a framework for broader industry coll aboration and
partnerships with the FDA. We look forward to
wor ki ng
with you and your agency as it continues to devel op

its own strategy for helping to devel op a healthier
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Anmeri ca.

Thank you very nuch.

(Appl ause.)

CHAI RMAN CRAWFORD: Can | ask you just
one
qui ck thing?

DR.  FI NN: Sur e.

CHAI RMAN CRAWFORD: I n dealing with
fitness and nutrition and also the exercise habits
of
Americans, how do you react to the fact that in
1970
to '75, there was the so-called tennis boom or
exerci se boom or fitness boom or jogging? I
remenber
very well new tennis courts being built in
muni ci palities, waits in line to play tennis of an
hour and a half or nmore, and so forth and so on.

DR.  FI NN: Ri ght .

CHAI RMAN CRAWFORD: Then just a few
years
| ater, you could have put away the tennis courts
and
made picnic areas out of them So it seened |ike

exercise was in vogue for a while. Then it went
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away.
|s that correct? And what do we do to get it back?

DR. FINN: Yes. | think when you | ook
at
the data, it clearly a very small percentage of our
popul ati on do regul ar physical activity and regul ar
exerci se. | think clearly what has happened is we
are
just busy. We are busy until we have to make it
doabl e and good for and easy for people.

And that's why the little pedoneters,
like

the one | amwearing. And | have been very

i nadequate. |'ve only got 2,000 steps. And | have
been up since 4:00. So |I've got sonme work to do
yet.
But | think you have got to make it easy and it
fits
in wth folks" lives.

Thanks.

CHAI RMAN CRAWFORD: Thank you.

VI CE CHAI RMAN LEVI TT: Thank you very
much.

We are com ng down the home stretch, so

to
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speak, and wel conme our next speaker, Dr. Gregory
MIller, Senior Vice President, Nutrition and
Scientific Affairs, National Dairy Council.

DR. M LLER Good afternoon. And |
woul d
like to thank the commttee as well for the
privilege

to be here today.

Les, by the way, | have witten a book
as
well, too. And | wll mke sure you get a copy. |
think you will find it has a | arger breadth of data
in
it and nore bal anced approach to the science. So
we
will nmake sure you get a copy.

CHAI RMAN CRAWFORD: Thank you.

DR. MLLER We commend the FDA and the
Obesity Working Goup for undertaking such an
inportant initiative. As obesity is one of the key
health issues facing Anerica today, for nore than
85
years, the National Dairy Council has worked to
advance the state of scientific know edge on the

rol e
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and value of dairy foods in pronoting and enhanci ng
human nutrition and health. We |look forward to
assisting you in any way possible to help build
diets

that pronote health, prevent disease, and maintain
i deal body wei ght.

You asked for coments on six questions
specific to devel oping solutions to the obesity
problemin America. Before | address sone of those
guestions, | have a few over-arching coments that
I
would lIike to make, as many others have.

First, though there are many tools
avai l abl e to hel p consuners make better diet
decisions, including the dietary guidelines and
USDA' s
food guide pyram d, Anericans are not follow ng the
governnment's nutrition recomendations. Only one
to

three percent of Anericans are actually follow ng

t he
pyram d.

However, this does not necessarily mean
that the tools are ineffective. It illustrates
t hat
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Americans need nore hep turning this information in
t hose guidelines into action for better health.

One way to do it is to sinplify
consuner
education materials by including consistent
i nformation. For example, if the food guide
pyram d,
di etary guidelines, and food | abels, including the
nutrition facts panel, used the sanme serving size
ref erences, you could project that Americans could
nore easily build a pyram d-based diet by using the
information on the nutrition facts panel in the
f oods

t hey purchase.

Today that's not possible. As an
exanpl e,
a consuner purchasing processed cheese, for
exanpl e,

woul d see one slice as a serving size on the
package,

but this does not match the USDA serving size in
t he

food guide pyram d expectation that that serving of
dairy will provide 300 mlligranms of cal cium

Consi stency in information |ike serving
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sizes mght pronote behavior change and help to
cl ose
t he | arge gap bet ween recomrendat i ons and
conpl i ances.

Second, in Tommy Thonpson's recent
remar ks
at the National Food Policy Conference and as we
heard

today, he said so many of our chronic, debilitating

illnesses can be prevented through Ilifestyle
choi ces.

The st aggeri ng statistics denonstrate t hat
Ameri cans

do not fully conprehend what they eat and what they
do
or don't do with physical activity over a period of
time and how that translates into their weight.
Hel pi ng Anmeri cans, especially children,
under st and energy balance and how to select foods
to
build a nutritionally adequate diet that is
appropriately balanced for the | evel of energy
expended could go a long way toward prevention of
obesity and its many rel ated di seases.

Today food |abels focus on energy in
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but

not on the other half, as we have heard from ot her
speakers today: how to balance it with energy out.
Label s could be an inportant tool in the prevention
of

obesity and rel ated di seases by hel pi ng consuners
understand the concept of energy balance so that
t hey

can nore easily select foods to build a
nutritionally

sound diet that 1is appropriately balanced for
ener gy

I evel in and energy | evel expended.

