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PROCEEDI NGS

(9:30 a.m)
CHAI RVAN GARZA: | have to congratulate this
group. It is one of the nost orderly ones |'ve ever had the

pl easure of chairing. People start going to their chairs on
the first notice.

(Laughter.)

Good norning. Very pleased to see so nmany of you
return despite the weat her forecast, which for Washi ngton,
know, strikes terror and horror in everyone's heart. It
remnds ne a little bit of Houston where two snow | akes and
people run for cover. So |'ve adjusted, you can tell, from
after 10 years. Now, 12 inches and it | ooks normal to ne.

Ckay, we have the pleasure this norning of having
Dr. TimByers, Professor of Preventive Medicine, University
of Col orado School of Medicine. W' ve asked Professor Byers
to conme and review with us the links between fat fiber and
carbohydrate intake. That was the original title. Then
called Timback about a little bit over an week ago and
said, "Tim can you add al cohol to that, and help us | ook at
the |inks between those four and the risk of cancer?" And
he very graciously agreed.

And so with that very brief introduction
Pr of essor Byers.

DR. BYERS: Thank you. And you also said "add a
l[ittle sugar."

(Laughter.)

So got a little added sugar to the presentation as

wel | .
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So this is ny assignnent really, to review
findings just in the |ast four years relating cancer risk to
these factors. It is snowing outside, | notice. |I'll keep
you all informed because | do have a little bit of a view of
the outside from here.

And to comment as well, | was asked to comment as
well on ny views about food, the inplications for food
policy, which is what you all are about, and research
approaches, so I'll try to do that.

My approach to | ooking at these four factors was
sort of the usual thing, |ook at publications largely in the
English literature in the past four years. M presentation,
however, will not be intended to be conprehensive in the 20
mnutes with these four topics, and I'mgoing to focus
instead on two things: the |arger pool studies, or read
anal yses, and focus on specific controversial areas. So
we're sort of nore of the sanme, I'll just say that, and
focus really on what | think are the nore cutting edge
I Ssues.

Prior to 1995, there were a few studi es about
dietary fat and prostate cancer. The enphasis was pretty, |
t hi nk, weak and inconsistent, and | think since 1995, it's
nore of the sane. | think the range of kinds of findings
for prostate cancer is essentially unchanged; that is, that
there is a lot of heterogen in either cross studies, there
are sonme very good studies, including one published just a
nmonth or two ago indicating fats, in particular, saturated
fats, are a risk factor, or a reviewwitten by Larry

Col onel, published just this last nonth, | think, covers the
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topic well and makes a case that there are a range of
findings. And if there are relationships with fats, there
is probably nore evidence for animal sources or saturated
fats.

The other thing that | think is inportant is that
there is continued to be evidence that there are effects of
fats, especially saturated fats, on circul ati ng androgens
and per haps androgen conversion in tissues, and | think that
that's an inportant continuing devel opnment.

As far as colorectal cancer before '95, there were
fairly consistent findings for associations with total
and/or saturated fats. Most of the research at that point
came from case control studies. Since 1995, the
associ ati ons have generally been weaker fromthe | arger
prospective studies and it's pretty clear that various
met hods of caloric adjustnent in epidem ology |argely adjust
away fat effects for colorectal cancer

But this is problematic really because the kind of
factors we adjust for are not only total calories but also
relevant factors for colon cancer risk, including fruits and
veget abl es, physical activity and red neats, which are
t hensel ves associated with fat and saturated fat intake,
really, | think, create problens with nulti-variant
adj ustnments such that it's really difficult given our
current epidem ol ogic technique to be certain that we're not
overly adjusting sone of these nodels, and the new issues, |
think, will be screening. |In the past, there has been very
l[ittle screening activity for colorectal cancer. 1In the

future, as we increase screening in this country, it's
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i kely that those people who are screened for col on cancer
wll also be on nore hard, healthy diets, so that will be a
new conpounder in future studies, | think.

Wth regard to fats and breast cancer before 1995,
the evidence was pretty inconsistent and really weak, and
canme fromcase control studies. |In the last four years the
evi dence has been nore consistent and nore consistently now,
and the larger cohort studies really are null for the
dietary fats/ breast cancer hypothesis.

| think there is a new -- as we scranble to try to
resurrect the hypothesis, there is a new area of confusion
that I want to comment on, and that is sone confusion about
different types of fats.

These are the findings fromthe pool ed anal ysis of
seven | arge cohort studies conducted around the world, and
these four were total, saturated, poly and nono, and |
didn't | abel them because it doesn't matter. As you can
see, they are all the same. And essentially across a fairly
w de range of dietary fat intake findings are null for
breast cancer ri sk.

And this range really does, | think, even
accounting for nmeasurenent error, really does include the
range from about between 25 or 30 percent of calories from
fat, in the high thirties, 35 to 40 percent of calories from
fat, so across the range of intakes that are typical in the
diet, but probably not bel ow 25 percent. W can concl ude
that there is not nmuch for relationship between dietary fat
and breast cancer. O course, the wonen's health initiative

is an experinental study to try to test the effect, possible
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effectiveness of |ower |evels.

| wanted to comment though on a new problem which
is an analytic problem | think, and that is, as we try to
separate out the effects of different kinds of fats using
mul ti-variant nodels, there are particul ar probl ens that
energe. | think as an exanple here is a case control study
within a cohort in Sweden published just last year in which
these are the rel ationshi ps between saturated, nono and
pol yunsaturated fats, and across, again, a fairly w de range
of intakes, really not nuch evidence of a relationship. But
in multi-variant nodels in which one type of fat is adjusted
for the other, then these fats can separate, and | think
that some of this separation of, in this case, nono fats
canme to be protective, and saturated and polies |ooking to
be slightly risk factors is an unfortunate artifact of a
statistical colonary. This is before adjustnent, this is
after, and the headlines fromthis were that olive oil or
nmonof at s protect agai nst breast cancer.

| think, as we scranble and try hard to squeeze
effects out of fats using nulti-variant nodels, we're going
to create sone artifacts that | think are, unfortunately,
probably not a reflection of true biol ogy.

DR. DWER: Al of those risks are below 1.4,
right?

DR. BYERS: All of the risks are below 1.4.

Well, the nodel fat was a protective relationship
that was marginally statistically significant.

The increase in risk for saturated and polies in

that study was not statistically significant, and it was
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certainly below 1.4 as an observati on.

Al cohol and breast cancer before '95, they were
fairly consistent, but weak associations. There were a | ot
of questions though at that tinme about not only beverage
specificity for the effect, but dose response relationship,
bi ol ogi cal nmechani snms and | atency. By latency, | nean at
what point in life mght alcohol really be relevant. 1Is it
in later adulthood? 1Is it teenage years or whatever?

Subsequent to '95, the findings have really been
nore consistent, and | think we now have sone good early
answers to all the above questions that | want to conment
on. But the new questions and the questions that policy
panel s such as you have to deal with are the trade-offs for
heart disease. So I'll comment on all those things.

Here is a pooled analysis fromthe sanme seven
| arge cohort studies showed before for dietary fats,

i ndi cating that above -- this would be 15 grans or so would
be about a drink a day, and certainly above a drink or two a
day you start to see a linear increase in risk for breast
cancer.

The question of latency, | think, has been
addressed nicely in three studies that have been published
inthe last two - three years, and they all agree that
al cohol intake -- it appears that alcohol intake later in
life is nore relevant to breast cancer risk than al coho
intake early in life. One of the questions was, was maybe
this weak, inconsistent relationship with alcohol m ght be
sort of a residual effect of heavier drinking earlier in

life, and it | ooks like that probably is not the case; that
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al cohol, in fact, does increase breast cancer risk --
because | believe it does -- then the effect appears to be
nmore proximal to the breast cancer itself.

There are a couple of studies of al cohol and stage
of breast cancer, and both studies agree really that al cohol
dri nkers, wonen who drink alcohol tend to present at |ater
stages of breast cancer. The explanations for that aren't
cl ear cause there is really two possibilities. One is that
there is a biological effect of pronotion by al cohol and
breast cancer. | think that is plausible by affecting
estrogens. The other possibility that needs to be teased
out is that there may in fact be diagnostic delay, and that
wonen who drink al cohol may be |l ess attentive to breast
cancer in terns of screeni ng manmography. That shoul d be
fairly easy to answer pretty soon, | would think.

The real problemis, as you're well aware, is the
trade-off. Here is data fromtwo | arge prospective studies,
the Nurses' Health Study and the American Cancer Society --
Cancer Prevention Study Il. The solid lines fromthe two
studies indicate this U shape relationship with total
nortality driven largely by benefits to cardiovascul ar
health, of drinking one or two drinks a day in this range.
The breast cancer risks shown in the dotted |ines, and when
you get up to one or certainly two drinks a day, then
think there are appreciable breast cancer risks.

The trade-off then, | think, has to be one, and
the tough thing for you all to consider is that there is not
only just gender-specific specificity for possible adverse

effects of |ow drinking al cohol for cancer; that is,
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affecting wonen with regard to breast cancer, but al so age-
specificity as well.

Here are the U.S. nortality data show ng the
breast cancer relationship with age, show ng the heart
di sease relationship with age, and a line that |'ve added,
which is breast cancer nortality tinmes two; two tinmes breast
cancer risk is sonething that a |lot of wonen can fairly
easily conpute for thensel ves based on their famly
hi stories, other risk factors, previous biopsies or, in
fact, previous breast cancer.

And for breast cancer, it's actually simlar or
maybe even a hi gher cause of death prenenstaul pausily than
is heart disease. For wonen at higher risk for breast
cancer, the breast cancer tinmes two curve, that cross-over
really doesn't happen until about age 60. So the tough
thing for you is that it's not only issues about gender-
specificity, but also age-specificity as well.

Just a couple comment on fiber because |'mpretty
much going to dismss it in nmy conclusions, and a | ot of
studi es have shown this kind of thing. This is a large
study out of Italy of about 2,000 cases, 2,000 controls,
showi ng that fiber fromgrain sources is unrel ated or
perhaps actually associated with increased risk, but | think
nmost conservatively judged as unrelated to risk, whereas
fruit, and especially vegetable fiber, associated with | ower
risk.

Now, a little sprinkling of sugar. Before '95,
there were a few studies. After '95, there are still a few

studies. Most of the interest in added sugar and cancer has
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been with regard to colorectal cancer, but | think really
the findings are weak. Even as | | ook at the papers that
ostensibly fromtheir titles and their abstracts report a
positive finding with sugar or sucrose and col on cancer, |
think the findings are even weak within those anal yses.
thi nk there has been a tendency to feature on subgroup
findings and the big picture is there's not nmuch of a

rel ationship there.

There is problenms though with studyi ng added
sugars in cancer. The biological hypotheses are pretty
conpelling that either caloric | oad or maybe stinul ati on of
insulin mght help to drive the pronotion of neopl asia, and
it's biologically appealing. The problens, of course, in
epidemology is it's difficult to quantify many things in
the diet, especially things |ike added sugar, and that
sugar, choice of the sweet foods associated with other
aspects of behavior and it may, in fact, be an indicator
food. So if you ask sonebody how often they eat candy, you
can nake a pretty good guess about sone of their behaviors
as wel | .

After review ng about 100 studies on sugar in the
diet, Burley actually published a pair of papers in The

Eur opean Journal of Cancer Prevention, the nbst recent one

| ast year, and concluded, after reviewing all of them it's
apparent that there is insufficient evidence to concl ude
whet her sugar has a role in cancer at any site, and | would
agree with that even though | didn't go through as many
studi es as Burl ey did.

So just to conclude ny comments, first, with
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research recommendati ons. These are obviously in a
nutshell. 1 think, with regard to alcohol, the main -- the
effect of alcohol in upper elenentary cancers is pretty
clear, and those are higher doses. The only real cutting
edge question is | ow dose al cohol and breast cancer, and
there | think the research really needs to focus on estrogen
effects as it has, but | think there needs to be nore work
on estrogen effects of al cohol.

Wth regard to fats, | think the only critical
guestion now really is fats, especially saturated fats, in
prostrate cancer, and there | think we need nore studies on
the effects of fats on androgens in nen.

| think with regard to fiber, we just need to get
over it and focus on foods and not fiber per se in cancer.

And with regard to sugar, | think studying insulin
resi stance syndrone as related to neoplasia, since that's
really the primary nmethod, node that the hypothesis holds
for sugar, is probably the way to go, to better understand
insulin and mssal-like growh factors as they relate to
neopl asia, and then to back up fromthat and make inferences
about sugars and starches.

So since 1995, there have been two inportant
dietary guidelines issued apart fromthe ones that your
predecessor panel did in 1995. The Anerican Cancer Society
a year later, in '96, and The Wrld Cancer Research Fund, in
conjunction with the Arerican Institute for Cancer Research
a year later, in 1997, issued dietary prevention, or cancer
prevention guidelines, and they really overl apped

substantially, and the substantial areas of agreenent
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bet ween these two guidelines are just summarized here: Eat
nore plants, eat |less aninmals, avoid obesity, be physically
active, drink little, if any, alcohol. Perhaps you just
want to take this exact wording for your next guidelines.

Food policy inplications of the finding in the
| ast four years, |'ve summari zed here. For alcohol, | think
the policy challenge for you all is that | think the best
evidence now is that there does need to be sone gender and
age specificity now in al cohol guidelines, how you translate
that into words or how we translate it into bunper stickers
or other nessages for the U S. population is indeed a
chal l enge, but | think that science dictates this.

For fats, | think the types of fats to avoid to
| oner cancer risk, either for colon or prostate cancer,
where | think there are still some questions especially
about saturated fats are, fortunately, consistent with heart
di sease prevention recommendations. So | see no problemor
no conflict here. | think cancer can take a back seat to
heart di sease when it conmes to types of fats, so | think
that's appropriate, just as in the past.

Wth regard to fiber, | think we should really
avoid the termin recommendati ons and focus instead on the
foods that contain fiber and, | think, other nutritional
aspects of those foods that are nore relevant for cancer
anyhow.

And for sugar, | see really no need to add cancer
to reasons to limt sugar intake.

So those are ny comments. |'d be happy to take

any questions or comments.
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CHAI RVAN GARZA: Any questions? Conments?

Dr. Meir?

DR. STAMPFER  That was really great, Tim |
thi nk that was the best 20-m nute diet cancer summary |'ve
ever heard. Just a comment and a questi on.

The coment is | agree with you on the fiber, but
just to enphasize that this was for cancer and that there
may be other health benefits for fiber besides cancer.

My question is, Tim for the breast cancer what's
your -- the current guideline is one drink per day for
wonen. That's the current dietary guideline, and what's
your take on the level of risk for breast cancer at that
| evel of consunption?

DR. BYERS: The ned anal ysis indicates that at
precisely one drink a day the risk is very small; maybe 10
percent range. But within that -- | said "nmed anal ysis" --
wi thin that pool of analysis of seven studies, as you know
since you're a co-author of it, is heterogeneter cross
studi es to where sone studies indicate higher and sone
| ower .

So at exactly one drink a day, | think, | think
there is sone el evation of breast cancer risk but it's
probably of that order.

CHAl RMVAN GARZA: Dr. G undy.

DR. GRUNDY: (Cbviously, there are people who
bel i eve very strongly about diet and cancer, and it was, you
know, believed so strongly that they initiated that major
study and mllions of dollars are invested. Wat was the

scientific data or has that changed?
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DR. BYERS: Which study are you referring to?

DR. GRUNDY: Well, I'mtaking about |ike the
wonen's health study where they are going to have a | ow fat
di et and obviously that was -- to nount a study |ike that
there has to be a |lot of presunptive evidence and cross-
culture and all that.

DR. BYERS: Well, | think the best summary is --
Roy provided by the National Cancer Institute itself, the
rationale for it. There has been repeated papers. Most
recently, Peter Geenwall restated the rationale just a
month or so ago. | think it's in JNCI or one of the
national journals.

| think the rationale for that experinent is that
you need to get to lower levels. There may be a threshold
bel ow which there is an effect, that's it hard to really
measure that in observational studies. | wouldn't want to
argue strongly for the rationale, but this is sort of water
over the damfrom a decade ago, and the trial is well
underway, and the difficulty in interpretation of the trial
isit is not just alowfat trial; it's sort of a total diet
trial. But that's good enough for ne.

| actually think the Wonen's Health Initiative
Study is a reasonable thing to do.

DR. GRUNDY: Wy is that? | nean, fromwhat you
presented, it would have been hard to convince nme to invest
the noney to do that?

DR. BYERS: | think if we would have had these
data in hand 10 years ago when the debate -- | guess it was

10, it seens |ike 10 years ago when the debate was goi ng on
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-- that trial may not have gone forward. But at the tine |
think there was uncertainly, certainly uncertainty in the
extent to which we shoul d believe observati onal

epi dem ol ogy, uncertainty that there may have been a | ower
t hreshol d.

My guess is that the trial is not going to be
particularly positive, but nonetheless | think it's -- |
t hought when the decision was being nmade that it was a
reasonable trial to do.

DR. GRUNDY: The idea of threshol ds and systens
like this is very problematic, isn't it; a threshold concept
I S questionabl e?

CHAI RVAN GARZA: Dr. Lichtenstein.

DR. LICHTENSTEIN: A very informative
presentation. You said that there had been sone work done
on the relationship between al cohol intake and breast cancer
as a function of, | guess, age of wonen, age of diagnosis of
t he breast cancer.

" mjust wondering, has there any work been done
on tunors that are estrogen-sensitive to estrogen-
nonsensi tive and any al cohol intake?

DR. BYERS: Yeah, one would think that the al cohol
effects would be nore specific for the estrogen-receptive
for positive tunors.

"' m sure sonebody has | ooked at it. Meir, do you
know the estrogen on that? |'mnot sure what the
literature -- what research has been done on that, to tel
you the truth

DR. STAMPFER  There is no big distinction that's
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been noted so far.

DR. BYERS: You nean it hasn't been studied or
there is no difference?

DR. STAMPFER No, it has been studied in -- it
has been studi ed, although not thoroughly, but the studies
t hat have been done don't show a difference.

DR. LI CHTENSTEIN. So then that woul d argue
agai nst the rel ationship between al cohol and estrogen or
estrogen net abol i sn?

DR. STAMPFER: No, not necessarily, because
estrogen sensitivity changes in the course of tunor
progr essi on.

DR. BYERS: So there may be effects on a tunor
that as it becones apparent | ooks to be estrogen receptive
negati ve.

CHAl RMAN GARZA: Dr. Dwyer?

DR. DWER: Just a quick question, Tim on the
al cohol breast cancer. Has anyone seen any rel ationshi ps
bet ween hornone repl acenent therapy and the effect or |ack
of effect of alcohol?

DR. BYERS: | think that was included in the
pool ed anal ysis, HRT, and the report |I'm understanding in
general is that there was not nuch difference across a
nunber of other risk factors.

Was HRT one of those?

DR. STAMPFER  They're independent. They both
raise risk, but there is no significant interaction. So
wonen who drink and take HRT have a higher risk than wonen
who drink and don't take HRT.
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CHAI RVAN GARZA: Dr. Johnson.

DR. JOHNSON: Thanks, Tim

| was curious about what you said about added
sugar because | know in reading the Wrld Cancer Research
Fund and Anerican Institute for Cancer Research, that book
that came out, that they came to the conclusion in that
section on colorectal cancer that sugar, particularly
sucrose, was associated wth col orectal cancer.

DR. BYERS: | think they gave it sone sort of
guar ded cat egory.

DR. JOHNSON:  Yeah. And, in fact, anong the
recommendati ons one of the -- in the end, when they give
their recommendati ons, one of themis to limt consunption
of refined sugar, and I'mgoing to show that in a m nute.

So I"'mjust curious if you could cormment that you've clearly
cone to a different conclusion that that group did about
sugar .

DR. BYERS: Yes. As | look at the studies,
especially the bigger, stronger studies that ostensibly have
t henmsel ves concluded that there is a relationship, it seens
to be just within subgroups, so you get an effect in young
men, but not ol der nmen, and no effect in wonen and so forth.
And so | think if there is a relationship, it's pretty weak.

Now, the weakness of that relationship nmay be a
function of the difficulties | listed as how to neasure
sugar and analyze it and so forth, but that's ny own take.
| would be interested to hear yours.

DR. JOHNSON: Well, do you think sonme of -- do you

think it's possible that it's a displacenent of the fact of

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

N RN N NN NNDNNNDNIERPRP PR R P B P PR
© 0 N o U0~ W N B O © 00 N O O M W N B O

310

fewer fruits and vegetables in the diets, or was that well

controlled in those?

You know, |'mwondering is it the sugar or --

DR. BYERS: It was controlled. It was well
controlled. | don't know, to the extent which we can
measure things, | don't know

CHAl RMVAN GARZA: Dr. Kumanyi ka.

DR. KUMANYI KA:  Tim do you know if there has been
any dietary pattern analysis on any of these cancers?
Because since obviously these are all related, has anyone
done any of the scoring, index --

DR. BYERS: Yeah, there have been sone, and sone
attenpt at sort of cluster or factor analysis, and you can
conme up with clusters or factors, and you can attach nanes
to them but just what they nean, | nmean, it takes sonebody
smarter than nme to figure out what those clusters really
represent.

There have al so been sone ot her anal yses | ooki ng
at patterns, but you get sort of a predicable thing |ike
with fruits and vegetabl es especially. So | think that the
food pattern approach and analysis that's been done to date
has not really added to the field very nuch.

CHAI RVAN GARZA: Dr. Weinsier.

DR. WVEINSIER | realize that you're charted to
not include the relationship of physical activity, but you
menti oned AICR s recomendation to be nore physically
active, and, in fact, it's part of our charge to consider in
t he wei ght gui deli nes.

Do you know of any evi dence outside of the
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rel ati onship of physical activity to obesity and then to
cancer, particularly breast cancer, do you know of any
direct evidence of physical activity and cancer?

DR. BYERS: Yeah, | think there is pretty good
evi dence for colorectal cancer. Just what the nechanism --
presumably it's got sonething to do with gut nortality, but
| think it's pretty clear that there is an i ndependent
protective effect of being physically active for colon
cancer that's independent of body weight.

For breast and prostate cancer, the other two
cancers where there has been thought to be a rel ationship, |
think it's either not there or very nmuch weaker that col on
cancer.

CHAl RMVAN GARZA: Dr. Dwyer, did you have your hand
up or not?

DR, DWER:  No.

CHAI RVAN GARZA: Any ot her questions?

Tim there is one other one, and it wasn't in your
charge either but perhaps you ran across the whole issue of
sel eni um and prostate cancer.

How strong is that relationship, and obviously it
has sone inplications then for how one bal ances between
ani mal and non-ani mal food given the sources of sel eniunf
Any observations you want to share with the group?

DR. BYERS: Yeah, but let nme stop with your
inplications first, because really the seleniumin anim
cones largely fromthe grain that it consunes, so that
vari es depending on grain sources. So the ultimte source

really, or the source really is not the animal; it's just of
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t he vehicle.

| think the possible effect of sel eniumon cancer
is one of the nost exciting things that's happened in the
| ast decade in cancer research, but it still is possible and
needs to be confirnmed. | think if subsequent trials
i ndi cates even half the benefit of selenium as Larry
Clark's found in the secondary data points in his trial
then I think that's the biggest finding since tobacco and
cancer.

So are we excited about it? |1'mvery nuch
ent husi astic about new trials that are going to be underway,
and |'ve got ny fingers crossed.

CHAI RVAN GARZA: Al right. | just want to add a
work on the selenium a cautionary note, that in the Larry
Clark trial, the benefit was al nbost instantaneous, which
goes agai nst what we think we know about how cancer worKks,
and there is sonme suggesting that the rates may have been
hi gher in the placebo group.

But another point of interest is that Finland,
which is the | owest sel eniumcountry based on their early
studies, decided to fortify and raise their seleniumlevels
quite dramatically 10 years ago, and there hasn't been one
i ota of suggestion that their prostate cancer rates have
decr eased.

So, yeah, |'m hopeful too, and it woul d be great
is the Larry Cark data were replicated, but | think we need
to be cautious.

DR. BYERS: Yeah, just a couple comments. One is

that the adverse effects of beta carotene in the two | arge
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trials that indicated we could increase |ung cancer risk by
20 percent or nore with beta carotene al so occurred nuch
sooner than people would have believed. So it's quite

possi ble that there are sone |ate stage effects of nutrients
on cancer that we don't yet understand the biol ogy of.

The ot her aspect of Finland is very interesting,
and that is that their lung cancer rates began to dip before
the rest of Europe, and so | think the jury is out on
sel eni um

CHAI RVAN GARZA: (Okay. If there are no other
gquestions or comments, thank you very nmuch for an excell ent
presentation. | have to echo Dr. Meir. That was possibly
the best 20-m nute sunmary that |'ve heard. Thank you.

For those of you who m ssed the neeting yesterday,
we did not get to grain products, vegetables and fruits
despite heroic efforts on everybody's part, so we're going
to go back to that portion of yesterday's agenda and take it
up fromthere.

DR. DECKELBAUM kay, |'m Richard Deckel baum and
| guess what happened last night is that grain, fruits and
veget abl es got di splaced by going out and figuring whet her
we shoul d have one noderate or two noderate inputs.

So first slide, please. Can we lower that a bit
because nost titles will be mssing then. That's fine.

CHAI RVAN GARZA: Wil e Dr. Deckel baumis getting
ready, | want to welcone Dr. Shirley Watkins, who has just
j oi ned us, under-secretary for the Food and Nutrition
Service. Thank you so nuch for coming. W're trying to get

her at the table and she refuses, but maybe publicly we can
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coerce her. | don't know.

DR. DECKELBAUM So the grains, vegetable and
fruits working group was consisted of nyself, Alice
Lichtenstein and Meir Stanpfer, but we really had very
substantial help and input from USDA and ot her staff,
including Elta Salton, Shanthy Bowman, Andrea Lindsey, and
Kat hryn McMurry, Carol Davis, and they gave us a |ot of
materials and | ot of substantive advice in fornulating sone
of the things you are going to hear ago. And as well, 1'd
like to thank Carol Suitor and Suzanne Murphy and Burt
Garza, who al so took place in our neetings and had a role in
what you're about to see.

Next slide, please.