Finally, there will be many great ideas
that come out of today's neetings and subsequent
written comrents to FDA for consideration, but we
know
there is no single answer, no easy answer. W
reconmend for you to use a scientific,
evi dence- based
approach to energy bal ance. | want to reiterate
t hat,
scientific-based, evidence-based approach, that is
going to be critical to ensure that the best, nopst

accurate health information will be delivered to
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Ameri cans.

e al so conmend your conti nued
enf or cenent
of fraudul ent weight loss clains, which will help

reduce consuner confusion, directing themtoward
positive lifelong changes for weight 1loss and
overal |

better health.

Now | would like to address sone of
your
specific questions, particularly obviously as they
relate to dairy. In response to question three on
t he
avai l able evidence to guide public efforts to
prevent
and treat obesity.

A gray body of evidence indicates that
nel ted cheese and yogurt may play a role in weight
managenment efforts when coupled with a
calorie-controlled diet. As the nation focuses on
preventing obesity and weight gain, it is inportant
for consuners to understand that dairy products,
partially due to their high calcium content, my
pl ay

an inportant role in the regulation of energy
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metabolism resulting in a reduction in body fat
and

an acceleration of weight and fat |oss during
calorie

restriction.

A nunber of studies over the past five
years have | ooked at this connection. W have
random zed clinical control trials that denonstrate
this clearly.

The current science indicates that

increasing dairy intakes to adequate levels -- and
in

the random zed clinical trials, it was three to
four

servings -- can enhance the effectiveness of a

bal anced, reduced-calorie diet for weight and body
f at
|l oss. While nore research continues to unfold, the
science is inportant as it relates to prevention
and
treatment of obesity.

I would like to address questions four
and
five together, changes in food |abeling to devel op

and
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pronmote | ower-calorie foods and opportunities that
exi st for the devel opment of healthier foods.
Sci ence and history show t hat
one-di mensi onal strategies, such as | owcal orie or
| ow-fat, do not provide a magic bullet for the
devel opnent of better diets for wei ght managenent.
We have already undergone years of
| ow- f at

and fat-free. And, yet, Anmericans have gained nore

wei ght than ever. Pronotion and devel oprment of

| ow-calorie foods alone wll not prevent reduced
rates

of obesity.

It's scary to think, but if you take a
| ow-cal orie focus to the extrene, individuals could
eat lowcalorie foods and still suffer from a host
of
chronic diseases precisely because they are not
getting the nutrients they need to pronote health
or
prevent disease. One could project that this
approach
could continue to distort consuner behavior, rather
t han hel p educate consunmers on the right bal ance of

foods and physical activity for a healthy weight.
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This would result in consuners who are overfed but
under nouri shed.

Peopl e eat foods. [It's not the nunber
of
calories on the nutrition facts panel or the energy
density of the individual food that builds a
nutritious diet. The overall nutrition and health
benefits that those calories deliver is what really
matters, balance with the appropriate physical
activity.

Dai ry foods have been shown to be
i nportant for bone health. As | nentioned a mnute
ago, we are learning that nutrients in dairy that
are
good for bones may also be good for weight
managemnment .

Clinical trials have shown that cal cium
and other nutrients in dairy may play an inportant
role in helping to reduce wei ght and body fat.
Addi tionally, studies have shown that people who
follow noderate-fat diets have better conpliance
and
success with wei ght managenent.

Nutritious foods, like dairy, t hat

Sci ence
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shows can help control body fat and deliver a
vari ety
of inportant nutrients are part of the solution.
Thi s
is inmportant for consunmers to know. Food | abel s
and
ot her educational tools can help consuner build
heal t hi er, not just lower-calorie, diets that
optim ze
personal energy bal ance and hel p nmai ntain wei ght.

| will gleefully address question six
about the nost inportant things FDA could do to
make
a significant difference in the obesity effort.
[''m
sure we all agree that physical activity should be
a
mai n area of focus.

Forty percent of adults 18 and over
engage
in no leisure time physical activity, and only 23
percent report regular vigorous exercise three or
nor e
days a week. When you conbine Anmericans' | ow

ener gy

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

340
out put with high energy intake and tack on the gap

bet ween nutrition recomendati ons and consuner
conpliance, it paints a grimpicture.

Properly regul ated through a scientific

evi dence- based process, t he FDA' s on-1| abel
qual ified
health plans will create nore awareness of energing

sci ence and hel p consuners make nore informed
deci si ons about the foods they choose.

We might begin tackling the obesity
epidemic with the follow ng inplenentation
consi derations. Consistent information across
educational tools, such as serving sizes, a focus
on
prevention by helping consuners understand the
concept
of energy balance on |abels so that they can turn
it

into an action plan suitable for their individual

lifestyles.

A communi cations plan to convey the
information in a consuner-relevant way W th
mul tiple

touch points fromlabels to marketing to governnent

nutrition guidelines, as we heard earlier from one
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of
our speakers, in a surround sound kind of approach;
scientific evidence-based solutions for selecting
f ood
and building diets that are part of the solution to
wei ght managenent, again, scientific and
evi dence-based; a pilot test to determ ne the
effectiveness and feasibility of any proposed plan
before serving it up to Anmericans. And | ook for
opportunities to col | aborate with exi sting
progr amns;
for exanple, the action for Healthy Kids, which has
state teans working to create a healthy schoo
envi ronnent by pronmoting nutrition education,
physi cal
activity, and other types of prograns within the
schools to create a healthy school environnent.
The
conbi nati on of these things could start to make a
sizable difference in the prevention and treatnent
of
obesity.

As you work toward solutions to the
probl ens of obesity, please do not hesitate to

cont act
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me or nmy organization if you would |ike additional
information or if there is anything we can do to
support you. Thank you for your consideration.
(Appl ause.)
CHAI RMAN CRAWFORD:  You nentioned that
we
do a good job of energy in on the label, | think
you
menti oned, but not energy out. Is there a way to
do
that on the labels, | mean, or in sonme reasonable
way

within the confines of what we do under NLEA?

DR. MLLER | believe that we're smart
enough to figure out how to do that. I don't know
t he
answer . But | think with consunmer research, we
have
got smar t people in the food industry, in

gover nment,
in other health professional groups that can figure
it
out .
CHAI RMAN  CRAWFORD: That was the

concept
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you were proposing, though?

DR. MLLER Yes, sir.

CHAI RMAN CRAWFORD: Ckay. Thank you.

VI CE CHAI RMAN LEVI TT: Thank you.

OQur next speaker is Dr. Mary Enig from
Weston A. Price Foundati on.

DR. ENIG Good afternoon. Thank you,
panel, for giving me this opportunity to present
sonme

information, and Jladies and gentlenmen in the

audi ence.

My name is Mary Enig. | have a Ph.D
in
nutritional sciences from the University of
Mar yl and.

And | am serving today as the Vice President of the
Weston A. Price Foundation and its science adviser.

During nmy period of tenure at the
University of Maryland, | did the initial trans
fatty

acid research identifying how nmuch trans there was

in
the food supply. | actually was not the first
per son

to suggest that it needed to be done, although I
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di d
not know about the FDA's internal nmenmo in 1970
unti |
sometinme in the 1990s. However, | also found out
t hat
what they had suggested | did.

Now, | want to address the topic of
f ood
fats. And | amgoing to be taking a slightly
di fferent approach because their inpact on health
represents a very inportant nutrient about which
t here
IS massive m sinformation.

M sinformati on has been presented to

t he

public since 1969. | have followed it since the
early

1970s. This msinformation is pronoted in the
form

unfortunately, of the U S. dietary goals and
guidelines. And it's been largely responsible for
pronmoting an unbal anced i ntake  of the fat
conponent s

in our diets.

Natural fats, such as butter, tall ow,
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| ard, and pal m and coconut oils, had been rel egated
to
t he garbage heap. And the replacenent mannmade
fats,
such as the widely used, partially hydrogenated
shorteni ngs and margari nes and excessive Omega 6
pol yunsaturated oils, had been pronoted as if they
were magi ¢ nedicine. This is just the opposite of
what we shoul d be doing.

Those natural fats and oils |isted
above
have inportant conponents found only in them
These
conponents are health-pronoting. And their
repl acenents are now known to be di sease-causi ng.

The 1969 White House conference on
f oods
and nutrition produced the new foods docunment,
whi ch
promoted the acceptance of imtation foods as if
t hey
were real foods. This has led to a nmajor decline
in
the quality of our foods and especially in the
qual ity
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of food fats. It has led to open pronotion of

genetically nodified foods that suit the production

of

processed fats and has also led to a decline in

qual ity and uses of our farm produced aninmal fats.
We are confronted with the probl ens of

w despread obesity, runaway di abetes in adults, and

increasingly in children, ever-increasing cancer

i ncidence rates, immune dysfunction, a continuing

increase in heart disease incidence rates, and

gr owt h

and devel opnment problens in our young.

In 1970, the FDA prepared an internal

me o
that said, "The trans fatty acids in the food
supply

should be identified." More than 30 years |ater

t he

FDA proposed the cloudy | abeling of the trans fats
under an unsuitable saturated fats unbrella.

In the intervening 30 vyears, during
part
of which |1 was a fats and oils and |ipids
resear cher

at the wuniversity |lipids Ilaboratory in College
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Par k,

| had frequently pointed out to various agencies to
reports to the appropriate dockets that ignoring
t he

|l evels of trans fatty acids in foods has prevented
us

from having accurate data on fat conposition of our
di ets.

As a result of being m sled, we have a
consuming public terrified of natural fats and
oils,

a public which by its avoi dance of these natural
saturated fats and oils and its consunption of the
fabri cat ed, man- mani pul at ed fats and oi |
repl acenents,

such as the trans fats and the unstable

pol yunsaturates, is becom ng increasingly obese and
ill.

In 1993, a University of Pittsburgh
researcher Color who published in the Lancet, 341
page
1,093, reported that wonen who consumed nore trans
fatty acids were several kilograns heavier than
wonen

who consuned | ess trans, even though the calorie
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i ntake was the sane for both groups.

Ot her research over the | ast several
decades has pointed to the involvenent of the Orega
6
pol yunsaturates in increasing fat cells. This is
t he
wor k of Jay Rulan in France.

And recent work by Pan and Sterling,
agai n
published in 1993, shows that Omega 3 fatty acids
are
needed to avoid weight gain. Trans fatty acids
pronmote the adverse effects of linoleic acid, the
conmon Onega 6 pol yunsaturate, and decrease the
i nportant Omega 3 fatty acids in the tissue. The
natural saturates actually protect the Omega 3
fatty
aci ds.