So the 1995 guideline here is at the top of this
slide, and the three major sections that were discussed in
the previous guidelines are |listed here underneath. Qur
charge was really to review the science base and add to it,
focusing on literature since the previous report. If
supported by new evidence, we were asked to make appropriate
revisions, and as well, we | ooked at nodalities to suggest
approaches for better inplenentation of the content of the
grain, fruits and vegetabl es gui delines.

Next slide.

So these are the options that we mainly focused on
during our deliberations. W asked if there should be an
i ncreased enphasis on whole grains in the guideline itself
and/or in the text. Should there be clearer definition of
different types of carbohydrates?

Are carbohydrates in potatoes as good as
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car bohydrates in broccoli? And we al so had di scussi ons
related to the potential role of the glycemc index in
choosi ng carbohydrates, and Dr. Stanpfer will be talking
nmore on this in a few m nutes.

Shoul d there be nore enphasis on quality versus
the quantity of grains, vegetables and fruits ingested, and
that's related to what | just said? But this could al so
i ncl ude should we better point out grains, fruits and
vegetables that are rich in certain macra nutrients, say
fiber or mcro nutrients, certain antioxidant vitam ns?

Shoul d we have an increased enphasis on not
i ngestion, and, again, Dr. Stanpfer will be addressing that?
And we al so reviewed potential ways for clearer
i npl enent ati on gui dance for grains, fruits and vegetabl es,
and along these lines Dr. Lichtenstein will be giving a
short talk as to the question should the grain guideline be
separated from vegetable and fruits.

Next sli de.

" mnot going to spend much tinme on this because
the good news is that since 1995 there's an increasing body
of literature showi ng beneficial effects of fruits and
veget abl es in decreasing cancer, cardiovascul ar di sease,
cataracts, diverticular disease and likely Type 2 di abetes,
and the references for these will be provided in our updated
report.

Next slide.

Sol'd like to turn now to the question whet her
there shoul d be increased enphasis on whol e grain products

and | ook at sone evidence relating to coronary heart disease
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ri sk, cancer risk and Type 2 diabetes and insulin
resi st ance.

Next slide. This is where slides didn't -- got
messed up

This is a neta-anal ysis study of Dr. Jacobs and
his group, "Wiole Gain Intake May Reduce the R sk of
| schem a Heart Di sease, Death and Post-Menopausal Wnen,"
the lowa Wnen's Health Study. So | will be focusing on the
first few slide actually on coronary heart disease.

They studi ed al nost 35, 000 post-nenopausal wonen.
The relative risk was about .6 confidence integrals shown
for the top versus |lowest quintile of whole grain intake,
and this was not explai ned when adj ustnents were nade for
fiber, Vitamn E and Folic, suggesting that whole grain
intake is protective for ischemc heart disease.

Next sli de.

The next two slides have been borrowed from Dr.
Stanpfer. This is unpublished data fromthe Nurses' Health
Study, | ooking at whole grain foods and the risk of coronary
heart disease in the Nurses' cohort, and |ooking at exposure
of at least five to six servings per week. You can see that
cereals, bran and brown rice, all narkedly decrease the
relative risk of coronary heart disease in wonen, but |
don't know if this is good news or bad news, popcorn had no
effect.

(Laughter.)

Next sli de.

What about nen? These are two studies that

i ncl ude nmen, R mm paper published in JAMA is on the health
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prof essional s study; Pietinen study where it was the ATB
study where the primary end point was cancer, but they

| ooked at coronary heart disease and found that there was
substantial decreases in risk associated with whole grain
intake. Now, this is in addition to the effects that whole
grains could have on inprove |ipoprotein profiles and
separate, and along those lines |I'd like to point out that
the effects of carbohydrates, for exanple, and HDL

chol esterol may not be -- may not be applicable to all types
of carbohydrat es.

We published a paper, Tom Stark and our group,
| ast June in the Anerican Journal of Cinical Nutrition,
showi ng that in hyperchol esterol anem c chil dren when they
went on to fat |low, cholesterol |owering diets that HDL
decreased only when sinple sugar increased but not when
conpl ex carbohydrate intake was increased.

But, in general, the papers also seemto indicate
that risk reduction is associated wth higher |evels of
whol e grain intake, and they cannot entirely be expl ai ned by
adj ustnents for fiber intake.

Next slide.

This is another slide borrowed fromDr. Stanpfer
whi ch shows that the relative risk for coronary heart
di sease i s decreased in general across a nunber of studies
| ooking at fiber consunption and relative risk for coronary
heart disease. | think the inportant point here that it
| ooks i ke whol e grains do have an inportant effect, but we
still can't dismss fiber, as we just heard we m ght have to

do in ternms of cancer, in terns of coronary heart disease
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risk.

Next sli de.

Now, what about whole grain intake and cancer, and
| thought | was showing this slide earlier but it came up
now? This is the study of -- another study of Jacobs, et
al ., looking at neta-analysis of 40 case controls studies
bet ween 1984 and 1997, |ooking at a variety of cancers, 20
in all, and colonic polyps, and, again, there is a |ot of
data in this paper and I'd be interested in Dr. Byers
comments on them

But the pooled odds ratio, |ooking at the entire
cohort, was about 0.66 for high versus | ow whole grain
intake. And again, this was maintained in general through
nmost cancers. O interest, breast and prostate had | ower
correlations wwth whole grain intake in terns of reduced
risk after -- this was maintained after adjustnents for
soci al -econom ¢ status, age, sex, BM and other things
listed here and not |isted on the slide.

Next sli de.

An interesting paper published by Chanteoud in the
I nternational Journal of Cancer | ooked at 10,000 cases and
8,000 control cases of hospitalized cases -- hospitalized
patients, mainly in Italy, with different kinds of cancer,
and they reported risk ratios, again, with high whole grain
food i ntake reduced by substantial amounts for G tract
cancer, bl adder and ki dney, |ynphonmas and nyel omas, but not
for breast cancer. And again, these were maintained after
adj ustnents for a nunber of potential other variables, other

conf ounder s.
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Next sli de.

Briefly, I"mjust going to show an overhead. Here
on whole grain intake in non-insulin dependent diabetes, two
papers by Sal meron and G oup. The top one, "Di abetes are,”
and the bottomone -- sorry, the top one is "D abetes Care
On Men." The bottomone is in JAMA on wonen, |arge cohorts
again, the Nurses' Health Study and The Heal th Prof essi onal
St udy.

And the bottomline here is that glycem c index,

t hey suggested foods that have a high glycem c index are
associated wth about a 1.4 to 1.5 increased risk of non-

i nsul i n dependent di abetes, and, again, whole grains are
associated wth a decreased risk, about .7 relative risk for
non-insulin dependent di abetes.

Next sli de.

So what are sonme of the issues that could be
i nvol ved in considering adding whole to the guideline itself
or increasing its enphasis in the text going with the
gui del i ne?

Well, there could be inplications that grains that
are not whole are not part of a healthy diet. That's
actually related to sonmething a little lower on the slide
that we don't want to | abel necessary good versus bad food
or should we.

Coul d there be a cost factor involved which m ght
affect certain classes, |ower SES classes who m ght not be
able to afford sone of the good whole grain products?

WI1l there be decreased intake of enriched and

fortified foods and how would this affect, especially mcro
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nutrient intake, and actually in sonme analysis we did we
really didn't see any effect on this that we could sort of
tease out relating to folate as well?

Wul d there be a decrease in food choices that
could affect certain segnents of the popul ati on?

M ght certain inportant nutrients actually have
decreased absorption? For exanple, mght fitates in whole
grains affect iron and zinc absorption? And again, there is
really no evidence yet on this, but this is sonething that
certainly would have to be | ooked at.

| mentioned good versus bad foods, and again, is
the scientific evidence really strong enough to make these
changes because as we've seen in a nunber of exanples of
where studies that cane out, for exanple, in case contro
fashion a nunber of years ago are not supported by |arger
cohort studies or clinical intervention studies, so that we
still have to consider whether the -- for exanple, even the
papers | showed you are sufficient to allow us to nmake these
substantial changes.

Next slide, please.

Just a couple of words on our plans, our thoughts
towards better gui dance provisions in the guidelines, and
actually if we can just -- we have to actually raise the
bottomof this slide. This is Box 9 fromthe current
recomendati ons which sort of tells us how to go about
getting the diet better wwth nore grains, fruits and
veget abl es.

At the bottom of the box you've got to go to Box

2, page 7 for what counts as a serving. So, in other words,
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it's not atotal user friendly, take one look, it's al
there type of box.

Next slide.

So we're going to be | ooking at as a working group
ways to inprove the nessage, and this would be just one
exanple for Box 9 where here would be sone of the nessages
that we m ght want to include, and paralleling it right next
toit would be a "how to" box with different kinds of
messages. You know, pack X and X fruit in your purse or in
your handbag for lunch or your afternoon snack, et cetera.
So these are the kind of things we are considering.

| would like to ask Dr. Stanpfer to cone up and
tal k about glycem c index and different kinds of
car bohydr at es.

DR. STAMPFER  Ckay, thanks. |'ve been given the
job to cover nuts and glycemc index in seven mnutes. |'m
going to try to stick to that.

Nuts are basically recommended against, if you
take the dietary guidelines at their face val ue, because
nuts are a high fat food and it says choose foods low in
fat. And a | ot of people have been doing that, and it's not
a good thing I want to tell you about that. Although nuts
are a very high fat food, nost of the fatty acids are
unsaturated and it's a good source of protein and sonme ot her
good t hi ngs.

Next slide, please.

Consequently, as you m ght expect, nuts have a
favorabl e inpact on the lipid profile because of their

nostly unsaturated fat content, so with a high wal nut diet
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the LDL/HDL ratio was substantially reduced. This is a very
good predictor of risk of heart disease, diet supplenent

wi th al nonds al so | owered LDL substantially, and this is
just what you' d expect from what we know about the inpact of
hi gh unsaturated fats on the end -- nonounsaturated fats on
the LDL and HDL rati o.

Next slide, please.

VWll, that's all well and good, but what about
clinical end points, and | think this is sonething we need
to keep com ng back to and not just rely on the influence of
diet on internediate markers, but we need to | ook at actual
di sease outcones, and there has been three published studies
so far looking at nuts. All three find substantially
reduced risks of coronary heart disease with nut
consunption. We're not tal king about nega doses here; just
a handful of nuts a couple tines a week was enough to reduce
risk in the range of 30 or so percent, a very big decrease.

So | think nuts should not have this astigm a
attached to them but to the contrary. Their consunption
shoul d be pronoted.

Next slide, please.

Ckay, that's all I'"'mgoing to say about nuts. Now
onto glycemc index. |It's a conplicated concept, and |
don't know if I'mgoing to succeed in getting it across in
the short time | have, but 1'Il try.

The basic idea is very sinple. Different foods
have a different propensity to raise blood sugar follow ng
their ingestion, and the glycemc index is a way of

guantifying that. Typically, in the traditional sense
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nutritionists have divided carbohydrate into sinple and
conpl ex. Sinple being nono and di et sacarides, sugars, and
conpl ex being everything else. But this is not a
physi ol ogi ¢ distinction as the glycemc index is. The
glycemc index is really based on what happens to rea

peopl e who eat food, so that they're given various Kkinds of
foods and bl ood sugar is actually neasured, and it goes up
sharply with foods that have a high glycemc index, and |ess
so for foods that have a flow glycem c index.

Next slide.

So this shows, for exanple, what happens if you
have the sane caloric intake for three different kinds of
car bohydrat es, glucose, anylose pectin or anyl ose based on
either the glycemc response -- let's see over here -- so
you can see how gl ucose, bl ood sugar shoots up very fast
wi th anyl ose pectin goes up but | ess so, and with anyl ose,
which is less readily broken down, its nmuch flatter, and
consequently the sane pattern energes with insulin, and this
has physiologic effects. It's not a good thing for the
systemto have your glucose and insulin shooting up and down
very sharply that way.

Next slide, please.

There is -- in nuscle, this is in animl studies,
insulin sensitivity of nmuscle, glycogen synthesis is
inpaired in anmyl ose pectin fat rats. That's a type of
car bohydrate that has a higher glycem c index than anyl ose.

Next slide, please.

And post-neal |ipogenesis, also another ani mal

study | ooking at, again, the different kinds of carbohydrate
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her e. The high glycem c index fed animals had a higher
capacity for |lipogenesis after a neal. So these are al
adver se physi ol ogi c outcones of high G diet.

Next slide, please.

Now, it's inportant to distinguish between
glycem c index and glycemc load. The glycemc index is the
property of the food. It's the property of how the food can
rai se blood sugar. dycemc |load is what that food -- is
basically taking into account the anmount of carbohydrate
that is in there, so it's not just the quality of the
car bohydrate but the amount. So you can think of it as
glycem c index is sort of the nutrient conposition of the
good whereas the glycemc load is the anmount of that
nutrient that you get fromeating a normal portion size.

Now, everything is calculated in terns of percent
of white bread. So you can see, for exanple, carrots have a
hi gh gl ycem c index, 131 percent conpared to white bread is
100 percent, but there is very little carbohydrate per
serving, so it only accounts in a typical diet to one
percent of the glycem c | oad whereas potatoes are simlar to
white break, they have nore carbohydrate, of course, and
t hey account for eight percent of the glycemc |oad of a
typical diet, and obviously it's going to change, but you
can see those differences.

Next slide, please.

Wel |, again, what about clinical end points? Does
this really matter for real people?

Vll, these are data fromthe Nurses' Health Study

| ooking at glycemc |oad and risk of coronary heart disease,
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unpubl i shed data fromDr. Sima Lu in our group. And you can
see that the high glycemc load in various statistica
nodel s, either adjusting for fat or adjusting -- wthout

adj ustnent for fat, you can see in the best nodel, which
adjusts for fat intake, the highest |evel of glycemc |oad
is associated with about a doubling of risk of coronary

di sease, highly statistically significant, and this is
taking into account all the other coronary risk factors.

Next slide, please.

Now, what is contributing to the glycemc load in
the Nurses' Health Study diet? The nunber one contributor
is potatoes. And so we | ooked specifically at potatoes and
after adjusting for all the coronary risk factors what one
finds in these data, again, is about a doubling in risk with
hi gh intake of potatoes. It's not -- the confidence
intervals are broad and the trend is of borderline
statistical significance, but it's clear that | don't think
we can consider potatoes as a health food here.

Next slide, please.

Finally, you can ask why, if glycemc index and
glycemc load is so inportant, why don't we have an epidemc
of coronary disease in China, for exanple, where white rice
makes up a big part of the diet? And that's a fair
guesti on.

And the answer is that the inpact of a high
glycemc load diet is nmainly anong people who are already
mar gi nal Iy glucose intolerant; that is, overweight and
i nactive, and those qualities are unconmon in China,

al though they are getting nore common, but in the U S. they
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are very conmon.

So these are data showi ng the rel ati on between
glycemc load in relation to risk of coronary di seases by
body mass index. So anong people who are |ean, glycemc
load really doesn't matter very nmuch. Unfortunately, nost
Americans don't fit into this | ean category. Mst Americans
are here where high glycemc load will double the woman's
ri sk of coronary heart disease.

| think I've gone over. 1'll stop here.

Oh, let ne just say one nore thing on popcorn.

Al though it wasn't statistically significant, popcorn did
have the sanme trend as all the other whol e grains.

DR. DECKELBAUM Was that Cracker Jack?

(Laughter.)

DR. STAMPFER No brand nane endorsenent.

DR. DECKELBAUM It has corn syrup, and Dr.
Lichtenstein will now discuss the possibility or the
guestion to splitting the guideline.

DR. LI CHTENSTEIN: Okay. Well, as indicated,
woul d i ke to suggest that we consider splitting the grains
fromthe fruits and vegetabl es and having two separate
gui delines. One of the primary reasons | think we should
consider this is | think we should really think a | ot about
what we are recomendi ng peopl e should do. W' ve spent a
ot of time in the guidelines reconmendi ng what peopl e
shoul d not do, and there's been word smting over the years
as far as, you know, consuner diet low in sonmething while
consider diet noderate in sonething, trying to nmake it sound

nore positive. But | really think what we need to go is
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gi ve individual s nore gui dance on what they should do and
what makes a heal thy diet.

| think if you read the literature on the
predictors of grain intake are different fromthe predictors
of fruit and vegetable intake, so this is one reason for
splitting them because people view themdifferently, and |
also think the barriers to grain intake are different than
the barriers to fruit and vegetable intake, and that's
taking into consideration cost, storage, preparation,
perishability so that -- and safety al so, so that one needs
to give different guidance and advice to individuals with
respect to fruits and vegetabl es versus grains.

| tried to see if this issue had been addressed
directly because we are supposed to propose changes on the
basis of scientific -- a scientific basis for proposing
changes, but the question has never really been addressed
directly.

Now, there is an error. The first focus group
that 1'mgoing to nention was actually in 1995.

But what | did is |I |ooked at the focus groups,
and al though that specific question had never been posed or
consi dered, we can get certain nuggets of information about
it, and when the fruit, vegetable and grain guideline were
consi dered one of the comments was that the suggestion that
increasing fruit and vegetabl es was chal | engi ng because of
cost, and this speaks to the issue of different barriers to
fruit and vegetabl e i ntake versus grain intake.

There was anot her focus group conducted in

Sept enber of 1988, and one of the comments there, again
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since the question specifically was not posed, was "I |ike
to eat nore fresh fruit and vegetables but I can only shop
once a week. In two or three days the stuff is no good.
The rest of the week is going to have to be canned or
frozen."

Vell, clearly, we didn't get the nessage across
because canned and frozen fruits and vegetables are quite
acceptable, and it's not just that soneone has to consune
fresh fruits and vegetables to get the nutrient val ue.

Anot her very telling comment was in a focus group
t hat was published in August of 1998, and in this case it
had to do with the whol e guideline, and the guideline has
the word "You should consuner a diet that has plenty of
grains, fruits and vegetables.”" One of the comment was, or
on the term"plenty" because it was being equated actually
with the "Five-a-Day Program" which is another federal
program that the conmments were related to how nuch is
"plenty.” Well, it's five and that soneone actually
menti oned the Five-a-Day Program so | think that there is a
program specifically that focuses on fruits and vegetabl es.
The "plenty"” is not a quantitative term although it's
certainly quantitative in the food pyramd which, by the
way, al so distinguishes between grains, fruits and
vegetables. So | think separating the two would be quite
consistent wwth current prograns that actually encourage
i ncreased consunption of fruit, vegetables, and then grains.

Again, just to reiterate, | think the nmessage
shoul d really enphasi ze what peopl e should be doing as

opposed to what they shouldn't be doing, and that the
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message is if fruits and vegetables were separated from
grains within each of those categories, | think we could be
nore focused and clearer in what guidance we're giving for
grains, what guidance we're giving for fruits and
veget abl es.

Al so, as nentioned, that Box 9 that's actually in
the current guidelines is quite big. There is a |lot of
information, and | think that's where the difficulty lies in
actual Iy di stinguishing between how to give advice for those
different groups, so | think it's sonething that we shoul d
consi der.

CHAI RVAN GARZA: Thank you very nuch.

Are there any questions of any of the presenters?

Rol and?

DR. WEINSIER. First of all, conplinent the group,
all three of you, and all the assistance for doing such a
great job.

Meir, help nme with the glycem c index and trying
to do sonething practice or nake a practical, safe and
reasonabl e recommendati on to the public based upon these
findings. |If in fact the -- | don't know what you're
calling it on the right side of the slide. Wat is it, "The
relative glycemc inpact of the diet which takes into
account the glycemc index as well as the glycemc |oad."
Pot atoes are eight-fold greater inpact on the diet than
carrots. And I'mtrying to envision populations in the
worl d, whether it's China, or Papuans or other, you know,
potato/rice eating popul ations that subsist in these foods,

| guess, are healthy.
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Their glycem c inpact factor would be what, 100
percent? N nety percent? You know, it would be
extraordi nary.

So we'd have to argue then, based upon the date
you're representing, well, it doesn't have an inpact on them
because perhaps of their normal weight, and it's only with
BMs that are getting in the higher range with insulin
resi stance that's having an inpact. And | don't know what
the answer is, but I'mhaving trouble froma rationa
standpoint trying to separate that we woul d do sonet hing
different froma dietary standpoint that prevents a disease,
a chronic disease, than we do in people who have the chronic
di sease, i.e., if you're |ean, we should have one di et
prescription; if you' re getting above a certain BM, we have
a different diet prescription.

Hel p me come up with a plan that woul d nmake sense.

DR. STAMPFER  Ckay.

DR. VEINSIER A guideline that nmakes sense.

DR. STAMPFER It will take a mnute or two.

First, just let nme explain that slide with the
ei ght percent and the one percent. That slide represented
different contributors to the total glycemc load in the
Nurses' Health Study diet. So of the total glycemc |oad,
ei ght percent was contributed by potatoes. That's what that
ei ght percent neans. It doesn't nmean that potatoes are
eight tines as bad as carrots or sonething. It just neans
that the way the diet is distributed of the total glycemc
| oad of the diet, eight percent was contributed by potat oes,

whi ch was the number one contri butor.
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Now, the question you raised about popul ati ons
that seemto do fine, and certainly have very |l ow rates of
coronary di sease despite a high glycemc |load diet, |
believe the reason for that is that they have -- do not have
by and large the levels of insulin resistance that we have
by virtue of physical activity, because nuscle decreases
insulin resistance and | ean body mass, so that the adverse
effects of the high glycemc |load diet are nanifest where
there starts to -- starts to be insulin resistance.

Now, | wouldn't characterize that as a di sease
state because if we did, you know, three-quarters of the
popul ation in the U S. would be characterized as di seased.
Well, maybe they are. But to the extent that we as a
country are fat and slothful in our physical activity
patterns, there is a lot of insulin resistance and this is
bei ng exacerbated by the high glycemc |oad diet.

Now, how to inplenment that is another issue
because it's kind of conplicated to get across in a dietary
guidelines, and also | think -- although | think this is an
exciting area of research, | don't think the findings are
conpl etely proven or conclusive, so we need to decide, you
know, if this is ready for prinme tine.

My take on it is that this | ends strong support to
what our group has been trying to get across, which is an
enphasi s on whole grains and mninmally processed foods, and
| think it also |l ends support to taking potatoes out of the
veget abl e group and maybe thinking of it as a starchy food
group where it mght be nore appropriate. So those would be

a couple ways to inplenent it.
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CHAl RMVAN GARZA: Related to that, this has cone up
in previous commttees, or at |least in one previous
commttee that | was one, and we, the previous group felt
that the concept was difficult to deal with because it was
the total diet that contributed the glycemc |oad --
determ ned the glycemc load, and it was the diet glycemc
i ndex that we should be concerned with, and it was very
difficult to sort out the dietary pattern from an i nbal anced
pattern, and the best analogy that | can recall were papers
t hat were published about 10 years ago, warning us that, in
fact, children that had very low fat diet were stunted, not
realizing that in fact the way they were achieving the | ow
fat intake were by having very low mcro nutrient intakes
because of the types of foods they were consum ng was --
again, it was isolating one factor rather than |ooking at
the total diet.

The ADA, the work of the D abetes Association
| ooked at the glycemic index and they found it difficult to
deal wth.

How in the studies that you' ve | ooked at do you
| ook at pattern and say, well, maybe it's the pattern we
have to be concerned about, to say, well, you know, you
don't get to choose one guideline over another, you've got
to take themall? And so that if you just take potatoes
W thout variety or you just take this w thout the other,
that in fact you can run into the sorts of problens that
you' ve uncover ed.

| s that sonething we need to be concerned about or

do you really feel that, gee, we need to focus in on

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

N RN N NN NNDNNNDNIERPRP PR R P B P PR
© 0 N o U0~ W N B O © 00 N O O M W N B O

333

pot at oes and ot her starchy vegetabl es because they are the
culprit and not the pattern?

DR. STAMPFER. No, | think -- | think you nake a
good point. And in terns of the pattern, obviously this is
inportant, but in a sense our guidelines are supposed to be
defining a pattern in a way, not just -- not just respondi ng
to a pattern.

| think the details of getting across the glycenmc
i ndex concept may be too difficult, but in broad brush
strokes | think it's actually not difficult, and that would
be an enphasis on whole grain, mninmally processed grains;
get away fromthis concept that just because white bread is
low fat that therefore it's healthy.

And | think the potato issue is just that right
now, according to the guidelines, it's considered a
vegetable, and if you have a large McDonald's french fries,
you' ve got four out of your a day vegetables according to
the guidelines, and | don't think this is right, and | think
we ought to consider -- we oughtn't to consider potatoes
along with broccoli and carrots and other things that we
t hi nk of as veget abl es.

CHAI RVAN GARZA: (kay. Scott and then Johanna.

DR. GRUNDY: Ask a follow up about the glycemc
guestion. It seens like there mght be two issues here.

One is the total carbohydrate load in the diet,
which if you have a very high percentage of carbohydrate in
the diet, then the problem | think, with the Amrerican
popul ation that you point out, which tends to be sedentary,

creates a netabolic stress on the insulin netabolismand so
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forth. And then the second is that the type of carbohydrate
can accentuate that.

I s that what you're saying?

DR STAMPFER  Yes.

CHAI RVAN GARZA:  Johanna.

DR DWER: Meir, I'"mvery nmuch interested in the
gl ycem c | oad concept, but | nmust admt to ignorance on nuch
of it.

First of all, how nmany foods have gl ycem c indices
experinmentally determned? Are there a lot or a few?

DR. STAMPFER A lot. Yeah, there is --

DR DWER: How many is a lot?

DR. STAMPFER: Hundr eds.

DR. DWER:  Hundr eds.

And how does the glycem c index of an individual
food affect the glycem c index of neals. | thought years
ago that it changed depending on the total neal for exanple,
if you mxed all the foods together in a neal.

DR. STAMPFER  Yes, that's an inportant point, and
it's one that's still somewhat controversial because sone of
the initial studies hadn't done the exact correct
cal culations for |ooking at the peak and area of gl ucose.

But basically there have been about a dozen studies that
have | ooked at that now. And what one finds is that the
glycemc |l oad of a m xed neal is the weighted average of the
glycemc load of its -- of the conmponent parts. And, in
fact, the correlation between the glycemc | oad of a m xed
meal and the cal cul ated gl ycem c | oad based on the conponent

parts is about .987, sonething like that, so it's very high
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so you can predict with a good deal of accuracy what the
glycemc load of a mxed neal is if you know what the
conponents are, and it does change, absolutely.