This attenpt by the FDA to tar the
whol esonme saturated fats with the sins of the trans
fats so as to pronote in the m nds of consuners the
idea that they are both the same is not supported
by
real science. Biologically the saturates and the

trans have totally opposite effects. The effects
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of
the saturates are good, and those of the trans are
undesi rabl e.

Many of you at this neeting may not
have
been born in 1969. Those of us who were adults at
that time know the extent to which the new foods
really are imtation foods, even though they are
not
| abel ed as such.

The consunption of these imtation
f oods
needs to be |ooked at very carefully for the role
t hey
play in causing overeating and consequent obesity.

| t

is the lack of natural fats in the current diets
t hat
| eads to inappropriate hunger, and only appropriate
research can verify that this is so.

There have been a couple of comments
t hat
the research needs to be very carefully done. A
| ot

of the research has not been that carefully done.
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In addition to pronoting obesity by the

| oss of satiety values fromnatural, nore saturated
fats, there is also a loss of the only reliable
source
of vitamin D, nanely the nore saturated aninal
fats.
Vitamin D has recently becone very nuch recogni zed
as
a nutrient that is mssing froma lot of the diets.

| have a couple of essays that |
br ought
with nme that | am going to nake some comrents from
These essays are on the Weston A. Price Foundation
Wb
site. One of themis titled "Why the Current U. S
Di etary Guidelines are Making Anericans Fat." It
has
sone very specific references. The other one
addresses low-fat diets. And it has a series of
references.

One of the itens fromthe current U S.
di etary guidelines problemis that the McGovern
commttee on dietary, the select conmttee, got
information from people that was not correct. That

information was then picked up and put into a
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docunent
that became part of a farm bill. That ended up
maki ng

the anmounts of research that could be requested

from

the public limted to what was in the wording in
t he

farmbill. | suggest that sonme of you may want to

ook into this. Those of you who are still in
active

research may find this a very interesting topic to
dedi cate sone tinme to.

The other thing that | want to talk
about
with respect to the lowfat diets is that if you
| ook
at what constituted fat in the diets in the 1920s
and
the 1930s, you would find that |owfat, generally

speaki ng, was about 30 percent or a little bit nore

of
the calories. That was |owfat. Regul ar fat
ranged

from 35 to 45 percent of the calories as fat.

And if you had people who were
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conval escing, they had to have much, much higher
anounts of fats. However, all of these fats were
t he

natural fats that came with the foods. These were
t he

fats that were in the neat that went into the
st ews.

These were the fats that were in the mlk that were
part of what children grew up drinking and adults
dr ank. And they went into the cheese that people
ate.

And the anopunts of fat that were unnatural fats,

manmade fats that caused problens were very, very

[imted.

Now, people say, "Onh, but saturated
fats
cause all sorts of problens.” Saturated fats are
not

understood for what they really are. Basically,
within diets, we have nore or |less three saturated
fatty acids: stearic acid, palmtic acid, and
myristic acid. | want to tell you sonething about
at

| east two of those fatty acids, that those of you

who
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are involved in research mght want to think a
little
bit nore about doing sonething about.

Palmtic acid is the acid that the body
uses for putting into the nmenbranes, a | ot of the
menbranes in the brain, in the body, but especially
in
the |ungs, fatty acid that goes into lung
surfactant.

Lung surfactant is what is called
di pal m t oyl phosphati dyl choline. That fatty acid is
pal mtic acid.

Sonetimes people say, "Oh, well. We
can
make palmtic acid because that is the fatty acid,
t he
basic fatty acid, that the body nmakes."

But there has been sone research |ately
t hat has shown that if you take youngsters, young
animals, and feed them a diet devoid of palmtic
aci d,
they end up with problens in their inmune systens.
And their lungs don't function properly. So that
we

can't necessarily make as nmuch of the palmtic acid
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as
we really need. Now, palmtic acid, of course, is
found in the dairy fats, found in palmoil, found
in
ani mal fats.

There is another fatty acid that is
considered by people to be the worst fatty acid
t here

is. And that is nyristic acid. Mristic acid is

found in the lauric oils, |ike coconut oil and pal m
kernel oil. I1t's found in fish fats, nmeat oils, in
smal |l amounts in nmeat oils, in smll amunts in
fish

oils. And nyristic acid is used by the body for
stabilizing proteins and for what is called energy
t ransducti on.

So that if you don't have any or
practically no nyristic acid comng in in your
di et,
you will end up with some potential problems. And
t he
fact that people are being told to avoid diets that
will provide nyristic acid, palmtic acid, to a
certain extent stearic acid is something which is

extrenely unfortunate because the people who are
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telling you to avoid these fatty acids, to avoid
t hese
evil saturates don't know what they're talking
about .
They don't wunderstand the science behind how the
body
uses fats.

The body uses fats to put into brain
cells
for all of the parts of the brain where there is
fat.
About half of it or close to half of it, 46
per cent,
is saturated. For the other nmenbranes that are in
al |
of the cells, half of the fatty acids that go into
t he
phosphol i pids are saturated. They're usually
ei t her
pal mtic acid or stearic acid.

So if you' re wondering about how the
body
uses saturated fatty acids, what happens is that it
is

supposed to be there. And if it's not there, then

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

356

many things don't work well. But nore than that,
i f

it's not there because you're not consum ng an
adequate ampunt of the saturates, what is it that
you

are consum ng? What you are coming i s excess

pol yunsat urates and excess trans fatty acids.

Those people who think that there is
practically no trans fatty acid in nost of the
diets
and think that it is only a couple of percent are
really wong because, as a matter of fact, we have
docunented at the University of Maryl and when | was
there much, rmrmuch higher percents than that. And
t hey
have docunment ed nmuch hi gher percents than that in
Europe, up to 40-50 grans a day in adults. And
sonetinmes in youngsters, | have docunented up to
100
grans a day because they were consuning the Kkinds
of
foods that had high levels of the trans fatty
aci ds.

Wel I, when you take trans fatty acids
into
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your system you end up having them accunulate in

t hose parts of the tissue where you normally shoul d
be

having saturated fatty acids. And if you don't
have

the saturated fatty acids and you have the trans
fatty

acids or you have excess of the polyunsaturated
fatty

acids that are in the Omega 6 famly, which is
wher e

a |lot of your fatty acids are found, you al so have

anot her situation where you can end up with a |ot
of

free radical formation and you don't have enough of
the Omega 3 fats.

So I think that one of the things that
needs to be | ooked at very carefully is the extent
of
the trans fatty acid in those diets where the
i ndividuals have resulted in obesity. That has
never
really been | ooked at very carefully.

| understand from sone of the people |

have tal ked to about what should we be doi ng about
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this kind of research is that they can't get funds
for
this. O course, they can't get funds for this
because nobody wanted anybody to really know how
much
of a problemthese processed fats were.

So | would suggest that for those of
you
who want to go on to the internet who want to read
a
l[ittle bit about the docunentation of some of the
things that | have presented to you, you will find
them on the Weston A. Price Foundation Wb site
And
that's www. west onaprice. org.

(Appl ause.)

CHAI RMAN CRAWFORD: Can | ask you about
one thing --

DR. ENIG  Sure.

CHAI RVAN CRAWFORD: -- | don't think
you
addressed directly, the deficiency of fats in the
diets and their effect on skin disease? There has
been sonme commentary about increased skin disease

anongst particularly teenagers and particularly
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teenage girls as per haps bei ng related to
i nadequat e

anounts of natural fat that you would put in the

di et.
DR. ENIG Right.
CHAI RVAN CRAWFORD: Is that valid, do
you
t hi nk?

DR. ENIG  That probably is valid, but
it
also may be because of an inadequate anmount of
Omega
3 fats because the Omega 3 fats, which you should
be
able to find in oils |ike soybean oil, are m ssing
because the Omega 3 fats are what the partia
hydr ogenati on process gets rid of. That is the
very
specific way in which they end up wth the
stabilized
fats. And they end up with very high |evels of
tarns
fatty acids.

I don't know how many of you realized,

but
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there are studies which have shown that a |ot of
t he

trans in the foods that are comng fromthe big
conpanies are 40 to 50 percent trans. So 40 to 50
percent of the fats have trans fatty acids. They
still have sone Orega 6. And they're conpletely
devoi d of the Omega 3.

So you've got a conplex situation where
you have both an inadequate amount of things that
are
needed and an overwhel m ng anmount of things that

really are totally inappropriate in the diet.

CHAI RMAN  CRAWFORD: Thank you very
much.

DR. ENIG  Okay.

VI CE CHAI RMAN LEVI TT: Qur next speaker
S

Sheil a Cohn, Manager, Nutrition Policy fromthe
Nat i onal Restaurant Associ ation.
MS. COHN: Thank you. Good afternoon.
My nanme is Sheila Cohn. I am the
Manager
of Nutrition Policy for the National Restaurant
Associ ati on.

Founded in 1919, t he Nat i onal
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Rest aur ant
Association is the | eading business association for
the restaurant industry. Together wth the
Nat i onal
Rest aur ant Associ ati on Educational Foundation, the
association's mssion is to represent, educate, and
pronmote a rapidly growing industry that IS
conpri sed
of 870,000 restaurant and food service outlets
enploying 11.7 mllion people. As such, nutrition
IS
a priority for our ever-grow ng industry.

I would like to take this opportunity
to
t hank the Food and Drug Adm nistration's Obesity
Wor ki ng Group for giving us this opportunity to
provi de public testinony today.

We are here to suggest steps that the
FDA
should take to address the problem of overweight
and
obesity Anericans. We believe that successful
efforts
to address this issue nmust focus on the foundation

of
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this issue: @ducati on.

W t hout education, the American public
does not know how to incorporate the foods or the
information available to theminto a healthy
lifestyle. |If they did, the Nutrition Labeling and
Educati on Act woul d have clearly inpacted the
significant public health issue we are discussing
t oday.

For years, the Anerican public has been
provided with nore choices and nore information
about
the foods they eat than ever before, but all of
this
information and all of these healthy choices have
not
proven to be a solution and seem to have
i nadvertently
confused consuners. W are still faced with this
conpl ex issue of obesity today.

| t S true, however, t hat nor e
Ameri cans
than in years past are aware of the inportant role
that bal ance, noderation, and physical activity
pl ay

in a healthy lifestyle, but we as a nation still
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have
a long way to go.