DR. DWER: Just one other -- we just put together
an issue, a journal on this topic, and it's very popular in
Australia, for exanple. Australia doesn't have food | abels
i ke we do so, you know, it's harder to find out these
things. | just wonder if in the future if we're going to
consider this it mght be possible to get a representative
of the Di abetes Association or sonme ot her group of
endocri nol ogi st who deal with this every day.

CHAl RMVAN GARZA: | 've got three people, Richard,
Ellis and Rachel, so | want to assure everyone that | wll
get to the three of you in just a mnute.

Ri char d.

DR. DECKELBAUM | think, you know, in our
di scussions al so on the sugar working group this cane up.
And, you know, one of the questions we have to | ook at, we

have to look at this also in ternms of the whol e guidelines

because it's -- let's say it's 100 percent right. Let's say
it's 100. It's still -- it's very controversial, and there
are a lot of people out there who don't -- you know, who

were not quite keen on glycemc index, so it may be a
gradual process. And one thing | think we'd have to
consider with the whole group is -- you know, if you get
sort of a big noise about one aspect of the new guidelines,
how woul d that affect the whole report, and so that's
sonmet hi ng we have to wei gh

And | think when we deliberate this afternoon,
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we'll be bringing this in to,you know, where it should be,
if it should be, but where should it be and in what manner
because | think we have to nmake sure that we | ook at the
whol e and not, you know, have sone kind of topic that may
bring up a maj or controversy which will affect the whole
report.

We spent a lot of time on this, but |I did bring up
sone other questions, so I'd prefer, if it's okay, not to
di scuss glycem c index anynore. W can bring it up again
tonmorrow when we report, but there were sone other issues
that we | ooked at as | reviewed, and that included nuts, and
that included separation of grains fromvegetabl e and
fruits, and 1'd like to get sone coments fromthe committee
before we break into our working groups this afternoon.

DR, JOHNSON: I'Ill just follow up quickly as part
of the sugar group. | did have conversations with Dr.
Xavi er Pesuniet, Dr. CGerald Reven and Dr. Denny Beer about
the glycemc index, and | have all of nmy notes of those

calls with me so | can share sonme of their opinions.

DR. LICHTENSTEIN: | was going to comrent on the
glycem c index, but what I'll do is first ask nmy question
about nuts -- free speech. But just with nuts, are peanuts

i ncluded with the nut group?
DR STAMPFER  Yes.
DR. LI CHTENSTEIN. Ckay. kay, peanuts are a
| egunre and then nuts, nost of the other nuts grow on trees.
(Laughter.)
DR. LICHTENSTEIN. Okay. So is it -- | guess what

|"mgetting at, is it the nuts thenselves or s it the fatty
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acid pattern that's common to those foods? And then if it's
peanuts, is there anything unique that distinguishes peanuts
fromother | egumes? So that are we really tal king about
nuts in this conglonerate of these two -- | don't know if
they're call ed species or whatever, rely on the food
scientists, or is it the fatty acid pattern or sone other
pattern, the protein pattern, amno acid pattern that's
associ ated with those foods?

DR. STAMPFER  Well, if you | ook at the
conposition of peanuts, it looks a lot like nuts, and so the
common parl ance of nuts, peanuts being considered nuts
actual ly makes nore sense than the | aneon cl assification of
where they all canme from | don't think we should be hung
up on the --

DR. JOHNSON:  Whi ch conponents of the nuts?
guess, what aspects of the nuts?

DR. STAMPFER In terns of the protein and fatty
acid conposition of peanuts. They |ook |ike other nuts and
peanuts, in our study we separated out peanuts from other
nuts, and they are both have the simlar effect. And you
m ght say, well, what about peanut butter? And peanut
butter, if it's just made from peanuts, presumably has the
sane effect. But a |lot of peanut butter has trans added to
it, trans fatty acids to keep the fats from separating, so
t hat probably detracts fromthe benefits.

DR. JOHNSON: But | guess that's -- I'mgetting at
sonething a little bit different. 1Is it specifically that
peopl e should increase their nut consunption or should they

i ncrease their consunption of a diet that's consistent with
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the fatty acid profile of the nuts as far as advice?

DR. STAMPFER  Well, | think -- | don't know. |
mean, these are the observations that people who eat nuts
have a | ower risk of coronary di sease, and they al so have a
better lipid profile. You could get that lipid profile by
feeding themoils instead of the nuts.

But | think the main nmessage is a sinple one, that
we should renove the astigma fromnuts. Instead of
consi dering them bad, because they are a high fat food, we
shoul d consi der them according to what their health effects
really are.

CHAl RMVAN GARZA: W have at this rate -- 'l just
let the conmttee know -- we will be | eaving tonorrow at
about eight p. m

(Si nul t aneous conversation.)

CHAl RMAN GARZA: And so that | will caution you to
pay attention to Dr. Deckel baum s request as to what the
group is going to need guidance fromyou. He nentioned two
or three points, so nmake sure that your questions are
targeted to that so that we can be of assistance to the

wor ki ng group.

DR. DECKELBAUM Well, let nme ask it in a
different way. |s anyone against including nuts, you know,
somewhere --

DR. DWER: | have a question.

CHAI RVAN GARZA: Let's make sure that of the ones
are targeted.
DR. DWER: The question is, you know, |'ve heard

about a lot of single groups, sone of which apparently risks
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enornously in these anal yses, sone of which decrease risk by
| arge anbunts. Risk go down to .6, .4, whatever. How nuch
of this is confounded?

DR. STAMPFER Onh, these are -- these are
adj ustnents for --

DR. DWER: | know they are, but I'mstill asking
t he questi on.

DR. STAMPFER | think -- | mean, we neasure diet,

we try to assess diet, we assess coronary risk factor, we

adjust as well -- you know, is there sone residual
conf ounded? Yeah, probably there is. 1Is it all correct?
Vell, it's a guess. These analysis | presented are after

multiple adjustnents. Cbviously, you can't fully adjust --

CHAl RVAN GARZA: Meir, can you get closer to the
m cr ophone because peopl e cannot --

DR. STAMPFER  The question is are these findings
due to confounding, and obviously that's our bread and
butter. W pay a lot of attention to confounding and try to
avoid it as nuch as we can recognizing that there is
resi dual confoundi ng which could explain part of it. But it
seens very unlikely that it can explain these effects to a
very great extent, either the adverse or the beneficial
ones.

CHAl RMVAN GARZA: Al right, we are going to do
everything. R ght now every single conmttee nenber has

their hand up, so I'mjust going to go around the table.

Scott?
DR. GRUNDY: | want to address your question about
the separation. | know that's on your list, and | think

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

N RN N NN NNDNNNDNIERPRP PR R P B P PR
© 0 N o U0~ W N B O © 00 N O O M W N B O

340

it's a very good idea to do that, and | think it's a very
fundanental idea for this whol e guidelines because in the
past the |inkage of those two together has been part of the
whol e idea of a high carbohydrate diet, and to separate
those is -- is conceptually a very good idea, and it
refocuses on the role of carbohydrate as a separate issue
fromfruits and vegetables, so | would strongly support it.

CHAI RVAN GARZA: Dr. Mir phy.

DR. MJURPHY: Since I'll only get one turn,
probably I'm going to nake a couple of coments.

First, on the nuts issue, | think certainly nuts
are a nutritious food, and I have no probl em encouragi ng
consuners to eat nore nuts. |I'mnot sure | think they're a
fruit or a vegetable or a grain, and | would prefer, if we
can, to see the nut issue addressed as a protein food, and
in the context then of variety or maybe in our introduction
that is now going to be as long as the original report, but
| don't -- | don't think it's necessary that it be in with
fruit, vegetable and grains.

A second comment |1'd like to address, | think, is
whet her "whol e" should be in the grain guideline,and whet her
it's separate or whether it's conbined. | think we need to
be careful about discouragi ng consunpti on of non-whole grain
products for many of the reasons that Richard has al ready
summari zed. But | do think it would be good to focus nore
on variety. |If we're going to take it out as a separate
guide, it should be enphasized nore in these guideline or
guidelines. And certainly if we could just get consuners to

do 50/ 50 whol e grai n/non-whole grain, we'd be nmany tines
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better off than we are right now

So ny personal preference would be to see sone
focus, sone additional focus on specificity, particularly
with whole grains. Could we even say try to nake hal f your
grai ns whole grains? That would be ny preference.

And | would also like to see potatoes on the
fruits and vegetabl e because the pyram d is based on certain
cal cul ations that assunme that all your vegetables are not
pot at oes, and we don't want people to eat all of any one
fruit or any one vegetable. And so at least in the text we
say things |li ke eat dark green or col ored vegetabl es
frequently or nore or whatever. Maybe we need to be nore
specific about that, at |east once a day or whatever. So |
woul d encourage the group to think about both variety and
specificity within these guidelines.

CHAl RMVAN GARZA: Rachel ?

DR JOHNSON:  No.

Rol and?

DR. VEINSIER  Just a quick comment. First of
all, | agree with Alice. | think she has proposed a
reasonabl e addition to the guidelines in ternms of splitting
fruits and vegetables fromthe grains. Conceptually, |
think it's a good idea. In ternms of adding the nunber of
servings or whatever, I'ma little unconfortable.

On the second issue very briefly, Mir suggests
t hat perhaps potatoes, which seens to be the standout in
terms of the vegetable group, be considered as part of the
grain, perhaps the starch group, and one of the conpelling

reasons picks up on what Suzanne is saying, and that is that

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

N RN N NN NNDNNNDNIERPRP PR R P B P PR
© 0 N o U0~ W N B O © 00 N O O M W N B O

342

| think the figure yesterday was about 25 percent of the
veget abl e i ntake conmes as potatoes, and | think the group
shoul d strongly consider putting it in the grain/starch
group with consideration from people such as Suzanne,
whether it in fact is nore like a starch grain or is it nore
li ke a vegetable froma nutritional standpoint. So |I'mjust
raising this for consideration. | think it's a good point
to consi der of people such as Suzanne, you know, think that
it is nore conparable to the grain group in terns of
nutritional content than the vegetable group.

CHAI RVAN GARZA:  Shiri ka?

DR. KUMANYI KA: | think separating the fruit and
vegetable guideline is a good idea. | wanted to enphasize
the need to encourage fruit consunption because the data
suggests that that's nuch nore of a problem vegetable
consunption, | think, even if you subtract the potatoes.

The ot her issue that cones up, | think, nost
because of these extreme guideline is the range of servings.
| "' m now convi nced, based on totally anecdotal evidence, that
nost people don't understand the servings as they appear in
the pyramd, and it's very easy to elicit a conversation
with a consuner who thinks that they should try to get 11
servings of grains, even if they' re appropriate at the 1600
calorie |level.

And the way the information is put in the book
aggravates it in the sane way that you have to go hunting.
You have to really hunt for the information that that range
means different calorie | evels because | went | ooking for

it, and I alnost thought it wasn't in here for a mnute, and
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then | found it. But it's very subnerged. So however we do
the servings, | think we should pick up that issue of what
t hi s nunber neans for people who are eating different -- one
base range and then say sonething else |ater

And | would go for noving the potatoes. | think
we have a tendency to use the guidelines to reenforce
traditional wisdomrather than really tell the public things
t hat nake sense based on the way we | ook at the data, and |
t hi nk nmovi ng pot at oes woul d be a good sign.

CHAI RVAN GARZA: R chard?

DR. DECKELBAUM Well, | think we would |ike sone
input fromUSDA. First of all, are we allowed to nove
pot at oes?

(Laughter.)

| mean, | can just see -- | don't know --

(Laughter.)

(Si mul t aneous conversation.)

DR. DECKELBAUM No, seriously, but that's a --

t hink sone of these things -- sone of these things are
hi story.

CHAI RVAN GARZA:  You may not |ike the answer.

DR. DECKELBAUM The other point, | think the
wor ki ng group would |ike sonme input just to rem nd us on the
hi story of why grains, vegetables and fruits are together.
And | think, you know, this may have cone up at previous
nmeetings. And why was a decision nade not to separate them
We need to know, we need to have that kind of information.

CHAI RVAN GARZA: Let ne, before turning it over to

USDA, let nme try once again to remnd the group the pyramd
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is not our responsibility. You can make recomendati ons
certainly. | nean, you can nove potatoes, add t-bone steak,
but that's what it is; it's a recomendati on.

DR. DECKELBAUM  Put steak with m k.

(Laughter.)

CHAI RVAN GARZA:  You can do anything you w sh --
only if you' re concerned about --

(Laughter.)

CHAI RVAN GARZA: And | guess you' d nove shell fish
as a stand-al one group anyway.

(Laughter.)

CHAl RMAN GARZA: Let nme ask for the history and
then we'll turn to Johanna on why grains, fruits and
veget ables were put in the sanme -- that antedates ny
i nvol venent so | don't know whet her anyone whose nenory
goes --

DR. KENNEDY: Can | before |I answer that question
talk about -- | think there is a fairly straightforward
reason why potatoes are where they are, and it's based on
the -- | think, R chard, your question or comrent -- the
nutrient profile of potatoes fits nore in the vegetable
group than it does in the grain group.

Now, having said that, Shirika's issue, and |
think it's one that as we in both departnents think about
how we' re actually going to pronote the guidelines once the
next edition is released, | think there are serious issues
related to how consuners see the guidelines.

| nmean, an exanple: W all know that botanically

tomatoes are fruit, yet we put themin the vegetable group
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And why do we do that? The overriding reason, | think, we
do it is because that's the way nost consuners see tonatoes.
They see them as vegetables rather than fruits.

But fromthe point of view of Dr. Garza's conment,
wel | taken, that the guidelines as they will energe guide
the one part of any revision on the food guide pyramd that
woul d take place, but they are only one part of it. The
other two parts | keep comi ng back to are what will energe
fromthe new DRI because that clearly is the second key
bui |l di ng bl ock of the pyramd, and the third part is
Anerican's | atest consunption patterns, which will be based
on the '94 - '96.

So get back to coments nmade yesterday, Alice's
poi nt about what do you do with calciumfortified orange
juice. Well, to the extent, in proportion to howit's
showi ng up in consunption patterns, it gets fed back in our
algorithminto the conposites that are used to | ook at here
is where we are, here is where we need to be as far as
havi ng an adequate diet. So it is very conplicated.

| woul d suggest maybe if this plays to sone of the
i ssues which are being discussed, that maybe at the next
Dietary Guidelines Advisory Conmttee we set aside a period
of tinme where soneone goes through what actually has to be
done to nodify the food guide pyram d because it is a very
tedi ous, sonetinmes frustrating, but an awful |lot of what the
staff say to me is grunt work going into the revisions that
are necessary for the food guide pyramd is not, as people
who were involved in the '95 guidelines, it's not two or

three people sitting down one day and pulling sonething out
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the air. There is a lot nore thought that went into it.

CHAI RVAN GARZA:  Johanna.

DR DWER: | wanted to support provisionally the
notion of thinking about two guidelines for fruits and
veget abl es and for grains, and express ny reservations as a
person of Irish descent at a tine -- the potato suggestion.
|"'mnot sure it isn't beyond our scope, and I'd |like to hear
alot -- alot nore about the food conposition, the reasons

why it was put there originally before precipitous action is

t aken.

CHAI RVAN GARZA: Wl l, renenber --

DR DWER: | just don't have a --

CHAl RMAN GARZA: -- there is no precipitous action
that will be taken at today's neeting. W are still in the

i nformati on gathering stages, and all of these are just
suggesti ons.

Li nda and then Alice.

M5. MEYERS: |'mresponding to your, or trying to
respond to your comment about historically what was the
reason behi nd keeping themtogether, the fruits and
veget abl es and grains together, and I'Il bring in the '80,
"85, '90, the wording, so you can see that tonorrow, because
| think that gives sone idea of howit's changed.

" m bl anki ng on what the 1980 said, whether it was
the avoid tinmes, but clearly it wasn't an avoid starch, but
it was a starch and fiber enphasis at that tinme and |
recall, so that was -- it was in the context of this was the
first time you were nmaking -- the governnment was making

recommendations related at all to chronic di sease
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prevention, so there was clearly attention to fats and
lowering fats and | oweri ng sodi um and soneone, sugars,
guess, and keepi ng carbohydrates and starch up, so
everything was just sort of lunped there. But |I'd be happy
to bring those in so you can see it, unless Katherine my
have them here.

DR. JOHNSON. Yeah, the 1980 and 1985 gui deli nes
were "to eat foods with adequate starch and fiber," the
focus was on that. The 1990 changed to "choose a diet with
pl enty of vegetables, fruits and grain products.”

CHAI RVAN GARZA:  (Ckay.

UNDER- SECRETARY WATKINS: | was not going to cone
to the table because | thought it was nore fun sitting back
listening to the comments, until you tal ked about separating
pot at oes out.

(Laughter.)

But | thought you better get to the table quick.

| think, Dr. Deckel baum you asked the question
what kind of fire stormwould this raise, and | think it
woul d be a -- one that the Forest Service couldn't handle.

(Laughter.)

DR. DECKELBAUM  \Wy?

UNDER- SECRETARY WATKINS: | think the people on
the other side of the house in the producing conmunity, just
knowi ng as nuch as | know about what they would say, | think
you' d have trenmendous opposition to noving potatoes froma
vegetabl e/fruit category and putting it into sonme other
category. | think you' d have -- if you think about how

you're going to nove the dietary guidelines, if that
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guestion is raised, and if anybody gets any inkling that
you' re tal king about nmoving it, | think you're going to have
a lot of controversy about the dietary guidelines.

And what ever you do on that issue, you would
certainly want to nmake certain, if you talk about noving it,
that it truly is science-based and that you have sone rea
rationale for noving it.

The other issue that | will nention very quickly
is how you connect the dietary guidelines and the food guide
pyram d, and there seens to have been a di sconnect. People
really don't know If you ask the question, do you know
what the dietary guides are, they really don't. Do you know
what the food guide pyramd is, yes. W need to connect the
two, and what we're hoping is that when the dietary
gui del ines are approved that the food guide pyramd's
revision will be right on the heels of that. 1| really would
like to see them cone out al nost sinultaneously. Then
people start to connect the two. Then we can do sonet hing
about the changes in diet of people.

But when they are two separate entities, and
peopl e are not connecting them | think we have a real
problemin this country, and we need to address that. So
we'd like to | ook at how can we nove the two sinultaneously,
and I know the staff is just about dying when we tal king
about that, but | think that's kind of the way it needs to
nove.

CHAl RVAN GARZA: Renenber we're tal ki ng about
three different steps. One is whether, to the degree that

we want to enphasize whole grains in any guideline, to the
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degree that we want to separate the two, the issue of
potatoes i s an extraneous one because that can be enbedded
in the text as to how we convey either of those two
guidelines, all right. But we don't have a separate potato
gui del i ne.

(Laughter.)

DR. DECKELBAUM Could we get --

UNDER- SECRETARY WATKINS: |1'm going to pass.

DR. DECKELBAUM I n terns of separation of the
gui delines, is that sonmething that you would think would --
woul d be -- would there be -- do you envision opposition
fromcertain groups there?

UNDER- SECRETARY WATKINS: | don't think so. |
t hi nk anything you can do to nmake it easier for people to
understand the dietary guidelines is going to be acceptabl e.
| think anything that hel ps nmake it easier and helps us to
get the nessage out, | think, is going to be critical.

CHAI RVAN GARZA: Al right, on that positive note
we have five mnutes for our break.

(Laughter.)

(Wher eupon, a recess was taken.)

CHAI RVAN GARZA: We are now approxi mately an hour
and a half |ate, which nmakes any excessive, conpul sive
i ndi vi dual very nervous, and |I'm assum ng we have at | east
eight or nine around the table that fit that category.

VO CE: You could say 100 percent safely.

CHAI RVAN GARZA: So we shoul d have a | ot of
stressed i ndividual s.

" mgoing to challenge Dr. Johnson to get us
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through this one very, very efficiently.

DR. JOHNSON: No problem

CHAl RMVAN GARZA: And the committee to be yet nore
insightful and inciseful in your conments.

VO CE: Incise?

CHAI RMAN GARZA:  Conci se.

(Laughter.)

VA CE: And deci si ve per haps.

DR, JOHNSON. Are we ready? Ready to roll? kay,
we're ready to roll wth sugar.

First, I've chaired the subcommttee on the sugar
guideline, and I1'd like to thank Dr. Lichtenstein and Dr.
Deckel baum for their assistance and input, as well as the
USDA staff, Dr. Garza and |I'mvery sorry that | |eft Shanthy
Bownman off this slide because she was trenendously hel pful
in some work that we did that you'll see in a mnute.

May | have the next slide, please?

The 1995 gui deline said, "Choose a diet noderate
in sugars,” and the text elaborated by saying, "Sugar shoul d
be used in noderation by nost healthy people and sparingly
by people with | ow cal orie needs."

Next slide, please.

the first thing the subcommttee did was grappl ed
with the definition of what is a sugar, and according to the
Wrld Health Organization's 1995 report, or 1997, |I'msorry,
report on carbohydrates in human nutrition, they say that
"Sugars are conventionally described as the
nmonoendysacchari des. "

Next slide, please.
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Unfortunately, this broad definition becones
problematic in the context of the dietary guidelines because
it includes sugars like fructose, which are naturally
present in high amounts in fruit, and | actose, which is
present in dairy products. |In fact, in the ILSI report done
by Dr. Geiger, consuners reported being confused by what the
gui del i ne neans by sugars, and they reported being
unconfortable with having one guideline that limts sugars
and another in the sane |list of guidelines encouraging them
to eat fruit which contain sugars.

Next slide, please.

Sonme of this dilemma, | think, led to the
i ntroduction of a nunmber of terms which have been since
devel oped to help further classify sugars. For exanple, in
the U K, the Departnent of Health uses the term"intrinsic"
and "extrinsic" sugars to differentiate between those sugars
whi ch occur wwthin the cell walls of plants and those which
are added to foods.

Next slide, please.

The USDA has begun using the term "added sugars”
when anal yzing the nutrient intake of Anericans,
particularly with CSFIl surveys. And added sugars have been
defined by USDA as "all sugars used as ingredients in
processed and prepared foods, such as breads, cakes,
candi es, soft drinks, jamand ice cream as well as sugars
eaten separately or added to foods at the table,” and there
is alist here specifically of which sugars are included in
that definition of added sugars.

To me, the definition is quite clear cut and
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straightforward, and it has been well defined. It's
inportant to note that added sugars do not include naturally
occurring sugars, such as the lactose in mlk or the
fructose in fruit.

Next slide, please.

Next, 1'd like to get into consunption or trying
to answer the question exactly how nuch sugar is Anerica
eating. The Econom c Research Service of USDA collects food
supply data for caloric sweeteners which is conprised
primarily of sucrose and corn sweeteners, including high
fructose corn syrup, and total consunption has risen
steadily since 1970, as you can see here. In 1997,

Aneri cans consuned on average 154 pounds of caloric
sweeteners conpared to the 122 pounds per person in 1970.

Next sli de.

Usi ng the USDA definition which | just gave you,
added sugar intake varied wth age and gender in the U S
popul ation. This chart shows the nunber of teaspoons of
added sugar consuned by participants in the '94, '95 '96
CSFI'l surveys. Adol escent nmal es had the highest intakes at
35 teaspoons of added sugar per day, and ol der fenal es had
the | owest intakes at 12 teaspoons per day.

Next slide.

Added sugar intakes ranged from 12 percent of
total calories in fenmales 51 and above, to 20 percent of
total calories in adolescents, and this was true for both
mal es and fenmal es between the ages of 12 and 18.

Next slide.

Now | wanted to nove into | ooking at sources of
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added sugar. Cearly the nost inportant source of added
sugar in Anerican's diets is regular calorie soft drinks,
whi ch accounts for one-third of all added sugar intake in
the CSFII. Sugars and sweets were second in inportance at
16 percent of added sugars and sweetened grains were third,
contributing 13 percent of added sugars, regular calorie
fruit aids and drinks were also inportant sources of added
sugars, and together these four food categories were the
source of three-fourths of all added sugar intake.

Next sli de.

Ckay, now, the next question is, okay, how does
sugar intake relate to diet quality or the nutrient
conposition of the diet.

There were a couple of earlier studies which
show here that exam ne total sugar intake and nutrient
adequacy, and the conclusion fromthese studies in both
children and adults were that high anmounts of total sugar do
not necessarily lead to a poorer quality diet in conparison
Wi th consumers with | ow sugar intakes. |It's inportant to
realize that these studies included natural occurring sugar,
such as fructose and | actose which are present in foods with
generally high nutrient densities.

For exanple, in one study dairy foods contributed
31 percent of the total sugar intake in children, and fruits
contributed 17 percent of the total sugar intake for al
ages.

Next sli de.

Wth the new CSFI| database, there is now public

access to data on the added sugar content of foods, and this
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allows for investigations into the inpact of added sugar

i ntake on nutrient quality. And with Dr. Bowman's

assi stance, we conducted anal yses for the association of
added sugar intake and diet quality in the '94, '95 '96
CSFI | surveys. W statistically adjusted for age, sex and
total energy intake to | ook at the association between added
sugar intake and the total unsaturated fat, protein fiber,
the essential vitamns and mnerals, and we al so | ooked at
food groups.

And as you can see on this slide, after
statistically controlling for age, sex and total caloric
i ntake, added sugar intake was negatively associated with
i ntakes of total unsaturated fat, protein fiber, the
vitamns listed there, A, E, C riboflavin, niacin, B 6
volute, B 13 and the mnerals, calcium phosphorus, irons,
zinc and magnesium It was al so negatively associated with
t he nunber of servings of grains, fruits, vegetables, neats
and dairy products.

And Meir and | were tal king just before this,
clearly what this shows is that when you add added sugar to
the diet, which is not acconpanied by any nutrients, any
other nutrient will be negatively associ ated because you're
sinply adding enpty calories, and so the inpact wll be
negative on really any other nutrient, which is different
than the anal yses that you get when you | ook at total sugar
i ntake, which is included -- which acconpani es food that
have sone nutrient density.

Ckay, | did want to point out one |ast thing about

that slide, which was -- sorry -- that note the tota
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unsaturated fat intakes are inversely related to sugar
intake, and this is true both with total and added sugar
intake. This has been referred to as the fat sugar see-saw
such that as sugar goes up, fat goes down. But it's also
inportant to notice that high consuners of added sugars were
also nore likely to have |ow intakes of shortfall or problem
nutrients such as fiber, Vitamns A C, folate, calcium

iron and zinc. So we have that interesting disparity there.

Ckay, next slide, please.

| wanted to nove into | ooking at beverage patterns
anong U.S. children because they' ve changed renarkably over
t he past decade, and |I'm showi ng sone data here from a paper
by Morton and Guthrie that in the Famly Econom cs and
Nutrition Review just late in '98.

| know you can't see this well but it's just
inportant to see the different bar graphs, and this shows
what's happening in terns of dairy product intake; that
basically low fat mlk is remaining stable, whole mlKk
consunption is going down, skimmlk and other dairy product
intake is going up slightly.

But it's inportant to note that overall mlk
consunption did decline in the period between '89 and ' 91,
from422 grans per day down to 396 grans a day in the '94,
'95 surveys, so mlk consunption is going down, and there
has been sonme change in the type of mlk that is consuned as
wel | .

Next sli de.

At the sane tinme that m |k consunption was

declining maj or changes occurred in other beverage patterns.
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The | argest increase occurred in the soft drink category,
whi ch increased from 198 grans per day up to 279 granms per
day in the '94, '95 surveys. Ml e adol escents increased
their consunption of soft drinks froma nean intake of 352
grans in '"89 - '91, to 580 grams, which is al nost 20 ounces
a day of soda in '94-95, and this just shows the change and
this is tea and breakfast drinks; soft drinks, you can see
the big junp. This is fruit, aids and non --

VOCE It |ooks |like "other."

DR. JOHNSON: Thank you, Joanne. O her drinks.
The author is over here so | knew she woul d know.

And on that note, | wanted to share wth you an
article which Dr. Lichtenstein very kindly brought to ne.
This is fromthe Boston d obe, March 1. it says, "Here is
the so-called problem the kids in the Col orado Spring
school s just aren't drinking enough Coke, or so says John
Bushy, an area superintendent, for 13 schools who signs his
correspondence " The Coke Dude.' The Colorado District was
hard up for noney for extras |ike band conpetitions and
debates, so in 1997, they signed a 10-year contract in which
it would get eight to 11 million dollars from Coca-Cola in
return for giving the soft drink giant exclusive rights to
sell Coke and ot her beverages in school vendi ng machi nes.
Sal es of Coke products have been so sluggi sh that Bushy
wote to school officials in Septenber, and | quote "W need
to all work together to get next year's volunme up to 70, 000
cases,'" and the articles goes on. But this is the
situation that's occurred in sonme school districts in our

country with regards to soda and access by your young
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peopl e.

Next slide, please.

Why are we concerned about this change in beverage
patterns in U S. Children? Calciumis concerned a problem
nutrient anong nost age and sex groups in the U S
Particularly problematic are adol escent and adult wonen, the
maj ority of whom do not neet current cal cium
reconmendat i ons.

There has been research, sonme research by Gunthur
who was with USDA, established that carbonated beverages
tend to displace mlk in the diets of teenagers with
negative inplications for diet quality. This displacenent
effect has al so been shown in adults. Joanne Guthrie found
adult wonmen whose diets failed to neet cal ci um
recommendations, drank significantly nore regular calorie
sodas than those with diets neeting reconmendati ons.

And as we've discussed yesterday, the DRIs did
recently increase cal ciumrecomendati ons over and above the
1980 RDA. So in my view or in the subcommttee's view, this
ongoing trend for calciumrich beverages to be displaced by
beverages high in added sugars is a concern.

Next slide.

There is little evidence suggesting diets high in
total sugar pronote weight gain when consunmed in anpunts
that do not exceed energy requirenents. There is sone
evi dence, however, that soda consunption is a major factor
in the increased energy intakes of children and adults
between the '89, '94 and '94-95 USDA surveys. And, in

addition, a neta-analysis by Dr. Rick Matters at Purdue
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suggested that beverages high in carbohydrates have a | ow
society effect, leading to a poor regul ation of energy
i nt ake and subsequent wei ght gain.

Next slide.

In terns of sugar and di abetes, we | ooked at the
Nurses' Health Study report which has al ready been tal ked
about today, so | won't elaborate on that. Basically, at
this time the sugar subcommttee felt that there was a
paucity of evidence making it difficult to determne diets
high in sugar ar linked with the etiology or causality of
non-insulin dependent diabetes. There are nmany papers on
the use of glycemc index for the treatnent of diabetes but
a real scarcity of papers on the actual etiol ogy.

| did want to point out there is a paper in this
month's issue of Pediatrics, which I will get and circul ate
to the commttee. It was done in Susan Roberts lab in
Tufts, and she denonstrated that when teenage boys consuned
a lunch with a high glycem c index, they consuned nearly
tw ce as nmuch food afterwards in conparison with a | ow
glycem c index lunch. And they suggested that neals with a
hi gh glycem c index set off a chain of actions that caused
overeating and potentially could | ead to subsequent obesity,
so that's a new paper that | think we'll want to consider in
our deli berations.

Next slide.

Again, | won't spend a lot of time on this. Dr.
Byers mentioned this earlier, and | nentioned it in ny
comments that the Wirld Cancer Research Fund is recomendi ng

limted consunption of refined sugars for cancer prevention.
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Next sli de.

Very qui ckly, because | nmentioned this in
Sept enber when we got together, there has been a neta-
anal ysis of 23 studies over a 12-year period, leading to the
conclusion that there is little evidence that sugar has any
significant influence on either behavior or cognitive
performance in children. So this idea of sugar and
hyperactivity in children has pretty much been put to rest,
at least scientifically, with these data.

Next slide, please.

Clearly, there is arole for dietary sugars in the
devel opment of dental carries and between m |k consunption
of sugar remains a risk factor for occurrence of dental
carriers, and the recommendation now is that we focus on
fluoridation, adequate oral hygi ene and not just on sucrose
i nt ake al one.

Next sli de.

Wanted to show you sone data on | ow calorie
sweeteners. The USDA Econom ¢ Research Service collected
food supply data on | ow cal orie sweeteners from 1970 to
1992. There are no data available after '92, primarily
because | ow cal orie sweeteners are used as constituents in
ot her products like soft drinks and food manufacturers
consider this proprietary information and it's difficult to
get. But between 1970 and ' 92, consunption increased from
an average of five pounds per person to 24 pounds per person
per year, so there has been a dramatic junp in the use of
sugar substitutes.

Next slide.
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When we did a literature study for sugar
substitutes, we find this one study in George Bl ackburn's
study done in George Blackburn's |ab that showed sone
evi dence that nultidisciplinary weight controlled prograns
that included Asparte, a sugar substitute, enhanced or
facilitated | ong-term wei ght mai ntenance, but we could only
find that one study so the evidence, again, is fairly
spar se.

Next sli de.

So, inreview, |I'd just to review these key points
that 1've raised. There is consunmer confusion about what we
mean when we say to eat diet noderate in sugar, and it
particularly seens to be problematic as it relates to the
fruit group. Since '975, USDA has defined, created a
definition of "added sugar"” which now allows us to do
anal yses of food consunption data of the USDA database which
| ook at added sugar and its inpact on diet quality. Sugar
intake is clearly increasing. A third of all added sugars
now conmes from soft drinks. | showed you sone new data that
we had on sugar and diet quality, the sugar/fat see-saw
which | tal ked about, and the fact that added sugar intake
was negatively associated with a nunber of those problem or
scarcity nutrients in the food supply.

Next slide.

And | also reviewed the evidence that we' ve | ooked
at with sugar and wei ght, diabetes, cancer, behavior, dental
carries and sugar substitutes. So thanks very nuch.

| think in ternms of the conmttee and what it

woul d be nice to have sone comments about are what we're
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really grappling wwth is this question of added sugars and
whet her or not the guideline needs to reflect the nature of

sone of the data that |'ve showed.

Thanks.
CHAl RVAN GARZA: Alice?
DR, LICHTENSTEIN. | think you did a nice job of

summari zi ng the group's work.

| think that -- | agree, | think that there needs
to be a nechani smfor distinguishing sugar that cones from
fruit and mlk fromother kinds of sugar, and added sugar
really sounded |ike a way of doing that.

However, what | think we really need to know is
what the public's perception is of the word "added sugar,"
if it's just sort of sprinkling it on sone breakfast cereal,
and it seens like the major contributor in soft drinks, and
| wonder how that's actually perceived term nol ogy was
because that may not be perceived as added sugar, and
whet her there are any suggestions on alternate term nol ogy
that would really capture that issue.

DR JOHNSON:  Ri ght.

CHAI RVAN GARZA:  You want to respond now?

DR, JOHNSON:. Well, | think that's a good point,
and | don't have the answer. | know in the focus group
study they said they're confused how the general public
woul d perceive the term "added sugar."

DR. LICHTENSTEIN: | just think we need to get the
i nformati on.

DR, JOHNSON. | think that's a good questi on,
yeah.
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DR. LI CHTENSTEI N:  Yeah.

DR. JOHNSON: | think I'll sit down if that's al
right.

CHAl RVAN GARZA: Meir.

DR. STAMPFER | think it's clear that the added
sugar is having a big inpact on diet even though we can't
pin much in the way of specific diseases to this, but its
adverse effect in -- main adverse effect is that it's
di spl aci ng foods that do provide nutrients. So | think this
m ght make a good nodel case to consider as one of the sort
of second tier guidelines, if we got to that proposal that
several people had made of distinguishing sort of top tier
and second tier guidelines, that this, | think, should
remain as a guideline, and perhaps the text could be shrunk
alittle bit, and it could go into the second tier where
maybe sone ot her gui delines m ght go.

CHAI RVAN GARZA: Any ot her? Johanna?

DR. DWER: Just a -- thank you for an interesting
presentati on.

One thing it seens we need a little nore work on
is cariogenecity, and it seened to nme in a brief review of
the literature a couple of nonths ago that it m ght be
hel pful to think of all of these variables, these various
di seases as which ones seemto be nost associated with
whatever this thing is, extrinsic or whatever you want to
call it, and what isn't.

Certainly with cariogenecity there are two issues.
One is something to do with the conposition of food with

respect to sugars. Another is the carbohydrate, the cooking
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of the carbohydrate so that the starch is al so associ ated

wi th cariogenecity. And then there are all of these other
t hi ngs about when you eat it, what you do afterward and so
forth. Do you have a toothbrush afterward?

CHAl RMAN GARZA: Johanna, can you speak closer to
t he m ke?

DR DWER It would seemto nme it would be
hel pful if we could just array them as we ponder this issue.

The other thing, Rachel, was | wasn't sure what
you were -- the group was suggesting. 1Is it change the
exi sting guidelines to choose a diet noderate in added
sugars?

DR. JOHNSON: That's one option that we've
consi der ed.

DR. DWER  And what are the others?

DR. JOHNSON: We're |ooking for help. That was
our primary option that we considered, was whether or not we
wanted to use that term "added sugar” in the guideline
itself.

| nmean, | suppose another option is do we need a
sugar gui del i ne.

CHAI RVAN GARZA: Dr. Kumanyi ka?

DR. KUMANYI KA: | think that the presentation is
very convincing that a guideline is needed on sonething |ike
food and beverages with added sugars, which is different
fromwhat it says now, which is "noderate in sugar." So you
get into the "avoid" issues. And if you said then you're
back to the limt, foods and beverage w th added sugar, but

sonmething in that spirit is nmuch clearer this round than
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|'ve renmenbered in the past because it's very clear that
it's a displacenent issue and it's not that you're trying to
link sugar in the diet itself to the health problens, but
it's part of the pattern, that it's not -- that it's

repl acing things that are needed, so nmaybe that word could
gi ve sonmeone an inspiration for howto --

DR. JOHNSON: Say that again, Shirika? Food is?

DR. KUMANYI KA:  Foods and beverages with added
sugars, because then it doesn't matter who adds them
Peopl e know it's been added.

CHAI RVAN GARZA: Any ot her comments or
suggesti ons?

Dr. Dwyer?

DR. DWER: Yeah, | still have concerns about the
"added" business, and | guess the first thing is sonething
that Dr. Lichtenstein brought up, which is what does that
mean. Does that nmean to nost people sugar fromthe sugar
bow or does it nean corn syrup? It strikes nme that maybe
there is nore focus group informati on we haven't seen, but
l"d really like to see that.

And the second things is |I'm having trouble
remenbering all the things you said and which ones are
related to "total." For instance, cariogenecity, | know
fromour own work that vegetarian children who eat a | ot of
raisins get just as high carries as kids who were non-
vegetarians who ate a | ot of added sugar. So that it would
help me to array those things and think of them before I
made a deci sion

CHAI RVAN GARZA: Dr. Deckel baum and then Dr.
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Kumanyi ka.

DR. DECKELBAUM | guess added sugars was a nmj or
part of our discussions and how to define it. And | guess
in the sinplest way, because it's added sugars by food
producers or its added sugars in the honme. But | think that
it's where you add sinple sugars, as a first step add sinple
sugars to food, to sort of natural food either in hone or
industrially. So I guess if you were a soft drink
manuf acturer and you put it in the mx, that would be an
added sugar. Simlarly at home by adding it to tea or
cof fee or whatever woul d be an added sugar.

We didn't really discuss too nuch about corn syrup
and corn syrup solids, but, again, those added sugars, and
we had sone di scussion on that yesterday, are in |large part
smal | glucose polyners. Corn syrup, | think the nean sort
of size of a glucose polyner is about 15 gl ucose nol ecul es
together and they're not very sweet, so they're not added --

they' re not added --

DR. DWER | take issue --
DR. DECKELBAUM They're not added for sweetness.
DR. DWER  Okay. | take issue with the

i nportance, | take issue with that statenent, but | also

take issue with the question that they are not inportant.
think they are very inportant and we need to see sone
breakout data because it strikes nme that a |lot of --

DR. DECKELBAUM It's not inportant.

DR DWER: A lot of the corn syrup solids,
sweeteners, | think a lot of what's added to the soft drinks

that Dr. Rachel nentioned are corn syrup, it's not -- isn't
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DR. JOHNSON: Well, renenber that soda is the
nunber one source.

DR. DWER: So they're not added to the nmake up --

(Laughter.)

CHAI RVAN GARZA: Dr. Kumanyi ka, on that.

DR. KUMANYI KA: | just wanted to pose the question
of if the goal of this guideline would shift to being foods
and beverages wi th added sugar or sweeteners or whatever,
then it mght not be the place to address sone of the issues
of total sugar or total carbohydrates. |It's just -- | nean,
we think about sonme carbohydrate issues as part of another
guideline. |If this one could be clearer, focusing on this
added sugar displ acenent problem

CHAl RMAN GARZA: Carole, is there either plans
within the departnent to do sone focus groups --

M5. DAVIS: Yes.

CHAl RMAN GARZA: -- before, that one could explore
at least the neaning to consuners of added sweeteners, added
sugars, a variety of various nessages such as the one that
Shiri ka suggest ed?

M5. DAVIS: Yes, we have plans -- | don't know if
this is on or not. W have plans to do that. it's going to
be very limted, and we're using this to get other things
that you want to -- to have us study, and we just hope the
timng wll be right. W're in the process now of going
t hrough all of our clearances that we have to do.

CHAI RVAN GARZA: Because what the group m ght want

to dois to focus its attention on the rationale for
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nodi fying the current guideline either as a first or second
tier, and then comng to sonme judgnent |ater on, based on

t hat evidence and the added i nput of the focus group, as to
what woul d be the best wording, and then making a final

recommendati on based on the basis of both types of evidence.

Is that --

DR. LICHTENSTEIN. | think that's a very good
idea. | think when the subcomm ttee was deli berating, you
know, we canme up with the word "added,"” and we all -- we're

just abnormal, but it all seened real clear to us what we
were, you know, tal king about, and it wasn't until
actually heard the presentation and then rel ooked at the
contribution of sugar that | realized that it probably
woul dn't be perceived as added sugar, and | also think we
need to find out nore about corn syrup because if you taste
corn syrup it's sweet. |If the nmean polynmer size is 15, one
woul dn't predict it to be --

CHAI RVAN GARZA: That's a smaller size though.
It's not --

DR. LICHTENSTEIN. Right. One wouldn't predict
t hought that it would be sweet because even the
nmonosacchari des woul d be gl ucose, which have | ess
sweetening, relative sweetening that fructose. | just think
we need to find out, but that's sonmething that's sort of a
factual thing. But it seens in a lot of the food | abels
that you look at, a lot of it is corn syrup and not sucrose.

CHAl RMVAN GARZA: Ckay. Can we nobve on to the next
one?

DR DWER It seens to ne it depends on what the
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meani ng of "is" is.

(Laughter.)

CHAI RVAN GARZA: That was Dr. Dwyer. Can you tell
me why?

(Laughter.)

CHAI RVAN GARZA: It's gotten to be an internal
j oke anong the commttee.

Al right, let's nove on then.

Kat hryn?

M5. MCCURRY: i'msorry. | just wanted to rem nd
the conmttee that if you're taking about distinctions
bet ween added versus intrinsic sugars, and thinking about
gui dance to the consuners, virtually every processed food
| abel is "added" in ternms of total grans of sugars per
serving, and that woul d account for all forns of sugar that
are added, although |I believe there are distinctions in
terms of -- | think it nonoendysaccharides that are |abel ed,
al t hough there is sone --

CHAI RVAN GARZA: You're saying that the term
"added sugar" is on the food | abel ?

M5. MCMURRY: No. Total sugars.

CHAl RMVAN GARZA: Total sugars.

M5. MCMURRY: Total sugars is what's on the | abel,
al t hough there is --

CHAI RVAN GARZA: W' || get sonebody to clarify.

Al right then let's nove on then to another
noncontroversial guideline. Dr. Kumanyika is going to
provide us with untold wi sdomin about 30 mnutes. 1In 30

mnutes we will have this guideline resol ved.
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DR. KUMANYI KA: | actually think this is going to
be short. Wat tine is lunch? You think you can get two
nmore in before lunch to catch up?

CHAI RVAN GARZA: At the present tinme there is no

| unch.

DR. KUMANYI KA:  Okay.

CHAl RVAN GARZA: But we'll see what we can do.

DR. KUMANYI KA: Al right. Okay.

DR. DECKELBAUM It's the hour and a half that we
went over.

DR. KUMANYI KA:  The sodi um subcomi ttee consi sts
of nyself and Drs. Dwyer and Stanpfer, and Joan Lyon, who is
giving us staff support and very hel pful in keeping us on
track.

VWhat 1'mgoing to do is just highlight what we've
been doi ng and sone of the issues that we think are
inmportant for sodiumthis tinme. If we |eave that one for
awhi l e, the key issues in sodiumare whether to keep the
guideline at all, and then if we decide to keep it, what
should it say. And the reason | say whether to it at all is
because it has been suggested, for exanple, yesterday that
we drop the guideline, so | think the commttee needs to
consider that since the challenge is put before us of
whet her this guideline should continue.

VWhat we did after the last neeting was to go
through and identify all of the issues that had anything to
do with either the validity of the guideline or the reasons
for supporting the guideline, the evidence. And we had the

sort of unusual situation of having the National Hot Line of
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Bl ood Institute convene a conference on this topic between
the two neetings. So rather than -- and | certainly am not
going to try to summari ze the proceedi ngs of the conference,
because | think we needed to have a two-day conference
where, fortunately, our entire subcommttee was present for
the whole tinme, so we've heard a review of the evidence on
the topic. 1'mgoing to go through what was covered at the
conference first. Then as Drs. Dwer and Stanpfer to give
their inpressions of whether -- the question | posed to them
i s whether anything that they heard in the presentations at
the conference alters their understandi ng of the supporting
evi dence.

Before | do that, | want to read off a |ist of
guestions that | raised about this guideline because there
is a sense that this case may not be strong or may not be
existent. So one of the questions is if the cases for
sodium reduction as a guideline is not strong, why is it not
strong? And here is the list. | don't have this on the
si de.

One is, is it not strong conpared to that for
ot her guidelines, which would nean it's a second tier type
of guideline or sonmething? 1Is it not strong conpared to the
case for other dietary factors that m ght influence bl ood
pressure, which is a different issue? And sone of the
argunents that are nade are that it's not strong because by
itself it won't do as nmuch as other factors and therefore we
don't need it.

Thirdly, is it not strong sinply because the

met hodol ogy to address the issue is limted, which neans

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

N RN N NN NNDNNNDNIERPRP PR R P B P PR
© 0 N o U0~ W N B O © 00 N O O M W N B O

371

that people think it's there but because urinary sodium 24-
hour urinary sodiumis hard to collect and dietary doesn't
get sodiunf? It just not strong because the type of evidence
we have is by its very nature inconclusive. Another reason
it mght not be strong is because the studies that would
tell you if the case is good haven't been done yet, and |I'm
going to nmention a little bit later one of the studies
that's currently in the field. O is it not strong because
the evidence is actually equivocal and, you know, the case
isn't there?

And, finally, is it not a strong case because
there's a lot of noise in the system which | take to nmean
to nmean that it is actually a strong case, but there are --
peopl e put noise in the systemby trying to cite odd and

invalid evidence to confuse whether there is a strong case

or not.

So why don't we put up the next overhead.

| think this actually sumrari zes the sense that we
had at one of our conference calls, but this is still open

to discussion; that the guidelines says there is a role for
sodi um reduction in the general population, and that there
is a defensible case for that based on the evidence.

At the NHLB conference, which was chaired by Drs.
Martha Hi Il and Aram Chobani an, we had an overview of the
rel ati onshi p between sodi um and bl ood pressure by Dr. Pau
Whel ton; differences in the blood pressure responsiveness to
sodi um i ntake, which was the salt-sensitivity issue, by Dr.
Myron Wi nberger, and that wa discussed -- there were

di scussants: Drs. Margo Denke, John Flack and Steven Hunt;
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and Dr. Frank Sacks tal ked about the interactions between
sodi um potassium nmagnesium and calcium and gave a little
DASH advocacy at the end of his presentation. He's one of
the main players in the DASH study and we had that di scussed
by Drs. Ted Kotchen, David McCaron and Laura Svetkey.

As you mght know if you know this literature from
sone of the nanes, we had alnost all of the antagonists and
prot agoni sts there except that, as Dr. Lenfant nentioned
hi s opening remarks, Dr. M ckey Al derman chose to be out of
the country during the days that we had the conference.
That's the way that Dr. Lenfant put it. And so he was not
there. Soneone el se presented sonme of his data that he's
publ i shed.

We went to sodium and bl ood pressure in the young.
Dr. Ron Prineas tal ked about the effects of neonatal sodium
intake. Dr. Bonita Fal kner, Sodi um and bl ood pressure in
children, which was discussed by Dr. Gerry Berenson,
Clarence Gimand Julie Ingelfinger.

We | ooked at the clinical trials and studies. Dr.
Graudal presented his neta-analysis of trials of sodium
reduction. Richard Gimnmtal ked about subpopul ati ons by
age, race and gender. Janice Dougl as, preval ence of sodi um
sensitivity in postnenopausal wonen, and | tal ked about
sodiumreduction and quality of life issues, and we had
di scussants including Larry Appel, David Freedman, D ana
Petitti, Janes Robins and Mchael Stoto. And by this tine
it was really a very lively neeting with, | think, people
who hadn't all been in the sanme roomtogether to discuss

these issues actually having a chance to hear each other's
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argunents and agree with themor rebut themat that tine.

Paul Elliott presented by | NTERSALT data, and then
Dr. Chris Senpos tal ked about the cohort studies that have
sone long-termdata and nortality data, so he presented
Al derman's Wrk Site Cohort Study and the NHANES | anal ysis
that Dr. Al derman has published, and the Scottish Heart
Heal th Study data, so those were the three -- three of the
studi es that have relationship, sone relationship between
sodi um and nortality.

And then Dr. Jerone Cohen presented the nortality
data fromthe MRFIT-Followup. So that's a fourth source of
nortality data; and we had Dr. Nancy Cook, Kestel oot, G aham
MacG egor and Louis Tobian to discuss that.

The rol e of sodiumin non-cardiovascul ar
conditions was a topic on the second day. Dr. Dan Jones
addressed that. W tal ked about sodiumin left ventricular
mass, Richard Devereaux, and Jay Cohen, Ed Fruhlich and Lew
Kul I er di scussed that.

Dr. Suzanne Oparil was at the -- gave a
presentation on the renin-angiotensin system The
synpat heti ¢ nervous system was di scussed by Allyn Mark, and
then Pl asma insulin, cholesterol and coagul ation factors.

So this was really an exhaustive di scussion not designed for
the Dietary GQuidelines Commttee, but certainly nore than we
ever wanted to know about the details of the topic.

The basic research in the area was di scussed and
the future studies, clinic and epi dem ol ogi cal research and
t he question was posed as a di scussion topic of whether

t here should be a random zed clinical trial on sodi um
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reduction and bl ood pressure with norbidity or nortality as
an out cone.

At the end we had a presentation by Dr. M chael
McG nnis on dietary guidance public policy, and Drs. Dwer
St anpfer both were discussants, Dr. Bill Harlan and Marion
Nestle all tal ked about sonme of the policy considerations.

In the hallways, sone of the people who were
present actually revealed that they thought it was a
consensus conference, and they thought we were going to take
a vote at the end of the conference, and sone of the NHLB
people, and Dr. Hill, certainly made it clear that the
purpose of this neeting was not to have a consensus, but it
was just to really describe the evidence and have people
have a chance to hear the argunents and hear the argunents
about the argunents so that we could make up our m nds.

So | think I'lIl stop there and just ask for
what ever comments that the other two subcomm ttee nenbers
fromthe DIAC want to nmake, and then I'll go into the talk
about what we would have in the guideline if there wll
still be a guideline.

Do you want to conme up here or use your m ke
there? As |long as people can hear you.

DR. DWER: | thought you gave a good sumrary
there. Just a couple of observations.

The first was the |l evel of heat was consi derabl e,
the |l evel of vipe was also considerable in this conference,
but | thought that the data were very well reviewed. Sone
inpressions | had was that one of the problens is the data

aren't as strong as sone of the other things we've been
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tal king about, like saturated fat. Nevertheless, | think
what your side says, Dr. Kumanyika, is correct; there is a
role. The problemis not exaggerating on either end of the
debat e.