Many consuners are demandi ng nore
nutritious options, but there is still a great dea
of
the public who do not have the foundation of
know edge
and the education to use the nutrition information
provided to them

The National Restaurant Association
believes that it is inportant to the public to
receive

positive nessages about nutrition fromresponsible

of ficials.

The public is often confronted wth
nm xed
messages that they receive on nutrition. Efforts
to

alienate certain foods and | abel them as bad foods
perpetuate the nyth that there are good foods and
bad
f oods.

Such m xed nmessages conplicate what
shoul d

be a very consistent message about heal t hy
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lifestyles,
exerci se, and personal responsibility. This is why
we
urge the Food and Drug Adm nistration to provide
dietary and lifestyle advice that is consistent,
easi |y understood, and applicable to the Anmerican
public today.

The restaurant industry's objective is
to
provide a variety of food options to accommodate
t he
various needs of diverse consuners. Anericans need
to
know that all foods can be part of a bal anced diet.
We believe that it is inportant that as the FDA
exam nes its role and responsibilities in
addr essi ng
the major public health problem of obesity, you
keep
in mnd that our diverse population is nuch in need
of
reconmendat i ons t hat are under st andabl e and
rel evant
to how they live their lives.

The nutritious options are and have
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al ways

been available in the nation's restaurants. The

i ndustry's incorporating even nore nmenu options due
to

increasing consumer demand in the marketplace.
Today

we see nore diet-specific itenms, such as

| ow- car bohydrate, lowfat, fiber-rich items on the

menus nationwi de providing options for consuners
who

are watching their intake of certain nutrients.

Rest aurants everywhere of fer nunerous
mar ket -driven solutions to cater to increasingly
heal t h-consci ous di ners, i ncl udi ng i ncreasi ng
efforts
to provide what their guests asked for: devel oping
speci al menu itenms for those watching their
cal ories
and/ or f at i nt ake, provi di ng nutritional
i nformation
in brochures and on Wb sites, and establishing
their
own initiatives to assist consuners to live a
heal t hy

lifestyle.
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In the final analysis, we question
efforts
that focus solely on food or food information al one
wi t hout coupling the calories in with calories out.
These efforts to denonize foods or sinply provide
information w thout know edge, understanding, and a
frame of reference have failed in the past and are

dooned in the future. The key is through pronotion

of
heal t hy lifestyles and genui nely educati ng
consuners.

Thank you.

(Appl ause.)

CHAI RMAN CRAWFORD: \When we got the
Nutrition Labeling and Education Act about ten
years
ago, there was a lot of litany that had to do with
remenmber, there is an E in NLEA, which you, of
cour se,
capt ur ed.

And FDA was, in fact, given a charge
t hrough that act to educate the public about
nutrition. | suppose it did evolve to this agency
at

that point in time and continues to this day.
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To the extent you can be brutally
honest,
woul d you say that FDA and the other agencies of

governnment have done a good job or a mediocre job?

And if you don't want to answer that, |'m not
trying
to put you on the spot. Is there sonmething we
could

have done better categorically, not nore PSA spots
or
sonething like that, but is there some kind of
suggestion that could be nade?

| think we have tried a nunber of
nodal ities, but I am not sure we have been creative
enough. It strikes me as you talk about the
partnershi ps and the know edge that you have
accunul ated in the National Restaurant Association
and
el sewhere, you mght have in secret recesses and
back

rooms of your organizations put forth a critique of

how we could do things better. And to the extent

you

are willing to share that, we would appreciate it.
M5. COHN: Well, | wish | had the one

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

368

answer that would solve this problem but clearly I

don't. | think one thing that is mssing -- and |
don't know. | don't think there is one way to do
it,

but | think the conponent that is mssing with a
| ot

of people is how to use the information provided.
I
don't know.

And a | ot of people have nmentioned this
earlier today, where a | ot of people are given this
information, but they don't know how many cal ori es
t hey need, how nuch they need to expend, what they
need to expend those calories. So | think that's a
pi ece that needs to be addressed.

| don't think there is one way to do
it.
| think, as we all know, different diets work for
di fferent people. Different activity levels work
for
di fferent people. So | think people need to know
how
to take this information and wuse it on an
i ndi vi dual

basi s.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

369
CHAI RMVAN CRAWFORD: Thank you.

MS. COHN: Thank you

VICE CHAIRMAN LEVITT: Cur fina
schedul ed
speaker is Dr. Maureen  Storey, Director and
Resear ch

Associ ate Professor at the Center for Food and
Nutrition Policy, Virginia Tech

DR. STOREY: Thank you, Joe.

| could be the final speaker for the
day.

And at the risk of standing between us and rush

hour
traffic, I will try to be brief.

Thank you for this opportunity to speak
on
such an inportant issue today. I am Maureen
St or ey,

Director of the Center for Food and Nutrition
Pol i cy
of Virginia Tech in Alexandria, Virginia.

The center is an independent nonprofit
research and education organization that IS
dedi cat ed

to advancing rational sci ence-based food and
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nutrition

policy. At the center, we conduct research,
out reach,

and other activities on current and oftentinmes
controversial food and nutrition policy issues.
Enconpassed in the center's activities on nutrition
policy are its interest in policy and regul atory

i ssues involving dietary guidance, food | abels, and
obesity.