That slide fromDASH is interesting, and certainly
it will be of great interest to follow the community-based
intervention, but a feeding study with the facts is not the
sane as what we're after, which is nore what happens if you
give dietary advice or recommendations to federal officials
or other officials. Nevertheless, it does seemto be safe.
Any concerns | had on that were dispelled by what | heard.

The question is how effective it is and how big an
ef fect, what people can do, can nake.

DR. KUMANYI KA:  Thank you.

Mei r?

DR. STAMPFER: Those pretty nmuch were ny
sentinments after going to the neeting. | think first on the
safety issue, we can basically conpletely dismss any
i nportant concerns on all of safety of low salt diet. That
turned out not to be a credible issue.

| think the evidence is actually pretty good for
nodest effect, and | think the evidence for big effect is
weak. So nmy take on it is that | agree there is a role for
sodi um reduction in the general popul ation, and where to
rank it in the hierarchy of advice is open to question, you
know. If we want to tell Americans some nunber of things
that they can do in their diet to inprove their health,
think sodiumfits in there, but it's not in the top tier of

r ecommendat i ons.
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So ny bottomline take would be to keep the
gui del i ne, perhaps shrink the text, and like with sugar, to
put it in the second tier. But | wouldn't weaken it in the
sense of relaxing the recomendation at all. | think the
evidence is good for a nodest but inportant effect on a
popul ation |evel.

DR, KUMANYI KA:  Ckay, thank you.

So if there will be a sense that there is no
scientific evidence that's been put forth since 1995 that
warrants dropping this guideline, then the question is what
should we say in the supporting evidence, and is there
sonething we can put in the text that would nmake it clearer
to peopl e.

Put up the next.

So we went through the points that are made in the
current guideline, and have just summarized the things that
the conmttee has discussed and will be working on accordi ng
to those points.

These three bullets, "Sodiumand salt are found
mai nly in processed food, processed and prepared foods" is
currently one of the |ead-off points in the bulletin, and
W Il probably remain in the bulletin, and one question wll
be woul d we suggest that it be in that section? |Is that
really the main point? And this is, again, this is foods
wth added salt. |It's less likely to add salt to beverages
al t hough there are sone liquid foods that have salt added.
So this would be one to retain and nmaybe el abor at e.

The next is "How nuch sodiumor salt should the

average adult consune?" This is one where the 1995
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commttee has been criticized for being vague. Wat 's
there nowis a statenent, "Mst Anmericans consune nore salt
t han needed," and then in the advice for today, it says that
the food | abel says 2400 as a daily val ue.

So one question for you is should we then have
this section on how nmuch sold, or sodiumor salt should the
average adult consune, and then address head on things |ike
where we get -- where the recommendati on woul d conme from
i ke what requirenments are; point out that the average adult
includes a | ot of people who, |ike the hypertension, nore
than 50 percent of adults who are trying to reduce their
sodi um i nt ake have been so advi sed; comnment on children,
lower limts.

The other thing that we've wondered is whether we
shoul d conme and explicitly on the type of people who woul d
be accepted from any recomendati on we woul d make about the
amount of sodium Do we nention conditions, salt-1osing
condi tions or sonething where people would know that they're
not in the general healthy popul ati on, because sone of the
criticismthat's cone about adverse effects really talks
about popul ations that are not healthy, that have sone
condition where you would not restrict their salt, where you
m ght even want to give themsalt, and that's mxed in in a
way that | think frightens a | ot of people, or certainly
confuses them So we could hel p consuners perhaps by sayi ng
there are certain people fromwhom sodi um reduction is not
recommended and say who they are.

In terns of how nmuch sodi um Anericans eat, | was -

- on our table this norning is a report fromthe USDA, "Away
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From Home Foods." Sone of you have it. The commttee has
it. And there are three tables on sodiumthat | thought
were interesting, so this is too small for you to see the
details. [I'll tell you what the bylines are for these

gr aphs.

| thought this was interesting. | hadn't seen
data put together this way before, and I would |ike
ultimately to know from sonmeone who's been involved in the
anal ysis how this information was derived.

The first one is that American sodi um i ntake
remai ns hi gh above the recomended |l evel, and it shows that
the -- over time that sodiumintake is -- this is in
mlligrams per 1,000 calories, that it's been renaining
high. It hasn't gone down. The food away fromthe hone
actually has a little blip there. | just had | ooked at this
this nmorning during the neeting so I'mnot that famliar
wthit. And if the author is here, you will be free to
comment if the Chair would permt it. So that's all food
and food at hone.

And then this benchmark on sodi um density is
showi ng that it's going down because calorie intake in these
data sets has gone up, and so the sodiumintake being
relatively flat by this estimation is fromless per 1,000
calories. That's a little bit confusing, | nean, because
sodi um i ntake sonetines tracks very well, correl ated about
.6 with calories, so |I'mnot sure where that conmes from

But this Figure 10, Restaurant of foods contain
much nore sodiumthan other away from hone foods," this is

interesting, certainly sonething that consuners are not able

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

N RN N NN NNDNNNDNIERPRP PR R P B P PR
© 0 N o U0~ W N B O © 00 N O O M W N B O

379

to figure out thensel ves how nuch sodiumis in restaurant
foods. And this graph suggests that it's going down since
about 1991, but it's still higher than foods from ot her
sources. This is new information that mght give us a
handl e on how to advi se consuners.

And the third is show ng the percent of people
nmeeting recomendation. [|'massumng this is data that
i ncludes discretionary salt, but if not, then it would be
probably an over-estimation of the people neeting the
recommendation. So it gives the average intake over tinme
and shows that -- and it's gone from 4l percent neeting new
recommendati on down to 34.

And |'ve seen NHANES data put forth differently
that inplied that sodiumintake is going up, and | haven't
been sure whether that's because of a better probe being in
the nore recent dietary assessnents, or if we actually feel
confident that sodiumintake is going up and the fewer
peopl e are neeting the recommendati ons.

That woul d certainly address one of the issues
related to whether we need a guideline, because in the
absence of a guideline, or if the guideline is downpl ayed,
you may not stay level; you may actually have sodi um i ntake
increase and what is the health effect of that.

Ckay, | also had just -- sone of our discussion,
we tal ked about behaviors and sodiumrel ated behaviors. W
have this "Advice for Today" section, and you coul d repl ace
that or add a section of new habits that can reduce sodi um
intake in the interest of how and naybe positive behaviors

that have the effect of reducing sodiumintake instead of
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t he avoi d.

| al so wondered when | | ooked at this and |istened
to the discussion yesterday if anyone has ever tried to
standardi ze the rest of the bulletin, because the "Advice
for Today" seenms to be the only section that appears in al
of the guidelines at the end. But when sonebody was tal ki ng
about the al cohol and they said, well, you nade the
statenent about historical use in alcohol but you didn't
make it for anything else, and so | just wondered if anybody
had ever thought about having the sanme categories as you go
t hrough the guidelines, and one woul d be what behaviors w |
get you there and another m ght be what's the history behind
this or whatever.

But we could focus on habits because there are
types of habits that people in some of the clinical trials
have adopted to help them reduce their sodiumintake, and
that could be nade nore promnent so it's nore of a "howto"
guideline as to necessarily a blood pressure guideline,
which is the way it reads to sone people.

Let's put the next one up.

The next key point in this guideline has it
appears now is that sodiumis associated with high bl ood
pressure, and sone of the criticismthat have conme up rel ate
to the fact that it is not the only factor related to bl ood
pressure and maybe is not the main factor related to high
bl ood pressure in the population. So one possible way of
addressing that would be to tal k about the two things that
are shown here: to nmention that it's an inportant factor

associated wth high blood pressure, but not inply that it's
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the only factor; and then describe where sodiumintake fits
into the overall eating pattern, which would be a pl ace
where you could nention sonething Iike a DASH di et and
cross-reference to other fruits and veget abl es.

Text |like that appears there now, but it's framed
as other factors also affect blood pressure, and one way to
think about it is, you know, where does sodiumfit in with
other dietary factors, which is not quite the same thing,
but it would allow you to put the sane information there.

| wanted to comment on the DASH Il study because |
think that the ultimte question about the short-term effect
of the DASH eating pattern on blood pressure and its
relationship to sodiumreduction will be answered in this
study and we m ght even in the supporting evidence describe
the study even though the results will not be available. So
|"mjust going to review the design of that which Joan got
fromthe worldwi de web and it's available there for those of
you who don't have a copy.

That study is contrasting the DASH dietary
pattern, high fruit and vegetable, dairy dietary pattern
with the control pattern, and then people will be crossed
over on three |evels of sodiumintake so DASH 50, 100 and
150 per day.

So as | understand the design, there will be four
centers and each one will have 100 -- there has, there has.
| think the actually finished data collection in Novenber,
and will be able to I ook at 50, 100 and 150 wi t hout the DASH
diet and al so be able to | ook at the effects of 50, 100 or

150 with the DASH di et using people as they are on controls,
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and the cross-over design with [ike a two-week washout in
bet ween.

They began that in August 1997. Recruitnent,
began the experinental diets in january of 1998, and
eventual |y, perhaps for the 2005 dietary guidelines
commttee, would be able to address the issue of dietary
pattern of sodiumin blood pressure in a nore coherent
fashi on.

| probably nentioned that to say that until that's
type of study is done there won't be any way to tell nuch
about additive benefits of DASH and sodi um i nt ake because
t he DASH hel d sodi umintake constant at a noderate |evel of
three grans per day.

There is also a study that is planning -- planning
stages now which is called "Permer." [It's an investigator-
initiated study, it will test the DASH diet w th wei ght
reduction and sodiumreduction in a free |living popul ation,
and that m ght answer the test of what you could expect if
you put everything actually in the dietary guidelines
toget her, except with the DASH pattern being a little bit
nore aggressive on fruits and vegetabl es than the
traditional pattern, so sone of this is just to say that we
don't know much nore about the role of sodiumand its
ultimate benefits than we did in 1995, but we can describe
it alittle bit differently, and we may know down the |ine.

May | have the last slide? 1t's about consistency
wi th other reconmendati ons.

Reduction of sodiumor salt is reconmended in the

Surgeon CGeneral's report on nutrition and health, the
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Nat i onal Research Council, the Report on Diet and Health
and that is like six granms of salt per day. The Surgeon
Ceneral's report doesn't have a nuneric goal or didn't have
a nuneric goal. Then the daily value is 2400 both for the
2000 and 2500 kilo-calorie intakes. The |evel of sodium
reduction hasn't been -- maxi mum sodi um i ntake hasn't been
changed by calorie |evel.

The requirenent is listed as 500 mlligrans of
sodi um per day in the 10th Edition of the RDA as a safe
m ni mum i ntake. As sone of you will renmenber, the 9th
Edition had a range for adults of 1100 to 3300 mlligrans
per day of sodium but that was not repeated in the 10th
Edition of the RDA

The heal thy peopl e 2010 objectives are noving
towards a total sodium objective, but I don't know what it
is yet. It may not have been fornulated. The 2000
obj ectives, sone of the text that the commttee has says
that the objectives were nmet, which is an error, but the
2000 objectives were behavioral objectives that had to do
with the addition of salt, preparing foods w thout adding
salt, buying low salt foods and avoi ding adding salt at the
t abl e.

There is, | think, no data on the food preparation
goal. The goal was 65 percent of people preparing foods
wi t hout added salt. But the use of salt at the table, the
goal is 80 percent rarely or never using, and the 1996 data
shows 62 percent rarely or never using salt at the table,
whi ch al so enphasizes that it's going to be food sodi um

And then adults who regul arly purchased foods with reduced

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

N RN N NN NNDNNNDNIERPRP PR R P B P PR
© 0 N o U0~ W N B O © 00 N O O M W N B O

384

salt, the goal was 40 percent, and the 1995 data say 19
per cent .

But | think that there is a nove to change because
t hose behavi ors by thensel ves may not add up to a | ow sodi um
i ntake because they only deal with discretionary additions
or buying certain products, so if there is a new healthy
peopl e 2010 guideline that's quantitative, we mght want to
see when that's going to be available, and if we can align
ourselves with that.

That's all | wanted to say about this -- well, one
nore thing. W' ve |ooked at adverse affects and ot her
i ssues and have reviewed this iodine issue. Dr. Dwer had
sonme comments about that in one of our conference calls and
menti oned that the HLBI conference, and since then we've
obtained a report froma CDC conference on the iodine issue.
And right now !l think that it means we m ght want to make
sure we describe the role of iodized salt and current |evels
and the fact that they're going to be nonitored in the
popul ation nore clearly in the supporting evidence and in
advice to consuners, and | don't know if you want to say
anynore about what you think we should say because, | nean,
the concern is that if iodized salt is an inportant source
of i1odine, we need to take that into account when we are
recommending limted use of discretionary salt.

DR DWER: | think on that iodine issue, that
there are two issues. One is that it appears fromthe work
of Powell, | think it is, et al., and we can show you the
slide tonmorrow if you wish, that there is a sizeable

proportion of people who don't seemto be getting enough in
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terms of their urinary iodide, and maybe sone of that has to
do with the characteristics of these particul ar people and
their use of various foods and salting and so forth.

Then there is another group of people who probably
get nore than they need or too nuch, and so it's |ike the
three bears: too much, not enough, just right. And what
we'd want to do is as we ponder these issues is to think
nore about how we can help on that.

The other issue is the second issue that is a
hangover fromthe ' 95 gui deline discussions, and | don't
thi nk we have really discussed this in depth yet, Shirika,
but the question of quantifying sodiumor salt guidelines
means that we think the evidence is very great that there is
reasons to quantify, doesn't it?

And the only recommendations, | think, in '95 that
are quantified now are saturated fat and total fat.

DR. KUMANYI KA: | don't know. | think we need to
hear comments on that. The best reason for quantifying, at
|east wwth the range or sone |[imt, to nme s that consuners
won't be able to use the guideline without that. But
whet her or not that makes it easy to quantify it and be
correct about it is a different story.

DR. DWER: But how can consuners use it even if
we quantify it?

DR, KUMANYI KA Well, | nean, |'mthinking about
like the old chol esterol guideline that was 300 because it
wa hal f of what people were consum ng. Do you know what |'m
sayi ng?

| f people -- if we decided that people should eat
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| ess than their -- wthout saying that this is their
physi cal threshold that will have an effect on your bl ood
pressure, but just that there is a greater relationshinp.

CHAI RVAN GARZA: Shirika, was there anything that
any of you m ght have | earned that would bring greater
specificity to the recomendation in terns of who m ght
benefit? O at the NHLBI conference are there
characteristics of the population that would hel p us provide
gui dance beyond saying, well, if you' re human, you know, and
regardl ess of whether you're 90 years old or five years ol d?

As we | ook at other guidelines, we're trying to
make them wherever we can as specific as possible. Any new
data that we should be paying attention to al ong those
[ines?

DR. KUMANYI KA: | think if nmy hearing of the
conference was that the only basis for doing that would be a
l[ifestyle basis in ternms of how has |ifestyles or eating
patterns that are nost likely to put themat risk of eating
a lot of sodiumto people who have -- | nmean, famly history
type issues. But the salt sensitivity discussion -- well,
sone of the discussions were very di sappoi nting because they
really didn't tell you anything nore than you knew before,
even though we had hoped to cone to a new | evel of
di scussion. | didn't hear anything new about salt
sensitivity. Many people think it is not a dichotony and
that it's confusing to make it sound |ike a dichotony.

But we have a list of specific issues that we' ve
done a literature review on but we haven't, you know, read

t hrough everything and discussed it. | don't knowif we're
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going to get anything new or not of that, but that's one of
the issues that we have and we've posed sonme questions in
our outline that we mght be able to turn into speci al
anal yses of data or nodeling of how many people -- you know,
how far woul d people have to reduce their sodiumto nove the
bl ood pressure distribution into a better range? How many
people in certain studies have actually | owered their bl ood
pressure if they reduce their sodiumintake? Just different
ways of | ooking at data that haven't been exactly done in
publ i shed reports that we m ght be able to get a better
handl e on the |ikelihood of the average person respondi ng.
But at the conference, | think it was a popul ation
argunent, so it's not really responder/non-responder type of

argunent, and Johanna nmay want to conment.

DR STAMPFER | agree.
DR. DWER: The question |'ve got though is |
don't think -- | think the RDAs for sodium for all those

el ectrolytes, are they com ng up soon? Are they going to be
revi ewed soon?

CHAI RVAN GARZA: They are going to be reviewed. |
don't anticipate reviewing -- is Alice, is Alice on the
fl oor here?

The last is that there is at |east a year and a
hal f, two years away. | don't see them com ng up before
t hen.

DR. DWER  From starting.

CHAI RMVAN GARZA: From starting, that's right,
unl ess the federal group can bring us nore current

i nformati on.
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M5. SUTOR Part of that -- part of that depends

t hough, doesn't it, on whether the DRI conmttee sees that
it would be nore inportant or nore useful to do the
el ectrolytes as their next group rather than the macro
nutrients.
CHAl RMVAN GARZA: And there is so nmuch pressure now

to do macro nutrients that | doubt if that's going to be

reor der ed.

Rachel, and then Scott.

DR, JOHNSON. | just wanted to conment on the
guantification of the sodiumguideline. It seens that there

is this driving need for people to have a nunber. And if |
can renmenber correctly, there really never was a nunber, and
then diet and health canme out, what, in the md eighties or

| ate eighties, and they said six grans of salt, which we all
i mredi ately translated to 2400 mlligranms of sodium and that
sort of becane the magi ¢ nunber and then it was on the food
| abel s, and everyone uses that as the cutoff in diet quality
research to say what percent of the popul ation neets t.

So | think, you know, that seens to be the nunber
that's sort of out there. So whether or not we concur with
that or not, | think in the absence of the dietary
gui delines giving a nunber, there will be a nunber that's
used as a cutoff for the popul ation.

CHAl RMAN GARZA: Scot t.

DR. GRUNDY: The current term nol ogy is noderate,
and | think -- | think that m ght have a noderating effect
on the popul ation. And, you know, one of the questions is

going fromnoderate to |l ow, which seens like it has a
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questionable effect, but it's -- you know, it's also a
little unrealistic.

VWhat about if you totally elimnated any comment
about sodiumand let's say the |evels doubled in the
popul ati on because for whatever reason people no | onger paid
any attention to it, and you were taking in 12 grans a day
or 13 or 14 grans |ike sone popul ations? 1|s there any
evi dence that that would be harnful ?

DR. KUMANYI KA: | think there is -- | nmean, we
woul d have to follow the popul ation, but the presunption is,
fromthe evidence associating fromsalt data and those kind
of conparisons, and fromthe ability to reduce the incidence
of hypertension and | owering sodiumin people with high
nor mal bl ood pressure, the assunption is that nore people
woul d be at a high sodiumintake and then nore of those who
are predi sposed woul d convert over into hypertension at an
earlier age and so forth.

So the assunption is that it goes both ways, that
you could say in the simlar way that the weight of the
popul ation increased. One of the problens in the bl ood
pressure literature is that blood pressure in
phar macol ogically controlled in the churn data, and that we
did a paper trying to nodel the inpact to see if the
i nci dence of high blood pressure is actually going up, and
that we just suppressing it with nmedication, and the only
way we could do that was to inpute the people who were on
meds, to put themin the high part of the distribution and
then ook at it churn over tine.

But that's one of the problens, people -- because
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the treatment -- well, see, and for bl ood pressure about 25
percent of people who know they have bl ood pressure and
t aki ng nedi cati ons have bl ood pressure in the desirable
range, so that's another like 50 to 70 percent of the adult
m ddl e age popul ati on who m ght have a harder tine
controlling their blood pressure if they were to be
consum ng nore sodi um

This is such a passive issue fromthe point of
vi ew of consuners because you saw the discretionary data.
It's not that convincing. Now, this is sonmething consuners
are doing, but this guideline is always a little bit
circuitous because the nessage is really to the say catering
i ndustry or sone of the people who feel that consunmers want
this amount of sodium and therefore put it in their food,
not because consuners what it, and | don't know what you do
with that, but at least this is a platformfor working with
i ndustry on how to keep it at a noderate |evel.

CHAI RVAN GARZA: Alice?

DR. LICHTENSTEIN: | have two comments about the
guideline itself.

First, right nowit says "Choose a diet maturate
insalt and sodium" And |I'mwondering, | didn't |ook at
t he consunmer focus group data on that, but what is the
perception, you can't do one without the other as far as
salt and sodium and, you know, historically were they
al ways both -- those both terns included and then is that
confusing or is that actually hel pful ?

DR. KUMANYI KA: M inpression is that

historically, when it was sodium that nobody had any idea
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what that nmeant. So you have to say "salt" because people
don't --

DR. LICHTENSTEIN: Right, but then is it necessary
to say "sodium' or is it confusing just as far as the
nessage goes?

| mean, people don't eat sodium They do eat
salt, and salt is listed on the ingredient |abel, not
sodium So | think that's something that should be
consi der ed.

DR. KUMANYI KA:  Sodium On the ingredient list?

DR. LI CHTENSTEIN: Yes. But on the nutrient
| abel, | guess, it's different.

DR. KUMANYI KA:  Unless it's another sodium
conpound.

DR. LICHTENSTEIN: Right, yeah.

The other point is right now the way the guide --
the commentary to the guideline is witten it says,
"Consum ng nore fruits | and vegetabl es al so i ncrease
pot assi um i nt akes which may he help to reduce bl ood
pressure.” That sort of comes out of the blue, and then
there is a box that tal ks about some good sources of
pot assi um

You didn't nention potassium but |I'm wondering,
given that we have a |limted anmount of space in the booklet,
is that particularly useful to the consuner with respect to
t he gui deline?

CHAl RMAN GARZA: |Is that a rhetorical question or
is that what you wi sh us to say?

DR. LICHTENSTEIN: | guess I'mreally interested
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because, you know, being either a nornmal or abnornal
consuner, I'ma little confused.

DR. JOHNSON. Maybe when we pronote fruits and
veget abl es, and as the effect of the DASH diet, you know,
you coul d say sonet hi ng about bl ood pressure in the fruit
and vegetable part. That's where your potassium --

DR. LI CHTENSTEIN: But we need information. |
mean, | didn't hear anything about potassium Do you think
t hat potassi um should be here and then the box shoul d be
devoted to potassiumrich foods as it's witten?

DR. KUMANYI KA:  Yeah, | can, and maybe we didn't
have anybody we thought would be the best to invite this
time to tal k about sone of these issues, but fromthis
di scussi on maybe we will conme up wth the right person for
next tinme.

The bl ood pressure literature makes it hard to
di stingui sh between whether it's sodiumitself or the sodium
potassiumratio, but potassium doesn't conme out as standing
on its own as a risk factor, and potassi um suppl ementati on
seens to -- they do nore in certain populations if potassium
intake is low, |ike African-Anmericans have | ow potassi um
i ntake, and there have been coupl e studi es show ng that
suppl enmentation will help, also the sane with cal cium

So this has been the hol ding place, just like
calciumis nentioned here and there and other reasons, this
has been a place for nentioning factors that don't stand
al one, and that's why | was thinking that maybe we woul d
change sone wordi ng about sodiumin the diet, and the

commttee hasn't had a chance to discuss this, but there may
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be a better way to do it because it does sound silly if you
don't know why it's there, and you don't know the
sodi unml potassiumratio literature, it |ooks |like --

DR. LI CHTENSTEIN: No, no, no. | know sone of the
literature and | know there have been reports that there is
a relationship. I'mtrying to put nyself in the shoes of
just a regular old consuner, and it's sort of buried in a
sentence. |I'mlooking at a guideline that's referring to
salt and sodium and what | see as a visual in a box which
m ght just focus on is potassium and |'mjust wondering how
much of an inpact that actually has because it's not part of
t he gui deline, which was maybe to, you know, read it, so
that's why. There may be a good reason for it but | think
it's a good question.

CHAI RVAN GARZA: R chard and then Rol and.

DR. DECKELBAUM  Actually, just to -- the
pot assium box is the first box you see in the guideline.

DR LI CHTENSTEI N  Yes.

DR. DECKELBAUM | wasn't going to bring that.
was goi ng to suggest that quantifying, | guess that would be
a nunber.

(Laughter.)

CHAI RVAN GARZA: | hope that's not a reflection of
our glycem c index now.

(Laughter.)

DR. DECKELBAUM But from what | understand, and
correct ne, that the dietary guidelines have been food-based
and not nunber-based, and use nunbers when ot her may ot her

organi zati ons provided them nuch like it's used in the
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current guideline. | think quantifying, just, you know,
putting it in as a nunber is just going to give a |lot of
area for controversy because you' re going to have to spend a
|l ot of time finding that exact nunmber and, you know, maybe
the -- so | would let the DRI conmttee or other commttees
worry about it, but we don't -- | don't think we have to
worry about a nunber in our verdicts.

CHAI RVAN GARZA: (Ckay, Rol and.

DR WEINSIER As it conmes across now, it seens
that sodiumis punitive primarily for risk of hypertension,
and | wonder if your commttee has or would want to consi der
i ncluding here the relationship of sodiumintake to cal ci um
| oss and bone health.

| think that there is as accunul ati ng body of
literature -- did | mss it?

DR. KUMANYI KA: It's in the guideline, yeah, in a
sort of catch-all category.

CHAI RVAN GARZA: (Okay, |'mgoing to take one or
two questions. Let ne tell you what the plan is before
everyone deci des what they need to say needs to be said now.
We're going to take the next guideline before we break for
lunch, and we're going to be back by 1:15.

(Laughter.)

O herwi se, we're not going to get through what we
need to do this afternoon, to nmake sure that the groups neet
in the afternoon and start westling with these issues,
because we have to cone back tonorrow and deal with outlines
and begin to nake your work nore concrete.

So as long as everybody is aware of what you w ||
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be doing to your lunch break, then we can proceed.

VO CE: Can we get sandw ches or sonet hi ng brought
in?

CHAI RVAN GARZA: And work through |unch?

VO CE:  Yeah.

CHAI RVAN GARZA: Yes, that would be a great --
because when we can just break for 10 m nutes or five
m nut es and have | unch brought in.

| s everyone agreeable to do that?

(Chorus of ayes.)

VA CE: We heard you, we heard you

CHAI RVAN GARZA: Al right, good. Let's just plan
to do that.

VOCE: And it's still snow ng out.

(Si nul t aneous conversation.)

CHAI RVAN GARZA: All right, let nme ask or sonmeone
in the staff if they can bring in a nmenu or Shanthy
sonet hing, then we'll just pass the nenu around.

VO CE: Gve us tw choices, give a variety.

DR. LICHTENSTEIN: | would just say one thing
about if the subconmttee is considering a nunber, just
remenber that the guidelines are for individuals two and
above, so with the fat it's 20 percent of calories, but
little people may -- it may be nore appropriate for themto
have hi gher or |lower total anmounts of sodiumthan big
peopl e.

CHAI RVAN GARZA: Any ot her comment s?

Li nda?

M5. MEYERS:. The salt and sodium you're quite
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correct that the -- when salt was added, it was because
nobody understood sodium Sodi umwasn't del eted only
because it was on the food | abel, and | think probably it
had an hour's discussion, so it wasn't based on a | ot of
anal ysi s about what peopl e woul d understand.

DR. LI CHTENSTEIN. But do we have -- did any of
the focus groups deal with that?

M5. MEYERS: | can find out. | don't know the
answer to that.

CHAI RVAN GARZA: Carol e?

DR. LI CHTENSTEIN: Conni e is noddi ng yes.

CHAI RVAN GARZA: Conni e, can you comment a bit
nore than just yes?

VO CE: The majority of the consuners do not know
the difference between sodi um and sodi um chl oride. They
don't understand why they are put there. Sone, very sadly,
consuners --

CHAl RVAN GARZA: Ckay.

DR. LICHTENSTEIN: | would like to ask Constance
about added sugar as | ong as we have her up.

Do you know if there is consuner data on their
perception of added versus the term "sugar".

VOCE: W did not in our, our study ask that.

CHAI RVAN GARZA: (kay. There are a nunber of
others that have questions and | may have stifled them All
right, caloric restriction may be a very adequate strategy
for the next guideline and we're -- so Dr. Winsier here,
woul d you like to go on then and over on to the next one?

DR. WVEINSIER. Since the attention span is --
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CHAI RVAN GARZA: You need to either -- there
shoul d be either a --

DR. VEINSIER Is that on now? Yeah.

Okay, | think I can shorten this considerably.
Sonme of the issues that were raised, before | get into this
category, and | say "raised" by sone people that spoke
yesterday, letters that we've gotten, coments nmade within
and outside of our conmmttee, basically focusing on four
areas of concern or suggestion. One was the title; second
was the etiology of obesity, and should we address this in
this guideline; third, the nmethods, nethods for assessnent
of body fat and nethods for assessnent of body conposition
or body fat distribution; and, fourth, enphasis on physi cal
activity.

Basically, the working group consist of Rachel
Johnson, Shirika, Joan, Kathryn, nyself. The general
considerations in our working nodel was to | ook at new
evi dence 1995, focus on general concepts to be enphasi zed,
recommendat i ons shoul d be appropriate for the popul ation at
| arge rather than too prescriptive, and this is a though one
for us, and then information should obviously be practical
for dealing with the public at |arge.

In terns of the first issue and concerns that were
expressed, the title has raised a nunber of questions. this
is one possibility, but others have been suggested. The
previous title was "Bal ance the food you eat with physical
activity, maintain or inprove your weight." Apparently the
word "inprove" in focus groups has given peopl e pause and

concern because apparently the definition of "inprove" is
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not clear. Does that nean gain weight? O other issues
have been raised, but it was not clear.

A second issue that's cone up, and |I'mnot sure
it's addressed in this proposed title, is the word "Bal ance
the food you eat with physical activity.” The inplication
for sone has been, well, |I'm heavy, but |I'm bal ancing the
food | eat with nmy activity, so |I'mdoing what | should do
when it should be "inbal anced" at that point. So |I'm not
sure that this deals with it, but we're open to suggestions.

One that has been proposed is nore focused, sinply
"Achi eve a healthy body weight." The word "heal thy," our
commttee seemto fee fairly confortable as a word we m ght
want to have repeatedly within the guideline.

In terns of areas of new evidence, actually |I was
going to go into sone detail on this, but I'"'mgoing to skip
probably a fairly |arge nunber of overheads and di scussion
and sinply cone back and give you a feeling here of one way
we mght want to deal with this.

But the other things we need to | ook on, | think
there are new data that we need to consider in terns of
met hodol ogi es for neasuring percent body fat or body fat, as
well as distribution. W need to |look at the relationship
of fatness; the fat pattern nedical risk, we have new
information here; the guidelines, as before, who should
| ose wei ght probably should be retained. In ternms of weight
| oss goal, we may want to rethink this a little bit in terns
of weight | oss approach, eating pattern and physi cal
activity may just need sone tweaking and not major changes.

Wth regard to the first, that is, the etiology,
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just allow nme to skip way ahead, and if you really feel
strongly, I'll conme back and discuss these. | think it's a
very inportant area, but it may not be necessary for our
di scussing right now

The reason they canme up, at |east as | understand
that it canme up is that there is concern that the public has
a feeling that wwth so nuch enphasis on the genetics of
obesity certainly in recent years, since '95 when the OB

gene was di scovered, that there is a perception that it is

now really out of our control for many of us. [It's in our
genes or it's not in our genes. If it is, thenit's not a
nodi fiable factor. This was raised -- this concern was

raised to ne by Dr. Goldman, the editor of the Annals of

I nternal Medicine, just several weeks ago when he expressed
concern that of his 100,000 readership, he feels strongly
that a vast mgjority of them-- these are nedical fol ks --
fee that obesity is determ ned by genes and therefore it's
not nodifi abl e.

So junping past all the data on one side and the
ot her, one thing we m ght consider on the basis of ny
understanding of the literature is that there are non-
nodi fi able genetic influences. | nean, this is absolutely a
given. | think the data is absolutely solid that there are
genetic influences and there are certainly variations of
energy requirenents, which you can say are inherent, perhaps
genetically determ ned, plus we have the changi ng
envi ronnent and t hese pose chal |l enges for weight control.

But it still appears that for the general

popul ati on wei ght changes are determ ned, underline the word
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"determ ned,"” not by our genes or environnent, but the
causative or cause/effect relationship is based upon the
behaviors. And so | think we have thee flexibility and
should try to encourage the readership of the guidelines
that it may be difficult, but we still have nodifiable
behaviors that are still under our control, so you may want
to cone back and di scuss that, nmake suggestions to our
commttee, but that's the approach that we're currently

t aki ng.

Met hods to assess body fatness, we do have sone
new gui delines. The BM seens to be useful for categorizing
degrees of obesity and the association of health risk.
Proposed recomendati ons based upon the WHO and the N H
reports, the NHLBR report suggest these guidelines for
normal . They used the term"normal." W suggest the
possibility of substituting "healthy weight" as the BM,

t hese nunbers proposed overwei ght, the nunber here proposed,
and obesity greater than 30 kil ogranms squar ed.

It's al so been suggested the NHLBR gui del i nes,
that the same BM cutoff for obesity is justified for al
gender and race groups.

So our suggestive revision is, wthout show ng you
a picture of it, but the last, the '95 gui delines based on
wei ght for height, it was |i ke several graded areas that you
could trace your weight for your height. One consideration
is to perhaps use the BM, the Body Mass |Index, rather than
wei ght for hei ght based upon the newer reports.

Wth regard to health risk and the other

paraneter, assessnment of body fat pattern, the BM appears
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to be associative of increasing health risk in a graded
fashion, so we have to be careful that when we tal k about
BMs and cutoffs that the interpretation is not that if ny
BM is 24.9, | amperfectly healthy. If mne is 25.1, |I've
got real problens; that it is a graded associ ation.

Wai st circunference appears to be an i ndependent
risk factor, at least up to actually a BM of 35, for
vari ous di sease, including cardiovascul ar di sease, di abetes,
hypertension. So there is good reason to consider in the
gui delines giving the public information about how to assess
wai st circunference as well as BM.

Since body fat pattern is determned in part by
nodi fiable risk factors, such as exercise reported in this
study in '95, waist circunference is to sone extent
nodi fiable, so this has to be taken into account. If it's
not nodifiable, maybe we shouldn't push this on the public.
But on the basis that it may well be nodifiable, then we
shoul d consi der focusing on wai st circunference as anot her
nmeasure.

In contrast to BM, waist circunference cutoffs
differ between genders, so this does have to be taken into
account. So in our revision we may want to consider using
the wai st circunference -- previously it was the weight to
height ratio -- excuse nme, waist to hip ratio -- consider
usi ng wai st circunference as a reference replacing the WHR

And we m ght want to consider a table such as this
or a box such as this. It's based upon the NHLBI clinical
guidelines report. W mght want to substitute the word

"heal thy" for "normal” BM. W may want to consider
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roundi ng off a nunber here to nmake it consistent, but these
are things that need to be discussed. But basically the
point is that to figure out -- to estimte your weight
status and risk of disease, to give sone guidance in terns
of what your BM is, howto neasure it, and where the wai st
circunference fits in to figuring out your relative risk of
di sease.

And in terms of controlling weight, who should
| ose weight, it's inportant that, as in the previous
gui deline, that we enphasi ze that not everyone, you know,
has to | ose weight. And the BM is greater than or equal to
25, that initself my not be an indication that nmedically
t he person needs to | ose weight. However, if the BM is
greater than 25, the data do suggest that we consider
| ooking for a BC-rel ated considerations. As well, if the
wai st circunference is greater than 88 in wonen or greater
than 102 in nmen, we | ook for obesity-related conditions.

Qur suggested revision maybe include a reference
tabl e about who should | ose weight and try to enphasi ze the
di stinctions of who should and who should not | ose weight,
and | won't read all of this now, but this is an exanple of
what a box mght ook like in terns of who should | ose
wei ght. The main point, regardless of the wording, is that
you may not need to | ose weight even if you are in the
overwei ght category, i.e., a BM greater than 25, or between
25 and 29.9, or even if your waist circunference has
increased, i.e., greater than 35 for wonen or 40 inches for
men, however, risk factors should be assessed and then

per haps have sone gui delines for who should consider |osing
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wei ght based upon BM, waist circunference, nunber of risk
factors.

Now, in terns of howto go about it, i.e., what
are sonme reasonabl e guidelines for the weight control or
achieving a healthy weight, the previous guidelines
enphasi zed the five to 10 percent weight |oss. By weight
| oss of five to 10 percent can reduce but may not elimnate
co-norbid conditions.

One thing to consider and this is, in part, based
upon the NHLBI report, but also nore recent, the CLEM
report, looking at the registry of individuals who have | ost
significant anmounts of weight and kept it off for an average
of five years, is that nedical risk is assuned to be
maxi mal |y i nproved by achieving a nornmal body weight. So if
we' re tal king about maxi mal inprovenent, then the guideline
shoul d be achi eve a normal body weight. Thus, the ultimate
goal m ght be to achieve what we're calling a healthy or
nor mal body wei ght rather than | eaving the inpression that
five to 10 percent takes care of it. It's a good initial
goal, but we need to think about the wording and consi der
whet her we want to enphasi ze normal wei ght because it's a
goal that nost people will probably not achieve.

Does that mean it should be taken out of the
guidelines or do we want to leave it in? Wight reduction
can inprove health, the ability to function and quality of
life for overwei ght or obese individuals at any age, so age
is a consideration to think about in this guideline,
certainly for the elderly population or the ol der adult

popul ati on.
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The suggested revision, five to 10 percent, is an
appropriate initial goal, ultimte goal, a healthy body
wei ght is sonmething we may want to consi der.

In terns of dietary pattern for weight control
there are sone data that have been published since 1995 t hat
we probably want to consider. They conme out -- they cone
fromthe sanme group. Bell and Barbara Rolls are both at
Penn State. But these studies are neticul ously conduct ed,
at least in ny view, and are conpelling in terns of short-
termcontrol of energy intake. Anyway, the data suggests
that energy intake is determ ned nore by the volune and the
wei ght of the food consuned rather than the fat content.
these studies, as | say, were very carefully conduct ed.
Lower energy intake occurs spontaneously with use of the
| oner energy dense food. Reducing dietary fat al one w thout
reducing calories is not sufficient for weight |oss.

So just taking account of sone of this data, nost
of it new, sone of it not so new, we nmay want to consi der
the possibility of giving guidelines that relate to the
foods at the base of the pyramd; that is, the whole grain
foods, the plant foods, vegetables and fruits, which are
going to be relatively lowin energy density, and at | east
in the short term seemto be a primary determ nant of
ener gy intake.

Above findings are consistent with enphasis on
i ntake of foods at the bottomof the pyramd, as | say,
which are low in energy density and fat content.

Suggested revisions: The 1995 guidelines are

primarily focused, at least in ny view, on negative advice.
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There were six of seven on one box given, six of seven at
the advice statenents were negative in the sense that
they're saying "eat less....", "eat smaller...", "eat
without...", it's all things that we should not be doing,
and 1'd like to think through, if it's okay with the
subconm ttee and the entire commttee, on ways to enphasize
positive statenents, perhaps by putting the enphasis on the
majority of intake being derived frommnimally processed
whol e grains and cereals, vegetables and fruits at the base
of the pyram d, enabling advice for weight control which is
positive as well as appropriate for overall health. So it's
a consideration I'd like for us to renenber.

And, finally, wth regard to physical activity,
physical activity benefits only nodestly the wei ght |o0ss.
So in ternms of inducing weight loss, | think it's pretty
wel | docunented it's not going to contribute a great deal
It does, however, inprove cardiovascular fitness and it
certainly appears to inprove wei ght | oss maintenance, may
have a specific effect on decreasing abdom nal and inter-
abdom nal fat.

| ndi vi dual s success with | ong-term wei ght
control, according to the Wight Loss Registry, have
physical activity levels that are about three tinmes that of
the American Col |l ege of Sports Medici ne Recomendation. So
t hose individuals who seemto be successful in achieving a
| arge anount of weight loss and maintaining it for a | ong
period of time seemto be nore active than woul d be
recommended by the Anmerican Coll ege of Sports Medi cine.

In ol der adults, preserving strength is particularly
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inmportant to reduce risk of falls and fractures.

So the bottomline, in terns of suggestive
revisions we mght want to consider, physical activity is an
i nportant part of a weight control program being highly,
and | highlighted the word "highly," highly active favors
| ong-term success in overall health. W need to be thinking
about where and how to enphasi ze "highly," not to m sl ead
peopl e that just becomng a little nore active may
heal thier, may be nore hel pful, but, again it's like
achieving a healthy weight versus a five to 10 percent
intake. We try to set a goal a little bit higher which may
not be realistic for nost.

So that's basically the cooments that | have based
on the input fromthe commttee. But, Shirika, Rachel,
pl ease junp in.

DR, JOHNSON. | just wanted to add that we did
tal k about children as well, and | think it's sonething we
definitely need to include with obesity increasing at the
rate that it is anong Anerican's children. And | know we
tal ked about sonme behavioral things, primarily based on
Leanne Burges' work on what happens when you coerce or force
children to eat, and the negative inpact that can have over
the long term So I'm hoping that we're going to be able to
put sonme behavior tips for parents and caregivers related to
children and really enphasi ze physical activity in regard to
t he pediatric popul ation.

CHAl RMVAN GARZA: (O her conmments or questions?

Meir?

DR. STAMPFER  Yeah, | thought that was a really
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t hought ful and neasured set of recomendations. | just had
a few coments.

One was, in terns of the diet conposition that
pronotes or doesn't pronote weight |oss, those studies, |
agree, they're careful, but they are very short term They
are really based nostly on neals in terns of the energy
density, and | think you can gain weight on just about
anything that has calories, as long as you don't bal ance
them and | don't think the evidence for energy-dense foods
as especially pronoting weight gain or being agai nst wei ght
| oss is very conpel ling.

My second point | think nmay be nore inportant, the
noti on about should you try to | ose wei ght when you' re over
a BM of 25. | think our enphasis should be on prevention
of these conditions, |ike blood pressure, adverse |ipids and
di abetes, and so | don't think we should tell people to wait
until they have an adverse condition and then try to | ose
weight. [It's nmuch harder to |lose weight than it is to
mai ntain weight. So | think we should stress prevention,
not waiting until these things.

| think just about anybody over 25, unless they
are in a very unusual body builder type with a big nuscle
mass, is probably going to need to | ose weight, and | think
we should stress that there are exceptions, but nost of
t hose people by far should be | osing weight, and they'l|
inprove their lipids and their glucose tolerance and their
bl ood pressure even before they reach a critical |evel where
t hey need treatnent.

Li kew se, even people who are within, sort of at
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24.8, sone of those people ought to be | osing weight too,
depending on their | ean body mass and so on, and | think
t here should be nore enphasis on weight gain during --
trying to avoid weight gain during adult life. 1if you' ve
gai ned wei ght from say age 20, on the average you're
overwei ght, and the -- for nost people the weight that
you' ve gai ned is adi pose.

So those are ny two main comments.

CHAI RVAN GARZA: Alice?

DR. LI CHTENSTEIN. | have a comment on the wording
of the guideline. It seens like the inportant point is to
mai ntain or inprove your weight. [|'mwondering, there is a

ot in that guideline, and, again, going back to the focus
groups and what we know about perception, bal ance of food
you eat with physical activity, as pointed out in the
beginning, is a -- | nmean, it can be interpreted a | ot of
different ways. |'mwondering if we consider just the --
you know, consider the wording, and that perhaps if the
basic, the nost inportant nmessage is to maintain or inprove
your weight, that's what the guideline should say, and then
the text should be nore explicit regarding howto do it.

CHAI RVAN GARZA:  Johanna?

DR. DWER: Just two, two points.

The first is it would be helpful, I think, to
include instead, if we're worried about space, a little
formula to calculate BM frominches and pounds, because
it's clear that we're not going that track. |It's also clear
t hat nost people do not know how to cal culate this, and so

it becones a magic, yet another magic nedicalized thing that
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we tell people.

The second thing is is the issue of the BM drift,
and the problem certainly the sane BM for all gender and
age groups may be appropriate for adults, but it's
certainly, | don't think you would want to be including
children in that BM, would you?

Per haps you would, but | don't think so from what
| know serum chol esterol values at the 85th and 95th
percentile are different and the believe the VM s are too.
So | think you need to reconsider that for kids over the age
of two but under the age of 19.

| also would like to endorse Meir's suggestions
with respect to the prevention. 1In terns of the treatnent,
we really do have to realize that where we are with this
after 50 years is still wth cure rates that are about the
sanme as cancer of the stomach, right? Ten percent cure
rates at five years. So we need to be, | think, nodest in
our prom ses to peopl e about what we can do.

CHAI RVAN GARZA: R chard?

DR. DECKELBAUM  Just one point, | think, that
will help in ternms of the genetic contribution of the
argunment. | don't think the gene pool in the United States
has changed that nuch between NHANES | and NHANES |1 |
oesity is doubling and tripling in sone popul ati ons and
that's certainly a major argunent, that there has been sone
ot her change besi des genes.

| think if we | ook where we're going with the
different risk factors and chronic di seases, this is the one

where we have the greatest failure. | think I'mright,
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Paul , in that statenment. And therefore, wth the know edge
of coma norbidities and even obesity as an i ndependent
factor, it's the one that | really think as a group we nust
focus on in a very integrated fashion throughout the
gui del i nes because it represents the greatest failure of,
you know, risk factor control that's actually happeni ng now
in the United States.

And in doing so we have to have, | think, very
careful integration throughout the rel ated guidelines, and
sonmewhere, either in the introduction or a variety or
wherever it's going to be, in terns of, you know, pulling
all the data together that we're hearing, we're hearing sone
of it. You know, if the science base is out there that kids
who have a | ot of sugar at lunch are going to eat nore |ater
on in the afternoon with their snacks and during the day, we
real ly nust gather that kind of evidence wherever we can,
and we -- even -- we've really got to, | think, take this
factor in ternms of appetite control, because this is what
we're really tal king about, it's appetite control, and one
of the factors that contribute to appetite control, and
we've had very little of that at this neeting, but | think
it's sonething I think we should be considering in our
del i berati ons, and perhaps we can get soneone to help us on
t hat because we really -- there are people who know a | ot
about appetite control, but we have, except for very little,
we've had very little discussion on it, but that's a mjor
factor in the nunber of calories is how do you control your
appetite.

CHAI RVAN GARZA: Do you know of any data that
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relates -- measures appetite control to clinical outcones?
| know the theory, but is it -- getting back to
Meir's question, | mean, do we have any data that woul d give

us any sense that this is rel ated?

DR. DECKELBAUM | don't know. Again, this isn't
my major field. There may be sonme things out there, but if
you can just take -- take the big increase in soft drink
consunption, which does have sort of sinple sugars in it,
and if there is sone data on sinple sugar consunption and
appetite later during the day, it's sonething we should be
considering even if -- even if the direct link isn't --

hasn't been nmade yet. Certainly if you | ook at chol esterol

and heart -- cholesterol |evels and heart disease, the
initial links were nade before the data was in, show ng that
| onering cholesterol, in fact, lower risk of heart disease.

CHAI RVAN GARZA: But the point | thought Meir was
making is that the data are in there, at |east people have
| ooked in ternms of |ooking for diet conposition. | nean,
they' ve | ooked for fat, they've | ooked for carbohydrates and
not been able to link it because, in fact the idea is that
you sonehow conpensate the followng day. Is that --

DR. STAMPFER My read of the long-termdata is
that diet conposition isn't a terribly inportant predictor
of weight gain or weight loss. But there are data on
satiety and how you feel after a neal.

Now, linking that to obesity is logical, but I'm
not aware of the data that's done that.

CHAI RVAN GARZA: is it because of a |ack of

then -- do you conpensate the follow ng day, and that's the
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dynam c that we don't have a good handl e on

DR. GRUNDY: | wanted to say sonething about this
eating out of the base of the pyramd. Let's say the
pyram d, you know, if all of our food cane in the form of
little pyramds |ike Hershey's Kisses, and that's the way
you said it, we'd just take a bite out of the bottom of
those and throw away the top. And | think what | think we
ought to do is to eat the whole thing, eat the whole
pyram ds, but just eat less of them It wouldn't be eating
the total diet, so | have a problemw th that concept.

DR VEINSIER | may have msstated. | did not
intend to say that the foods selected should be limted to
the base of the pyramd. | didn't intend to say that.
was trying to inply --

DR. GRUNDY: | nean, the pyram d should be
structured so that you eat the whole pyramd, right? That's
what |' m sayi ng?

DR. VWVEINSIER. Well, | look at it as a guideline
to food selection. So if an individual is going through a
snorgasbord line and they have to nake choices, that in the
back of their mnd they' ve got this imge of a pyramd
where, | guess, nost of the food on ny plate should cone
fromthe grains, the fruits and vegetables, and then | have
the option to choose sone additional foods fromthe protein
group, fromthe dairy group. So you've got sone reference
point at what to put on your plate as you're going through
the cafeteria line.

Does that make sense?

DR. GRUNDY: | have a feeling that in your case
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you'd never get to the top of the pyram d when you went
through that line the way you describe it. |'mnot saying
that's bad, but | think our pyram d ought to be constructed
in a way that nost people eat the whole pyram d.

DR. VEINSIER Well, that's what | said, | didn't
mean to intend --

DR. GRUNDY: Yeah.

DR. WVEINSIER. -- to exclude any food because |
don't practice that when | treat patient.

CHAI RVAN GARZA: Before we continue with a
di scussion, let ne tell you what's being passed around. You
have the nenu. Please put your initials by whatever you
want. Then | want to reassure the transcriber that we are
going to take a 20-m nute break at the end of this
di scussion and that will give everybody a chance, give them
a chance to rest up a bit and you a chance to stand up and
stretch. But | want these filled out, otherw se, you may
not get your food in a tinely manner. So do that as we
speak, okay?

Johanna, then Suzanne.

DR. DWER: R chard, just back to your intriguing
remarks. | was trying to renmenber, and perhaps soneone in
t he audi ence or at the table knows of the study. This was a
study that we done at your institution in the early 1970s by
a wonderful investigator who died prematurely by the nanme of
Kat hy Porocoust, and she did this study with Tadbee in
Italy, and it was one of the few, as | renenber, |ong-term
studi es of regulation of food intake over nonths rather than

weeks.
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Barbara Roll's study, as Dr. Stanpfer has pointed
out, are acute studies. They are not as |long as that.

And as | renenber, the results were not very
conpelling. The results were conpelling but the effects
were very small. But | may be wong and it's in your
library sonme pl ace.

CHAl RMVAN GARZA: There are the Labi nsky studi es as
well for three nonths, and there are sone |onger term
st udi es.

DR. JOHNSON: | just had a couple of points.
wanted to follow up on Johanna and Meir's plea for an
enphasis on prevention. | agree with that, and | think what
| would i ke to see us really enphasize is physical activity
and sonme behavioral tips that are commonly used in
behavi oral wei ght control progranms, and with sone particul ar
enphasi s on portion sizes.

| think we also need to be careful about the
definition of "healthy," because if you recall when the NIH
gui del i nes canme out they were broadly msinterpreted in the
media to say that anyone with a BM over 25 needed to | ose
wei ght, and that's not what they say. They say a BM
between 25 and 29, with two additional risk factors. There
is going to be a lot of debate about what is healthy if we
come out and define that.

| nmean, if we're going to define over 25 as not
heal thy, we need to be on very firmfooting, | think.

Shirika, you were on that N H panel, weren't
you --

DR, KUMANYI KA Um hmm
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DR. JOHNSON. -- for the weight guidelines, so
maybe you coul d hel p us out there.

CHAl RVMAN GARZA: Hold on, let ne ask -- let ne ask
Suzanne because she's been trying to get in a comrent.

DR. MURPHY: If it's directly related to what
Rachel just said, go ahead.

| too want to chine in about physical activity. |
think that is the biggest purpose of this guideline, and al
t he wei ght discussion in the world should take second pl ace
to focusing on physical activity.

| also wanted to ask maybe sonebody who knows nore
about the chart than | do that's in Figure 3, | had al ways
t hought that was cal cul ated based on a BM of 25, 30, et
cetera. |Is that true?

And in that case, isn't that nmuch easier for
consuners than giving thema fornula? Wy wouldn't you just
keep Figure 3 the way it i1s?

M5. MEYERS: It was actually calculated with a
si npl e Exel |l spreadsheet.

CHAI RVAN GARZA: If you track back, it comes out
to the same BMs, is that what you're saying, Linda?