The center recognizes the difficult but
central task FDA faces when asking the question,
"Based on the scientific evidence avail abl e today,
what are the nost inportant things that FDA could
do
that could nake a significant difference in efforts
to
address the problem of overwei ght and obesity?"
Therefore, the center would like to address this
guestion with a few comments and suggesti ons on the

very inportant issue of obesity in the United

St at es.

In July 2003, FDA issued guidance to
t he
i ndustry and interim procedures for maki ng
qual ified
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heal th cl ai ms on human f oods and dietary
suppl enent s.

The <center urges FDA to establish a simlar
ri gorous

framework for evaluating the weight of the evidence

in
form ng regul ati ons, gui dances, educati onal
canpai gns,

or research agendas that are within FDA's scope of
responsibility in addr essi ng t he i ssue of
over wei ght

and obesity in the American popul ati on.

Undoubt edl y, excess body weight is the
result of an inbal ance between energy consumed and
energy expended. But one nust be aware, too, that
there are both nodifiable and non-nodifiable
factors
that contribute to one's susceptibility to becom ng
over wei ght .

Non- nmodi fi abl e risk factors for
over wei ght
i nclude genetics, race/ethnicity, age, and gender.
For exanple, in various studies, African American
Women tend to gai n nor e wei ght in t he

peri-menopause
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t han Caucasian wonen do. Al so, advancing age
appears

to be related to increased body wei ght, even anong
heal t hy, active nmen and women.

Modi fiable risk factors, on the other
hand, are those that include lifestyle habits, such
as
| evel s of physical activity and diet. Overall,
non-nodi fiable risk factors appear to be the
strongest
determ nants for overwei ght anong children and
adol escents as well as adults.

This is not to say that nodifiable
factors
shoul d be ignored. Physical activity appears to be
an
important lifestyle conponent that may hel p prevent
or
at | east slow unhealthy weight gain anong children,
adol escents, and adul ts.

In a CDC-conducted | ongitudinal survey
of
a group of 9 to 13-year-olds, 61 and a half percent
did not partici pate in or gani zed physi cal
activities
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and 22.6 percent did not participate in any
physi cal
activity during their non-school hours.

Physical activity is a nust for al
consumer conmuni cations if FDA and ot her federal
agencies responsible for public health are to
succeed
in stenm ng rising obesity.

At the same time, few changes are
needed
to the nutrition facts panel in order to conmbat
obesity. Agai n, energy expenditure rmust be
bal anced
with energy intake to maintain a healthy weight.
Consuners then nust have the information avail able
to
properly assess caloric intake from foods consuned.

In response to research suggesting an
i nport ant link between diet and health and,
t herefore,

a greater demand for nutrition information on food
packages, the Nutrition Labeling and Education Act
of

1990 nmandated that nearly all FDA-regul ated food

packages di spl ay nut ri ent cont ent, i ncl udi ng
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calorie
content, per serving of food.

| nformati on, however, does not
necessarily
mean that consunmers wi |l have the education to make
heal t hy deci sions or even choose to do so. Thus,
nutrition education is a necessity.

In closing, the center urges FDA to use

an
evi dence- based eval uati on of t he currently
avail abl e

science to determ ne the nost inmportant factors in
devel opnent of overwei ght and obesity; develop a
framework to address the issues within the scope of
FDA's mssion and responsibility; establish and
amend
regul ati ons based on the strength of the evidence;
begi n an educati on canpai gn that hel ps consuners
understand the nutrition |abel; and collaborate
with
t he Departnment of Education to institute
age- appropriate nutrition education curricula in
el ementary, m ddle, and high schools.

Thank you very nmuch for your tine. I
hope
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t hese comments have been useful.

(Appl ause.)

CHAI RMAN CRAWFORD: The education part
that you nentioned is a big undertaking.

DR. STOREY: Yes, it is.

CHAI RMAN CRAWFORD: | thought | grasped
in
your comrents the question of scientific literacy
or
nutritional literacy. |Is there a base that's
sufficient in the Anmerican population that could
deal
with this or do we need to start in the schools or
sonething like that?

| don't nmean to be nmaudlin about it,
but
when we put in the NLEA ten years ago, we thought
t hat
that would be sufficient, that everybody would w nd
up
bei ng svelte, beautiful, energetic, and never have
to
do anything else. That clearly hasn't hel ped with
this particular problem

Do you have coments on there? I's
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t here
a way to get at it? | amnot trying to put you on
t he
spot, but you need to be put on the spot.

DR. STOREY: NLEA was a beginning. And
I

think that stemm ng the obesity epidemc, if you

want

to call it that, is going to be a Iong, slow
unattractive process. | think we have to begin in
t he

schools so that every eighth grade graduate knows
how
to use math so that they can calculate calories in
a
serving of food.

Wthout that, | think that we are
doomed
to failure, that we can |abel as nuch as we want,
but
if people don't know how to use the information and
do
a sinple nmultiplication of how many calories are in
a

serving of food, we are not going to succeed, no
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matter what the federal governnent does.
CHAI RMAN CRAWFORD: Thank you.
VI CE CHAI RMAN LEVI TT: Before | turn it

over to Dr. Crawford to close the neeting, you note

we
do have nmicrophones on each aisle. Is there
anybody

in the audi ence who was not a schedul ed speaker who
would like to make a brief coment? |If there is
one,
just please cone up and stand up at the m crophone
and
pl ease identify yourself.