DR, KUMANYI KA:  What did you think it was based
on? | notice when you were saying, | had the feeling that
you t hought this was based on sonethi ng?

DR. MJURPHY: He said height for weight.

DR. VEEI NSI ER Yeah, weight for height, but not
wei ght of hei ght squar ed.

DR. MJURPHY: Ckay.

DR. LI CHTENSTEIN: That |ast two guidelines have
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basically taken BM cutoffs and converted themto wei ght for
ei ght squared for the table.

DR. MJURPHY: | think anything we can do to
sinplify these things for the readers is great. And al ong
that line, there is also a statement about if their waist is
bi gger than your hip, you need to worry. | like that sort
of easily inplenmented approach. It may not be theoretically
quite a correct as giving themthe centineters, but it sure
is a lot easier for people to understand.

DR. STAMPFER | just wanted to respond to Rachel
| think, you know, for a cutoff of 25, | think that's
basically what the current WHO cutoff is as defining a
desirable weight. And I think there is just plenty of data
to support that. | don't think we're on thinice at all to
use a 25 cutoff. There is just lots of data out there for

di abetes and bl ood pressure and other risk factors,

nortality. | think we're quite confortable on that.
DR. KUMANYI KA: | didn't hear all of your conment.
You asked ne -- what were you suggesting instead?

DR. JOHNSON: Well, when the N H guidelines cane
out, ny understanding of the interpretation is they don't
say everyone with a BM over 25 needs to |ose weight; that
bet ween 25 and 29, they say wth two additional risk
factors.

Am | not interpreting that correctly?

DR, KUMANYI KA:  NO, it -- but it says that they
are overweight, and it says that that's a wi ndow of concern
and that that's a -- should be trying not to gain anynore

wei ght. Those are clinical guidelines nmeant for people to
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really talk to individuals, and what's factored in there is
that the person may not want to | ose weight. And so | think
that | agree basically with the 25 nention there because it
is first level of concern about weight. It's just that what
a clinician does with that person nmay vary dependi ng on
their --

DR. JOHNSON: See, you're confortable wi th saying
that everything over 25 is not a healthy weight. |[If you say
anyt hing under 25 is healthy, the inplication is that
anyt hing over 25 is not healthy.

DR, KUMANYI KA:  Wel |l one of the DJAC report from
1995 also had a list of BM range, which was based on BM
25, and all that made it into the final booklet was the
chart, but this chart is based on a BM of 25, which was
sonmewhat controversial at the tine for people who had
noticed it, and then it showed the gradation, and probably
not on -- I'mnot sure now, Linda probably knows where the
shadi ng changes, if it changes at 32 or 30.

But | think the point was that, yeah, once you're
over 25, you should pay nore attention to your weight than
bel ow, than below 25, so | would change it from 25, but also
change the 1995 dietary guidelines.

CHAI RVAN GARZA:  Johanna.

DR. DWER: Just two things.

One is i didn't hear anything with aging, so it's
going to be flat for aging.

And secondly, | don't think we -- sonething needs
to be said about the appetite suppressing drugs. One is on

the nmarket, one was withdrawn fromthe nmarket, and a third
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is hoping again to go on the market. It seens to ne to
sinply ignore it, you can't.

CHAI RVAN GARZA:  All right. On that rather
controversial note.

DR. LICHTENSTEIN: Well, | would point out those
are prescription drugs.

DR. DWER Right.

DR LICHTENSTEIN: So it's not that it -- so there
are other issues.

Just on the comment that Rachel nade. Desirable,
heal thy, what's the word? Because if it's a desirable
wei ght, then it doesn't sound so bad if you're above or
bel ow 25.

DR, JOHNSON:. Well, | just know we w Il get
argunents. | nean, if you want controversy, we'll get
argunments from people who say that if your blood pressure is
normal and you don't have di abetes, then all these other
t hings, and your BM is 27, are you unhealthy.

CHAl RMAN GARZA: Scot t.

DR. GRUNDY: | think we have to be quite careful
about that BM of 25. You know, when that NHLBI guideline
cane out, we got a trenendous anount of flack about that
from peopl e who were saying that a |lot of healthy, young nen
have BM s above 25 and they're not overwei ght and are not
obese, and that is very true.

And ny argunent in defense of that was that was
i ke you said, Shirika, a clinical guideline, and it's one
i n which physicians can | ook at the patient and say

sonet hi ng about it.
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Now, it's true that probably 90 percent of people
whose BM is over 25 are overweight, but there has to be

sone caveat in there that there will be sonme people who are

not over -- are not obese or have too nmuch total body fat at
a BM of 25.

CHAI RVAN GARZA:  Shiri ka?

DR. KUMANYI KA: |I'mgoing to try to |look at the

aging literature again and see if we know how t he wordi ng
shoul d be for older people. It's not -- it's not easy to
figure out what wording there is. W weren't thinking about
changi ng the guidelines, but we want to have | anguage there.
| think, even though |I've been participating in
getting things to this point, | still have a feeling that
this guideline is mssing sonething that consuners need, so
| just wanted to say that. | had actually nentioned to
Rol and before he presented that we m ght be so bold as to
consi der a separate guideline for physical activity and
allow this one to be nore of a "how do you eat to manage
your weight," because as | | ook through what we have in the
ol d version, and probably the new one, it's just |ike even
t he box that you wanted to fix about what you could eat, if
you | ook at Box 6, it really doesn't say you have to eat
| ess food except in the nost subtle -- | nmean, it just
doesn't say that. And | think that this issue of portion
si zes that soneone nentioned, to becone nuch nore specific
in ternms of the fact that the size of a container is not the
size of a portion. It would really help consuners
understand where all the extra food is comng from and to

mention that weight has gone up in the population, and try
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to get that prevention nessage a little stronger.

And this one, we've tal ked about this, it still
feels nore clinical than it could be for the purpose of a
di etary guidelines, and the question is what should be
added. And | think, Mary, your comment about naking the
prevention nmessage stronger would be a place to start, and |
think al so tal king nore about what to eat, how to eat as
opposed to only the losing weight, which is a weight control
guideline, but it mnimzes -- it mnimzes food.

CHAI RVAN GARZA: The only other issue that | have
not heard anyone rai se, and probably would want to include
in the secretary's report, is if there is any new data on
t he consequences of | osing and gai ni ng wei ght, because that
was one of the -- | think if | think back on the two, two
principal drivers that ended up with the wording that in
fact many have criticized as being awkward was the point
t hat Johanna raised that in fact the success rate of |o0sing
wei ght and keeping it off |ooks so lowthat if we focused on
achieving a healthy weight, that we were going to be asking
hal f of the popul ation, given the percent that's overwei ght,
to constantly be | osing and gai ning and | osi ng and gai ni ng
because we know that so few gain -- or rather, |ose and keep
it off.

So we probably woul d have to update that database
to say has yo-yo dieting --

DR. VEINSIER  But this was addressed fairly
recently. Van, what was the date of or N DDK report on
wei ght cycling? But it was within the |ast two years that

there's basically a data --
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CHAI RVAN GARZA: No, | was saying included in
our -- I'mnot saying it hasn't been revi ewed.

VO CE: There is no other -- there is no newer
data out.

CHAI RVAN GARZA: Right, it's since '95.

VO CE: Right.

DR. VEI NSI ER:  Yeabh.

CHAI RVAN GARZA: What we need to do is include
t hat consensus docunent or the evidence that led to that.
That's the one piece that | saw was mssing. There m ght be
ot hers.

DR. LI CHTENSTEIN. How does that conpare,
| osi ng/ gai ni ng, | osing/gaining, how does that conpare to
gai ni ng/ gai ni ng/ gaining? 1|s there any evidence -- no, with
all seriousness, is there any --

DR. VEINSIER No, that's never an option. It is
either maintained -- that was how the issue of maintaining
your wei ght got there.

DR. LICHTENSTEIN: Onh, | understand that, but |
guess what |'m concerned about is that in taking the people
that gain/lose, gain/lose, what woul d happen if they were
advi sed not to do that?

CHAI RVAN GARZA: The guideline was crafted in a
way that woul d say, | ook, you have to focus peopl es
attention, focus their attention on at |east maintaining
their wei ght and not gaining any nore wei ght rather than
focusing their attention on losing weight -- this is a bad
pun because we know that's a | osing proposition.

DR. GRUNDY: | would like to raise a point that
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Shirika brought up and expand on it, and ask whether it's
possi bl e to associ ate physical activity here in these
gui del i nes from body wei ght ?

There are so many ot her advant ages of physical
activity that go beyond body weight, and, in fact, you know,
you can eat in a mnute what you can run off in three hours.
So, you know, there has -- it's not the solution to the
obesity problem but it is a solution to a |ot of other
probl ens that we have. | nean, | don't know whether this is
out of our purview or not to get into putting that in as a
separate thing, but to highlight it as a separate val uabl e
thing for health, you know, | think you could make a strong
argunent for that.

Is that going to be sonething we could do?

CHAl RVAN GARZA:  Well, we could consider it.

DR. GRUNDY: Yeah.

CHAl RMAN GARZA: | nmean, the issue of whether or
not divorcing it fromthe diet fall under purviewis
sonet hing that we need to think about carefully.

DR. CRUNDY: It would be divorced fromthe diet
entirely if you made it a separate item but that it would
have benefit on a lot of other risk factors that relate to
di et beyond body weight, that's what |'m saying.

CHAI RVAN GARZA: | have to agree with -- | nean, |
think this is -- physical activity is a major issue that we
can't afford to overl ook, and how we deal with it, either
with a separate guideline or strengthening the present
guideline, | nean, is sonething the group can certainly cone

back. Either choice is available to us.
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DR. JOHNSON: | had a discussion with Allison

Yat es about the macro nutrients in the DRIs which | thought
was very interesting that may shed sone light on this, and
she was sayi ng that when you | ook at the DRI for energy, we
know from doubly | abel ed wat er energy expenditure data that
expenditures are |ower than current recommendati ons.

The problemis if you get the recommendati ons down
to low, you can't easily neet mcro nutrient needs, so there
may be sort of a paradigmshift where we need to | ook at
what do we need to get our activity levels up to in order to
be physically active enough that we can bal ance that with an
energy intake that we can reasonably neet our nutrient needs
at, so | think that just adds strength to the argunent to
really enphasi ze activity.

CHAI RVAN GARZA: Alice and then Meir.

DR. LI CHTENSTEIN: Just to get back to the point
about enphasis on maintaining, | think it should al so be on
prevention in children; that there may be even a separate
section on that because that seens to be where sonme of the
problemis starting.

CHAI RVAN GARZA: We will give you the | ast word
and then we'll break. [I'msure the transcribers wll be
very grateful for that.

DR. STAMPFER: Just to second the thoughts on the
physi cal activity. Scott and | were talking in the hall and
he was pointing out that caloric intake in China is
substantially higher than it is here even though their
typical BMs are 20 or 21 due to physical activity.

And | think | agree with you, Scott, that it's not
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the solution to losing weight, but | think it is either the
solution or it's necessary but not sufficient for

mai nt ai ni ng wei ght | oss, and those few 10 percent that do
succeed several studies have shown that it's with physical
activity.

So | think it's pretty intrinsically bound in --

DR. GRUNDY: |I'mnot denigrating it's role in that
regard, but | think it has so many ot her danmages beyond
wei ght control that it mght deserve a separate identity.

DR. STAMPFER  Thereby linking it solely on weight
control

CHAI RVAN GARZA:  All right, well, then, let's try
to convene at 1:20. And if your sandwi ch has arrived, you
can start eating it before then. But if not, we will eat
after we convene.

(Wher eupon, at 12:55 p.m, the neeting was
recessed, to reconvene at 1:20 p.m, this sanme day, Tuesday,
March 9, 1999.)
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AFTERNOON SESSI ON
(1:35 p.m)

DR. GRUNDY: Ckay, what | would like to do while
you're eating your low fat neal is to just say a few words
briefly about the summary of our recommendations, and then
we can open this up for discussion. | would also like to
t hank Kat hryn McMurray, who hel ped so much and hel ped
putting this together. And after | nmake a few comments,
then Alice and Richard will also say sonething, and Meir
al so wanted to comment on trans fatty acids.

If you look in quantitative terns, |ook at the
nunbers, | don't think the recommendati ons that we conme up
with are going to be a lot different than they were before,
but there clearly is going to be sonme difference in enphasis
if we follow the recommendati ons that we've outlined here,
and that's what | would like to go through with you briefly.

And i f you have that before you what our summary
IS, you can see that the priority of the recommendati ons are
saturated fat and dietary cholesterol and trans fat, and
t hen percent of energy fromfat.

In the previous guidelines, it started out to
chose a diet lowin fat, then saturated fat and chol esterol
but we feel that if you take a | ook at the scientific
evi dence, we are stronger on saturated fat than percent of
energy fromfat or a diet lowin fat, if that inplies a | ow
percent age of fat.

So we think the guidelines should enphasize
saturated fat for chronic disease, coronary heart disease

and stroke, and this link is primarily through the effect of
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saturated fats to raise cholesterol |evels and pronote
arteriosclerosis, and there is a broad base of evidence to
support that recomendation, which | think nbst of you are
famliar with. And we felt that dietary quantities of
saturated fat should be |l ess than 10 percent of calories.

Now, dietary cholesterol intakes, currently the
recommendat i ons have been on the books for a long tine for
nmost groups in this country have been for dietary
chol esterol intakes of less than 300 mlligranms per day. As
we read the data in this area, we think that still is a
reasonabl e recommendat i on.

We heard yesterday sone evidence that dietary
chol esterol may have | ess effect than we may have thought in
the past, and | think it is quite clear that the effects of
dietary cholesterol in humans is not as great as it is in
animals on raising the plasma cholesterol level. But, in
our view, to sonme extent the quantitative effect depends on
the way you anal yze the data, and which studies that you
take for anal ysis.

There have been a | arge nunber of studies in this
field that are not terribly well controlled, and then are
sonme tightly controlled nmetabolic studies. And if you rely
nmore on the carefully done netabolic studies, you will see a
somewhat greater increnment in cholesterol levels in plasm
t han what Don McNamara showed yesterday, but clearly the
effect is not great. But if you add it all up, say going
bet ween 300 and 500 mlligrans of cholesterol like it used
to be, in our view that would raise chol esterol |evels by

about six to eight mlligramper DL, which, | think, is not
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trivial.

It also mght be noted that we had a decline in
chol esterol levels in the population in the past 20 years or
so, and that has paralleled a reduction in dietary
chol esterol intake. |In fact, the decrease in dietary
chol esterol may be the major factor, not the only factor,
but perhaps the major factor contributing to the decline in
chol esterol levels in the population. W can't be sure of
that but the data are consistent with the nmetabolic studies.

Now, we al so recommended that trans fats should be
mentioned in the text under the saturated fats section.

Now, there m ght be one view, and maybe Meir woul d espouse
that view that trans fats should be listed as a separate
category separate fromsaturated fat. You know, that's
somewhat controversial and can be discussed. | think it was
the view of our group that the trans fat probably has about
the sane effect as saturated fat, but the total intake is
quite a bit less, and therefore it m ght be contained under
the recommendation for saturated fat and sort of | unped
together as saturated fat and trans fat in some way which
we'll have to discuss. This is not to mnimze the

i nportance of trans fat because it clearly raises

chol esterol levels in the sane way as saturated fat.

Now, we thought that total energy intake should be
di scussed in terns of the -- total fat intake in terns of
total energy intake, including carbohydrates. Now, this is,
in our view, would be a major shift, a paradigmshift for
the guidelines. But it seenmed to us fromreview ng the

literature that a case cannot be nmade for a very |ow fat

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

N RN N NN NNDNNNDNIERPRP PR R P B P PR
© 0 N o U0~ W N B O © 00 N O O M W N B O

428

diet or a low fat diet being a major factor responsible for
obesity or for control of obesity in the population, and it
may be a nore bal anced recommendation to include those
together and to enphasize for the public the need to curtai

i ntake of total calories, whatever their source, both to
prevent the devel opnment of obesity and to reduce excess body
weight, and I'msure that will be an interesting point for

di scussi on.

For unsaturated fatty acids, we really didn't
differenti ate between the nonounsaturated and the polices.
The nore recent data nmay give a new lease on life to polies,
al t hough probably in practical terns pol yunsaturates may be
pretty much at the maxi mumintake available -- that is
possi ble now. But in any case, we put those together for
sinplicity and called the unsaturated fatty acids, and we
recogni ze that they don't | ower serum chol esterol |evels and
they should be limted to maintain appropriate energy
levels. But | think at the sanme tinme they do represent an
i nportant source of calories and one that should not
necessarily be targeted for reduction preferentially.

Among the onega 3 fatty acids are conplicated and
we didn't get into those too nuch, and maybe it's not
necessary in these guidelines to enphasize those
particularly. Their intakes currently are |low and the
appropriate intake is not clear.

We al so thought it was inportant to enphasize
foods rather than fat per se as sources of particular fatty
aci ds. The di scussion of nuts this norning was a good

exanple of that. These are rich in unsaturated fatty acids,
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and it was pointed out how they may be a useful conponent of
the diet, and that's one way that we m ght enphasize foods
rather than particular fatty acids.

| think those -- well, perhaps one other
recommendation. W thought they should focus on individuals
and not popul ations, and that's the aimof the guidelines is
for individuals, and that's been a subject of some confusion
in the past.

There al so needs to be sonme consideration for
children. There was enphasis given in the previous
guideline, | believe, for children under age two with regard
to dietary fat, but | believe Richard wants to make a case
for perhaps cutting that out of this particular guidelines
and nmaki ng a nore general statenment for children

Now, perhaps Alice mght want to say sonething and
then Richard, and then we could open, and Meir, and then
have a di scussi on.

DR. LI CHTENSTEIN. My comments actually are going
to be limted to onega 3 fatty acids and fish that | think
there may be sonme reason to include a recomendati on that
fish be consuned, even on a weekly basis, sonething |ike
that, because | think there is epidem ol ogi cal evidence to
support a relationship between decreased incidence of
cardi ovascul ar di sease and fish consunpti on.

| think there is sone clinical data to support it,
that levels of onmega 3 fatty acids in red blood cells
correlate inversely with risk of sudden death after a heart
attack, and that there is some work on a nore basic |evel

suggesting there onega 3 fatty acids nmay be involved with
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arrhythm as, heart arrhythm as.

| also think a recommendation |ike that is not
particularly radical and al so woul d be consistent wth sone
of the other recomendati ons because recomrendi ng sonet hi ng
like fish would nost |ikely displace other types of foods
that will be high in saturated fats. So do sonething for
consideration. | think that the anount of evidence has
i ncreased between 1995 and now with regard to that point.

QO herwise, | totally concur.

DR. GRUNDY: Richard.

DR. DECKELBAUM Just a short comment on chil dren.
| think in the previous guidelines it was witten that
chil dren between the ages of two and five should gradually
adopt a diet to what would neet 30 percent whole fat and 10
percent saturated fat.

| think that, you know, in terns of
i npl enentation, we're spending a ot of tinme on
inplementation, it's hard to give guidelines for gradual
i npl enmentation, and | think the good news is that there is
certainly new data since the previous guidelines have been
publ i shed showi ng the safety of diets that are noderate in
fat, 30 percent or even lower, and there is the DI SK
studi es, a nunber of papers which are in older children, but
sonmething that's ongoing right nowis the -- which is
outside of the United States, but it's quite an exciting
study. |It's the STRIP study, and | can't renenber exactly
what it stands for. Meir, do you want to -- but in this
study, this is children in Finland, a relatively |arge

cohort. | think about 2,000 who were randoni zed after
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leaning to a low fat diet, which is about 28 - 29 percent,
about 28 percent total fat, and low in saturated fat as well
by nutritional guidance conpared to the normal control, sone
ot her ki nd of guidance.

And now the initial STRIP cohorts are about five
and six years old, and they've done a |lot of work on not
only lipid levels with the experinental group with the | ow
fat group, but quite inportant data has been accunul ated to
show that there is absolutely no adverse effects on
cognitive or other devel opnment signs, so that these are kids
who were getting 27 to 29 percent fat beginning at the age
of , dependi ng on when weaning is, four to seven nonths, and
there is no adverse effects and outcone.

And | know that they have sonme unpublished data
which is actually quite exciting with regards to how t he
preval ence of obesity in five - six year olds, depending on
what group they were in. | don't have the data, but you can
guess.

So | would just encourage that you pretty much go
with the concept that children over the age of two can
pretty nmuch follow the rest of the guideline for fat, and I
don't think there needs to be any qualifiers for children
over the age of two.

Under the age of two, I"'mnot sure that's within
the charge of the USDA, so that | think we would just stay
away fromit and not include it as part of our m ssion.

DR. GRUNDY: Okay, Meir.

DR. STAMPFER It's part of the USDA but it's not

part of this commttee.
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CHAl RVAN GARZA: \While Meir is going to get up to

the table, | can brief you on at |east the way that |anguage
that Richard was referring to cane into the guideline was
the sense that it was not safe, and there were sonme of us on
the coonmttee that argued that, in fact, couldn't understand
the lack of safety given the normal weaning pattern. So the
data are not very surprising, but it was in the end a
conprom se anong those on the commttee who felt that
extending those fat guidelines to the age of two was not a
probl em and those who felt very strongly than, in fact,

that m ght have been -- | think they were concerned we woul d
be stunping children and al so causing cognitive problens.

DR. DECKELBAUM | just want to add one thing and
this comes up repeatedly in ternms of kids and children over
the age of two. | don't think there is anyone who pronotes
t hese noderate fat intakes who says to achieve this that
dairy products should be excluded, so that these guidelines
do not mean decrease in the intake of dairy products in
children. What they do nean though is encouragenent of | ow
fat dairy products.

DR. LICHTENSTEIN. Can | tal k about children just

CHAI RVAN GARZA: Wl |, go ahead and then we wil|l
go to Meir.

DR. LI CHTENSTEIN: Okay. That | think also that
Ri chard' s proposal is very reasonabl e because now that the
school |unch program so that when the kids hit school at
age five, they' re adhering to the recomendati ons of |ess

than 30 percent, |less than 10 percent saturated fats. So
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there is no phase-in at that point.

DR. STAMPFER: Yes, | just wanted to say a couple
of words about trans. Trans is unique because not only does
it raise LDL but it |owers HDL, and we haven't tal ked nuch
about HDL, and | guess there is sone degree of controversy
over how nuch causality to attribute to HDL, but it's
certainly a very strong predictor. The higher HDL is
associated wth [ower risk of heart disease. So sonething
in the diet that does both bad things, raising LDL and
| owering HDL, we have to be very cauti ous.

This is a summary by Al berto Escharia, and it's a
figure froma paper that's under review that | wll
distribute to the people around the table and ask that you
don't pass it around because it's not published. But this
summari zes all the studies that have conpared saturated fat
with trans on the inpact on the LDL to HDL ratio, and what
one finds is that trans is about twi ce as bad as saturated
fat is in ternms of this ratio. Both saturated and trans
rai se LDL, but because trans also lowers HDL, it has a much
wor se i npact.

Now, the second point is that the increase in risk
associated with trans is actually higher than what you woul d
predi ct just based on the lipid changes in the epidem ol ogic
studies. For exanple, this is fromthe nurses, and
admttedly this is just one study, but the bottom bar here
projects what the change in risk would be if the two percent
of energy fromtrans were replaced wth two percent of
energy fromunsaturated fat, and it basically cuts the risk

approximately in half, which is far nore than you woul d
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predi ct based on the lipid levels. And this makes sense
bi ol ogi cal |y because trans can interfere with the nmetabolism
of essential fatty acids.

Two final points: One is that the natural
replacenent of trans is polyunsaturated fats, which are
beneficial, and the clinical trials that have shown a
benefit of lowering saturated fat by replacing with polies
have shown benefit in contrast to the clinical trials that
just reduce fat.

And the final point is that this easy to do
because a lot of the trans that we get conmes from
manuf act ured product, baked goods, and fast food, fried
food, and there are replacenents that are avail able at
hi gher cost but not astronom cally higher cost. Trans is
basically pretty nmuch being phased out in Europe. W can do
it here in the U S, so that consuners can reap a dietary
benefit with very little effort on their part.

And also just to nake a second to what Alice was
sayi ng about the onega 3's. | think that's another point
t hat we shoul d consider, whether the data is strong enough
to enphasize. | think that they are strong enough to
menti on.

DR. GRUNDY: \What kind of a recommendati on woul d
you rmake for onmega 3, that they are strong enough? | didn't
qui te understand what you were saying there.

DR. STAMPFER: \Whet her we shoul d di stinguish that
fromjust unsaturated fats is all.

DR. GRUNDY: You think we shoul d?

DR. STAMPFER | think we should tal k about it.
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DR. GRUNDY: Ckay. Are you going to lead the --

yes.

DR. LICHTENSTEIN: | would like to say sonethi ng
about the trans fatty acid issue.

| don't agree that we should put a | ot of enphasis
on trans fatty acids for a couple of reasons. Although the
epi dem ol ogi cal data does so, an association with a greater
risk with trans fatty acids as opposed to saturated fatty
acids, the clinical data doesn't necessarily support that
because there have been two very extensive studies on trans
fatty acids and bl ood clotting, and they both turned out to
be negative. There have been two studies published on trans
fatty acids and acceptability of LDL toxidation. However,
we feel that should be taken into consideration and those
are negati ve.

So although there is sone -- or no effect. And
al though there is sone basic work suggesting an effect of
trans fatty acids on essential fatty acid netabolism there
has been no bi ochem cal abnormality or change to date that's
actually been associated with it, but | guess ny concern is
that right nowit's been estimated that the trans fatty acid
intake in the U S. is about 2.2 percent energy intake
whereas the saturates is about 12 to 14, but we're not near
where the goal of 10 percent was set years ago.

And | think that there is not too nmuch room for
play as far as discretion goes in trans fatty acid intake of
individuals. | think the food supply is going nore towards
lower in trans fatty acids, and | certainly agree that the

i npact of trans fatty acids on LDL cholesterol is simlar to
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saturated fatty acids, whereas saturated fatty acids do
raise HDL. | think trans may not quite | ower them but have
no effect so that the ratiois alittle bit worse, but |

t hi nk when you |l ook at the relative portion of intake in the
U. S diet and what the inpact of the nessage has, | would
hate to see a ot of focus on trans and | ose the focus on
sats. whereas | think we can make the nost or the biggest
inmpact if we could get saturated fat intake |owered, the

bi ggest inpact on risk for cardiovascul ar di sease.