OPEN DI SCUSSI ON

MR. CAMPBELL: H . M nanme is Doug
Canpbel | . I am not speaking on behalf of a client
but
as one who perhaps wei ghed too much as a child.

My question, nmy coment is -- and | did
not hear the norning' s proceedings. | only cane in
after lunch. Nobody here has addressed to nme what
is
maybe the nost critical factor, which is whhy do
peopl e

eat nore than they should? Wy do people eat when
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they feel full and, in particular, children?

It seems to ne a | ot can be done that
IS
useful and productive in terns of educating people
and
giving them nore information, but iif they are
driven
by other factors outside of what we woul d consi der
rational food choices or rational activity choices,
then we're going to be whistling into the wind to
sone
extent, regardless of what we do.

And as long as we're tal king research,
as
long as we're talking finding what really has to be
done in order to turn this trend around, why not
| ook
at those causes? They nmmy not be susceptible to
much
change by the Food and Drug Adm nistration. But to
ignore them it seens to nme, really handicaps us in
any march towards a successful resol ution.

VI CE CHAI RMAN LEVITT: Thank you for
t hat

comment. Good suggesti on.
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Yes, over here?

MS. DAVIS: Hello. MW nanme is Tezim
Davi s. | am with the Food and Nutrition Board of
t he
Institute of Medicine.

| wanted to bring up two related issues
that | think are pretty inportant. One is the
culturally appropriate nmessages. A |ot of people
mentioned talking about nessages that actually
wor K,
and one aspect of that is having culturally
appropri ate nessages.

And then the tie-in with that is health
care disparities because, as one of our Institute
of
Medi ci ne reports discussed, the very people who are
| east likely to get health care are those who are
suffering the nost fromthis obesity issue.

So not only the culturally appropriate
nmessages but al so recogni zing that people who don't
have health care or are under-insured or anything
of
that nature may not be getting these nessages, and
al so the nessages nay not be as easily accessi bl e.

|'"ve heard a couple of the speakers
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mention that you can just go on the internet.
Vel |,
t hese sane people m ght not have internet access or
sinply one hour a day to |look for information for
their entire famly with that one hour at a public
l'ibrary. This can pose significant issues for them
acquiring just the information that we're talking
about here today.

So I j ust hope t hat in your
del i berati ons,
you can discuss and try to conme up wth sone
sol utions
for these issues. Thanks.

VI CE CHAI RMAN LEVI TT: Thank you.

Over here?

MR. BARKI N: My nanme is David Barkin.

I
am speaki ng for nyself, not my conpany.

| have a David Letterman-type sol ution,
which is the nore you weigh, the nore you shoul d
have
to pay for food. It should be built right into
your
credit card so you swipe it there at the cash

register. And if you're, say, over BM of 35, that
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candy bar should be $5.

More seriously, as someone who foll ows
t he
exercise literature, bicycles about 3,000 mles a
year, and still has a BM of 30, | don't think
exercise is going to be the panacea.

| think it takes about 400 cal ories per
day of exercise to help maintain a constant weight.
So it's not as easy. |It's not going to be the easy
expl anation for getting people to exercise nore and
count er bal ance that, say, 100 extra calories there
of
food. There's not an equivalency there. It just
takes a | ot nore exercise than nost of us have tine
for to make that the only solution.

Thank you.

VI CE CHAI RVAN LEVI TT: Thank you.

Anybody el se? Looking around.

(No response.)

VI CE CHAI RMAN LEVITT: Wth that, |
wi |l
turn the m crophone back to Dr. Crawford.

CHAI RMAN  CRAWFORD: Thank you very
much,

Joe, and | appreciate your noderation of the
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program
CONCLUSI ON AND NEXT STEPS
CHAI RMAN CRAWFORD: To all of you who
attended this neeting and all of you who nade
testinmony, let nme just close by saying how nuch the

Food and Drug Adm nistration and HHS appreciate

t hose
i nputs.

We can assure you that what you say
wi ||
be nmenorialized, as they say, in stage, screen,
radi o,

and everywhere else. Even as we speak, this

particular program is being Wbcast. As |
ment i oned

earlier, it's being archived. | don't want anyone
to

| eave here thinking that your efforts will be | ost
in

the mdst of tine.

They are going to be nenorialized. And
there will be a conprehensive report delivered by
this
task force that we nentioned earlier at FDA on
tinme.
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And one of the appendices wll i nclude your
reports.

The other thing is that | think we have
to
acknow edge that we cane today, we saw, we heard,
but
we did not conquer. We still have a hideous
nonst er
out there that is one of the major public health
problens in the making that we have ever had in
this
country. And it is something that we are al
obligated to deal with and do sonething about in a
creative and productive way.

So we are going to be in constant
cont act,
you and us and everyone else who has a stake in
t his,
which is everything that noves and wal ks upon the
Earth, particularly in the United States of
Ameri ca.

So best to all of you. To you who have
come fromother cities and so forth, safe travels
home. Please stay in touch with the FDA. And al so

| et us know as you reflect on what happened today
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anything that you think comes to your mnd. Do it
in
the form of a petition, a letter, or coments on
this
meeting. Let us hear from you.
And t hanks again very nuch indeed.
(Wher eupon, at 4:35 p.m, the foregoing

mat t er was adj our ned.)
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