CHAI RVAN GARZA: Any ot her questions or conments
fromthe group?

Go ahead.

DR. DWER: | thank Scott for his presentation.
share, with | ess know edge from direct experinental work,
Alice's concerns about trans, over-enphasizing it and not
just sort of lunping it under saturated.

VWhat | wasn't clear about, however, Scott, and |
wanted a little nore fromthe commttee is it seenms awfully
heavily weighted to cardi ovascul ar coronary heart disease
end points. And on the total issue, it would seemto ne
there m ght be reason to focus on other issues as well as
t hose.

So | find the second page of the possible way to
go alittle coy. If thereis a way to -- one of the biggest
random zed trials in the world is now being carried out with
Ameri can post nenopausal wonen on dietary fat, total fat. It
m ght be worth us at | east reviewing the reasons for putting
that particular intervention into the -- into the study, the

Wnen's Health Initiative. | realize that we heard one
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presentation this norning that suggested, well, maybe 10
years | ater they wouldn't have done it or he wouldn't have
done it. But these recommendations are extant both fromthe
Nat i onal Acadeny of Sciences for |low fat and also they are
now in play in a very large clinical trial, and wondered if
per haps those concerns m ght be better reflected by a little
br oader appr oach.

DR. GRUNDY: | think we're certainly aware of the
i ssue, and, you know, maybe we didn't highlight it
adequately for the whole, total fat discussion. | think
that the evidence that was presented today was pretty nuch
the way our commttee read the evidence; that certainly when
we're tal king about 30 percent fat in the diet, that is a
noderate to relatively low fat intake, and in a way it was
where we put the enphasis.

One of our concerns, | guess, had to do nore with
the obesity issue than it did with the cancer issue, which,
you know, | think is a little problematic. But the obesity
area, it seens |like that nmaybe our enphasis on | ow
percentage of at may have backfired on us, and that perhaps
we would be wiser to go forth with a nessage that was across
the board calories rather than just enphasizing fat. if we
stick with the 30 percent fat recommendati on, that ought to
be adequate to lead to a good body weight if people would
pay attention to their diet and control all the conponents
inthe diet. So | guess that we thought the obesity thing
was perhaps a little nore in the fore in this regard than
t he cancer issue.

Now, al so, from what we have heard and seen from
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the literature about the cancer issue is that saturate fat
seened to rise to the top anong the different conponents of
the fat story that led to the cancer. So there again by
reduci ng saturated fat the evidence seened to point nore
towards saturated fat than it did total fat, so that was
anot her reason, | guess, but maybe we didn't articul ate that
adequately. Maybe you don't even disagree with that

concl usion either but --

DR. DWER: No, | don't disagree with putting
saturated first. | think that's good. Wat | do disagree
with alot is nmentioning trans fat five tinmes and nentioning
total fat once.

DR. GRUNDY:  Uh- huh.

DR. DWER: And only in the context of coronary
heart di sease.

DR. GRUNDY: Ckay. Well, 1 think that's a valid
point, that we have to nmake an appropriate argunent for our

position considering all the different factors.

Now, you still nmay not agree with the concl usion
even if we -- even if we did it in a logical fashion like
you outline. | nmean, | guess -- I'msure that's going to be

a point of discussion, and | expect that, and | think we
shoul d di scuss that.

Go ahead, yeah.

DR. STAMPFER: Maybe Johanna -- maybe you coul d
el aborate a little. What adverse health effect is reliably
attributed to higher total fat that's not specifically
related to animal fat or saturated fat?

What adverse outcone is there for say nore nono or
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poly where there is credible data?

DR DWER  Well, | guess what |'d suggest is that
|"'mconcerned a little about your -- and perhaps you have
data that you could show us that would alleviate those
concerns.

DR STAMPFER  You nean --

DR. DWER: Yes. |I'mnot sure it's a subtle
issue. You know, | think that it's a legiti mte debate
about whether it's fine to go to 35 or 40. You know, we're
really right back where we were in 1971 and '2, when they
were formulating the M. Fipp study when the decision was
made to go with a higher fat |evel instead of going down.

DR. GRUNDY: Well, | don't think we're going to 35
or 40. | nean, | think we have to --

DR. DWER:. Well, you give one nention of 30.

DR. GRUNDY: Yeah, | think we have to make that

clear that 30 is -- | nmean, we're not changing -- that's why
| said at the very beginning -- we're not changing the
nunbers; we're just changing the enphasis nore to -- and

hope by changi ng the enphasis as the nessage gets out there,
that the final result will be a nore bal anced result.

CHAl RMVAN GARZA: Alice, did you want to say
sonet hi ng?

DR. LI CHTENSTEIN: No, | was going to --

CHAI RVAN GARZA: Rachel .

DR. JOANSON: There is sonme data in children,
referring to what Johanna said, in a paper by Manose that's
in Pediatrics that anal yzed USDA' s survey data when the

children reached a high fat level, 35 - 40 percent, it does
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af fect adequacy. Only in the context of the U S. diet when
you see sonmebody with 35 - 40 percent diet, it's not from
olive oil generally inthe US. diet. So | think in the
context of as the guidelines fit into our culture there
coul d be adequacy problens at fat intake |evels, getting
upwar ds of 35 and 40.

CHAl RVAN GARZA: Meir.

DR. STAMPFER  One ot her quick question. There
seens to be a contradiction in the text where for
unsaturated fat you say "nust be limted only to maintain
appropriate levels of total energy intake."

How do you reconcile that with the -- do you
intend to maintain a 30 percent fromcalories limt for fat,
and if so, one of those two statenents don't go together?

DR. GRUNDY: Ckay. You know, | guess the answer
tothat -- | think that's a good question, and if |
understand it correctly, let ne try to answer it.

| f you reduce saturated fat, that carries with it
a reduction of certain categories of fat, and that al so
reduces sonme unsaturated fat that's carried along wth that.
So that opens the door for a lot of replacenent with
vegetable oils. So probably you're not going to -- if you
get the saturated fat down to the | evel we want, you're not
going to get too nmuch above 30 percent unless, you know, you
turn into, you know, sonebody from Crete or sone place |ike
that. But nost of the time the Mediterranean area where
that kind of diet is followed, | think it's around 30 to 35
percent; isn't that correct?

CHAl RMAN GARZA: \What about the argunents that are
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made by sone of the individuals in the cancer field, for
exanple, in the American Cancer Institute report that
suggested, in fact, 30 percent is too high; that we ought to
be aimng at lower fat levels if we really are going to deal
with some of the cancer nutrient |links? Do you feel that
date is just not sufficient to make public policy, that it's

wong? Because that's the only other issue that | can

imagine we wll be faced with is, well, why are we
mai ntai ning 30. | nean, has the database not changed since
1995?

DR. GRUNDY: Ckay, we had a good review of that
today, | thought, and, you know, personally | thought that
was an adequate review of the diet/cancer fat/cancer |ink.
| agree, as | tried to question the speaker, that, you know,
what is -- what are the data that supports these earlier
clains and earlier positions, and he wasn't able to
articulate those very well, and | think we're still waiting
to hear those put forward in a clear-cut manner. | think
they basically related to cross-cultural studies in ceratin
popul ations that have very low fat intake there is a
relatively | ow cancer incidence. But, you know, there are
sone ani mal studies that support that too, but I think like
you say, we nmay not be on firm enough ground there to nake
public health recommendati ons.

Maybe after the wonen's health trial is over, if
it turns out we're soundingly positive, you know, we m ght
have to reconsi der that issue.

CHAI RVAN GARZA: There was one trial at NC that

was attenpting to use low fat on the polyp prevential trial.
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That's been conpleted, but | don't know if that's been
publ i shed.

DR DWER: It will be published by June, won't
it?

CHAI RVAN GARZA: Yes. Perhaps we could have them
conme then at our next neeting if it hasn't been published
and review that data. That's the only trial that I'maware
of that was aimng at possibly |lower |levels of fat.

Ei t her anyone on the committee or in the audi ence
who have any other trials that have been conpleted in the
| ast five years?

DR. DWER: There are two that are in progress.
One is the Wnen's Health Initiative.

CHAl RVAN GARZA: Yes, but that's not going to be
finished by --

DR DWER: No, it won't be finished, and there
won't be interimresults on it.

| think Ross Preniss has witten a paper that
outlines the rationale for that. | know certainly nenbers
of the commttee disagree with what he said, but basically
it's witten there.

The other trial that's a secondary prevention is
that WNN s -- what is it called -- WNN s? That's a cancer
adj uvant therapy trial in wonmen who have breast --
post nenopausal wonen who' ve had breast cancer, so it's a
little different than primary prevention.

CHAl RMAN GARZA: Yes. This one was al so a pol yps
a secondary prevention of polyps.

DR. GRUNDY: | want to make one ot her comment
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about that, is | think we have to be careful not to |et

di sease-specific, diseases that are relatively rare in terns
of the total population drive a total dietary guideline. |
mean, even if a |lower fat reduced col on polyps, that

woul dn't necessarily mean that we woul d change our
guideline, but it could be noted. | nean, every little
possi bl e health problem even though it's inportant to the
person that got it, mght not be enough to justify driving

t he whol e gui del i ne.

CHAI RMVAN GARZA: Rachel .

DR, JOHNSON: | just would like you to address, it
can be briefly, but the work, you know, by Dean Ornish that
says that seven to 10 percent fat diet actually leads to
regression of atherosclerosis and | think he had sone nore
end plinths in terms of Ms and just address that.

Certainly that's a very, very low fat diet.

DR. GRUNDY: That's a very low saturated fat diet.
I f you just -- you know, we used to give people in nmetabolic
studies diets that were very high, 40 percent corn oi
diets, and their cholesterols fell just as nuch as what he
woul d obtain fromthose very low It's the saturated fat is
what woul d raise the chol esterol unless you believe that
there is sonething magi ¢ about just low fat in terns of
et herial genesis, which sone peopl e have clained, you know,
that's certainly sonething that's never been proven. So |
think it's that they | ower cholesterol levels quite
effectively.

They can get -- they also in those netabolic

settings they have patients |ose weight in addition to that,
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and they get |evels of LDL deduction simlar to what's
obtained in clinical trials with drugs. And when you get
ki nd of reductions and you can i nduce sone regression of
| esions, there is no doubt about that.
But, you know, whether those kind of diets justify

maki ng a recommendation that we all eat five percent fat,

you know, that's a totally different issue, | think.
CHAI RVAN GARZA:  Shiri ka?
DR. KUMANYI KA: | wanted to comment on the fish

issue just so it doesn't get |ost.

For say | ow i ncone popul ati ons, urban areas,
that's going to nmean a fish sandwich, a fried fish sandw ch
at a -- well, when we nmake the recomendati on, we have to
make clear what kind of fish we're tal ki ng about because for
a lot of people, that's nmenu choice that would -- they would
interpret as sonething to increase, and so it's not quite a
sinple as eat nore fish. It wll be, you know, eat certain
types of fish or whatever we would want to say.

But | know in scoring diets in studies with
Afri can- Aneri cans we have to change the way we score the
fats instrunment because if people increase their fish
consunption, they're supposed to get a better score. But
it's always fried.

CHAI RVAN GARZA: That's a good point.

DR, LICHTENSTEIN. 1'd like to say sonethi ng about
the Omen studies, or study with about 35 people in it and no
control group, adequately matched control group; that there
were really three conponents to that. One was an extrenely

low fat diet, and as Scott pointed out, drastically lowin

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

N RN N NN NNDNNNDNIERPRP PR R P B P PR
© 0 N o U0~ W N B O © 00 N O O M W N B O

445

saturated fat. There is also an exercise conponent that was
supervi sed, and there was a stress reduction conponent of it
where they net with a psychologist nultiple tines per week.

What's also interesting with that is they | ost
about 22 pounds during the first year, which al so hel ped
with the dramatic reduction in plasma lipid |levels which I'm
sure accounted for a lot of the regression in addition to
the decrease in saturated fat and chol esterol intake.

But interestingly, if you ook at the foll ow up
data over the next five years, they clai mgood adherence to
the diet and weight was flat because | know i ssues have cone
up with body weight and total fat intake.

So that's the data. It's one single study and a
smal | group of individuals.

CHAI RVAN GARZA: | woul d ask Suzanne for the | ast
comments so we can nove on to the al cohol guideline. Then
|"mgoing to be leaving at 2:30 on the D etary Quideline
Advi sory Meeting and Suzanne will chair, and we'll work --
we'll be in working group sessions after the food safety.

SO suzanne.

DR. MJURPHY: Just a quick question that we
probably don't want to take a ot of time to discuss right
now, but am | understanding that your group i s proposing
taking total fat out of the guideline wording?

DR. GRUNDY: There is two ways to | ook at fat.

One is percentage of fat and one is absolute anbunt. And we
wanted to change the enphasis of total fat to the absolute
anount and conbine that wth an enphasis on the absol ute

anount of carbohydrate, and put that as the enphasis for
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people to pay attention to rather than trying to figure out
what percentage of fat is in the diet, because if you're
eating a | ow percentage, you're eating a high carbohydrate
diet. So if you eat a low fat diet the way it's witten
now, you'd have to say "eat a |low fat, high carbohydrate
diet," and that's what we don't what.

DR. MURPHY: But the wording in our notebook
does -- all the options say nothing about total fat in the
guideline itself; is that correct? Alice is nodding.

DR. GRUNDY: Well, not --

DR. LI CHTENSTEIN: According to the way it's
witten.

DR. GRUNDY: It says total, "total fat intake
shoul d be discussed in terns of total energy intake,

i ncl udi ng carbohydrate."”
DR. MURPHY: But not in the wording of the

guideline at all. | think that's sonething we need to --
DR. GRUNDY: Well, let's see here.
DR. MJURPHY: -- revisit.

DR. GRUNDY: \What page?

DR. MJURPHY: It's under "Detailed Qutline," the
page that has -- and you have A through F?

DR. GRUNDY: Um hmm

DR.  MURPHY: And one of the options, it says
"Total fat."

DR. GRUNDY: Ckay, |'m | ooking here.

No, junp over there to the -- on the next page it
says, "Choose a diet |ow enough in fat and carbohydrate

calories to achi eve appropriate body weight."
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DR. MJURPHY: So that's a new guideline? | just
don't -- I'mconfused about what's in the guideline and
what's in the text.

DR. GRUNDY: What's in our -- what we're proposing
to be in the new guideline?

DR. LI CHTENSTEIN: Yeah, the new guideline; not in
t he gui deline, but the absolute guideline itself.

DR. STAMPFER  The picky statenment that we are
goi ng to be naking.

DR. GRUNDY: Well, | think it would be "Choose a
diet low enough in fat..." 1Isn't that what we want to
pr opose?

DR. MURPHY: Well, the proposals right now are
"Choose a diet lowin saturated fat and carbohydrate.

Choose a diet lowin saturated fat, or choose a diet lowin
saturated fat, trans and chol esterol."”

DR. GRUNDY: No, that's just the option for the
saturated fat and chol esterol conponent of that. That's not
for the whole -- that's not for the total thing. That's
just for that conponent.

VO CE: Well, what do you propose it to cover?

DR. GRUNDY: Well, | don't know. | didn't know we

wer e supposed to propose a cover.

DR. MURPHY: No, I'mnot inplying --

DR, GRUNDY: No.

DR. MURPHY: | thought you had proposed --
DR. CRUNDY: No, we have not.

DR. MJRPHY: =-- it in these A through F

DR. CRUNDY: No, that's not the total. Yeah,
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think we're just trying to give sone options there for the
saturated fat and chol esterol conponent --

CHAl RMAN GARZA: For one of the headi ngs.

DR. GRUNDY: Yeah, that conponent.

DR. MURPHY: Al right.

CHAI RVAN GARZA: Thank you very nmuch --

DR GRUNDY: Sure.

CHAl RMAN GARZA: -- Scott, and to the other
menbers of the group. That was very hel pful

Al right, we'll nove on then to the al cohol

gui deline, Dr. Stanpfer.

DR. STAMPFER. | would like to start with just a
little bit of data, commenting on sone of the issues raised
by Dr. Gordis and then I'Il talk about sonme of the issues
that -- I"'mgoing to use this in a mnute.

But just, first of all, to coment on a coupl e of

his points. These are data fromthe Health Professional
Fol | ow- up St udy.

DR. MJURPHY: Meir, | can't hear you. | don't know
if you're mke is not on or if there is too much
di straction.

DR. STAMPFER It's on, isn't it?

DR. MURPHY: Thank you.

DR. STAMPFER |1'm showi ng these data to stress
two points. First, to underscore that this idea of the sick
quitter as an explanation for the |lower risk of coronary
di sease can be pretty nuch di sm ssed because you can see
those two lines. One is the total cohort, one is wth nen

who have no preexisting inportant health conditions and they
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are super-inposabl e.

And the second point | want to raise with this
slide is to show the magnitude of the reduction, and it's in
t he nei ghborhood of 35 to 40 percent for coronary heart
di sease, so this does fit in quite nicely wwth the data that
we were presented yesterday regarding the 22 percent
reduction in total nortality. It does hang together.

Hi s second point was that, well, naybe w ne
drinkers eat tofu and have a healthy lifestyle and that
could be the explanation. This slide shows the
characteristics of people in this study, the nen, and this
is true in wonen too according to their average al cohol
i ntake, and you can take a | ook that, for exanple, if you
| ook across the BM colum, they are all -- nmean BMs are
all around 25. They're not especially lean, the drinkers.
if you | ook at snoking, it's well know that people who drink
nore tend to snoke nore. So it's not the case that noderate
al cohol consunption is a marker for a healthy lifestyle in
this and many, many data sets.

In fact, when you adjust for the other risk
factors, the protection gets even stronger. And actually,
inthe -- now, for total nortality, these are date fromthe
Nurses' Study. You can see that CHD nortality is reduced by
40 percent anong the nost noderate drinkers. Total
nmortality is reduced by about 30 or so percent.

But if you -- if you | ook at wonen who don't have
coronary risk factors, and this is actually a mnority of
wonen because risk factors are so prevalent, you don't see

much in the way of a reduction in total nortality. So this
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really supports the biology that it's due -- that the
benefit, what there is of it, is due to reduction in
coronary di sease. And then at the higher |evels of

dri nking, you see an increase in risk as you've expl ai ned.

DR DWER: Meir, is that absolutely al cohol?

DR. STAMPFER: This is granms per day of al cohol,
right.

DR. DWER  Absol ute?

DR. STAMPFER  Ri ght.

DR. DWER: So it's one to four grans of
absol utely al cohol ?

DR. STAMPFER right, so that's about -- so the
first category would be up to about half a drink per day.
The next category is about a drink per day or a little bit
less. Right, this is alcohol, not averaged over the
di fferent sources of beverage.

Now, this is -- here is another -- this is data
froma beer drinking population. Again, you see all cause
nortality or CHD nortality. You see that U shaped curve.
it's not just the tofu eating, wine drinkers. This is from
Germany. And, again, you see with high I evels of
consunption, nmuch higher than what we are -- what we have in
our guidelines as alimt, there is an increase, but you see
a very substantial reduction conpared to the non-drinkers
either for total or for CHD, either CHD incidence or all-
caused nortality. |It's big, it's a big effect.

This is incidence rate. The vertical access is
i nci dence either of all-caused nortality or CHD incidence,

and conparing no al cohol intake to different, different
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anmounts of alcohol. That's from Gernmany.

And this is just to enphasize -- these are the --
this is an old slide, but this is the only Iimted
prospective studi es of al cohol and coronary di sease, 34, and
there are actually probably another six or seven since then,
and alnmost all showthis, this is remarkably consistent, and
w th huge body of data. This is |ooking at SACCO t hat was
mentioned earlier, the noderate al cohol and ischem c stroke,
you see the sanme kind of J-shaped curve with the | owest
| evel s, the | owest incidence at noderage | evels of
consunption. Then it actually exceeds the |evel of never
dri nkers.

But pay attention to the axes too. It's a big
reduction in the odds ratios going down to say a 40 - 45
percent reduction in risk. These are not snall

This is the AC study, an earlier version of the
one presented earlier. 1'mgoing to skip through this in
the interest of tinme. There are too many slides here.

This is one of many, many experinents show ng the
ef fect of alcohol on HDL, percent increase. You can see
big, big | eague increases in HDL. These are not subtle, and
HDL, this is one of many, many studies. This is from
Fram ngham | ooki ng at the relation between HDL and
cardi ovascul ar risk conpared to average risk. You can see
changes in HDL or differences in the level of HDL are
associated with very marked differences inrisk. So it's
clearly a very inportant marker. \ether it's causal is
controversial. | believe that it is causal

And in ternms of mechanism about 60 percent of the
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apparent reduction can be expl ai ned through changes in HDL
and Apo-Al. Insulin sensitive is reduced and henostasis. |
think that's -- oh, just the last slide to again get back to
this healthy wi ne drinker concept. Basically all the
studi es that | ooked at noderate consunption, whatever the
beverage of noderation is, that's the one that is associated
with the nost reduction in risk. 1In fact, in the Health
Prof essional Follow Up Study, spirits was the best

predi ctor, even better than w ne.

And this slide just depicts studies that have
| ooked at beer, wine and liquor. it's the nunber of studies
that show this reduction in risk, and basically the studies
that | ooked at different beverages simultaneously pretty
much find that al cohol per se is the one that's associated
with |ower risk.

Okay, now, let nme turn to the issues that have
been raised that we can talk about, and I'lIl try to be brief
on this.

So these are sone of the issues that have been
raised in terns of how we mght nodify the guidelines if we
want to nodify them Perhaps -- and I'll go through each of
these, to say a couple of words about each of those topics.

The first adverse effect, "Should nore stress be
pl aced,” and these are all phrased in the form of questions,
not recomrendations. "Should nore stress be placed on the
adverse effects of excess intake?" This is sonmething we
shoul d consi der.

And one point that was raised a couple of tines is

this sentence, which is nowthe third sentence of the
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current guidelines, "Al coholic beverages have been used to
enhance enjoynent of neals by many societies throughout
human history. Should this be altered?”

| think sonme people have said, well, you can say
t he same about sugar. You can say the sane about salt, and
so this should be taken out. The reason that this was put
in, I went back to | ook at the guidelines' report, the
reason that this was in originally was to enphasi ze al coho
as a food in these dietary guidelines rather than as a drug,
and | think that was the rationale for it, and we could talk
about whether we think that's a reasonable rationale or not.
It's certainly not factually incorrect. Nobody could argue
that this is false. But whether this has a place in the
gui del i nes, we coul d di scuss.

The second point, pregnancy, "Should it be nore
broadly targeted to wonmen who may becone pregnant rat her
than just pregnant? Should we tighten the | anguage?”

Ri ght now it says "Fetal alcohol syndronme has
attributed to heavy drinking. Should we consider tightening
that to perhaps saying " causes.'"

Here is another statenent that the question had
been rai sed whether this should remain in the guidelines.
"Lack of conclusive evidence that an occasional drink is
harnful to the fetus.” Dr. Gordis pointed out that
accunul ati ng evi dence suggests that perhaps a | ower and
| ower threshold is -- would be in order so that perhaps this
i gnorance is no | onger present.

Anot her point that several have raised,

i ndi vidual s, using nedications. R ght now we say, the

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

N RN N NN NNDNNNDNIERPRP PR R P B P PR
© 0 N o U0~ W N B O © 00 N O O M W N B O

454

guidelines state that if you're using nedications, you
shouldn't drink. Most ol der people are using nedications of
sone sort, and is it appropriate that we just on a bl anket
basi s exclude them from any alcohol? | think that's an
overstatement and we shoul d consider how to anend that
because that's clearly not scientifically defensible.

Several people have raised the issue of age
targeting for this guideline, and the question is, "Should
we enphasi ze the risk of abuse and | ack of benefit for young
peopl e?" There is now really good data, | think, show ng
that the earlier people start drinking regularly, the
greater their risk of alcohol abuse later in life. And
since the benefit appears to be pretty nuch for
cardi ovascul ar disease, it's not a -- it's a situation where
the young really don't benefit and only have a potential for
harmin ternms of their health risk

Breast cancer, this has been raised a few tines.

i was actually surprised that Dr. Gordis characterized this
as a non-event. | think Timthought this was a good basis
for providing specific guidance to the popul ation, and |
think that's sonething we should tal k about.

On the benefit side for cardi ovascul ar di sease,
several people have commented on the phrase "in sone
individuals."”™ The current guidelines say that "Moderate
al cohol consunption is suggested to reduce risk of coronary
di sease in sone individuals," and whet her we shoul d define
this alittle nore explicitly because it's kind of left
hangi ng. Again, should we specify that the ol der

individuals nore likely to benefit fromreduction of CHD
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and we coul d tal k about the specifics of the wording.

Finally, there are other health benefits of
noder at e al cohol consunption that we haven't really tal ked
about. Sone studies find decreased osteoporosis. This is
not conpletely consistent data. For non-insulin dependent
di abetes, actually this is quite a consistent finding,
al t hough there are not that many studies, but the ones that
have | ooked do find reduction in non-insulin dependent
di abetes, and in short termstudies find a better -- better
insulin sensitivity with noderate al cohol consunption, and
there is a reduction in gallstones with noderate drinking.
So | guess the question is should any of those be nentioned
or not.

Definition of "nobderation,"” sone people have
clainmed that this is hard to understand and should we alter
this sonmehow and | guess we could think about what sorts of
recommendati ons we m ght make with that.

And shoul d we change the sunmary gui deli ne
statenent? Actually, there hasn't been nuch, either from
the alcohol -- | wouldn't want to characterize anyone as an
al cohol advocate, but for the people who favor the benefits
of noderate consunption or the people who worry a | ot about
t he adverse effects, there hasn't -- doesn't seemto be a
strong sentinent for changing the actual slogan of the
gui deline, and we could tal k about it, but ny sense would be
to |l eave well enough al one.

These are sone issues that Dr. Sutter raised. How
can we estimate the effects of al cohol on notor function?

In particular, will noderate al cohol consunption pronote the
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possibility for old people to fall and break their hips and
that sort of thing?

Actually, | don't know of any data supporting an
associ ation of noderate al cohol consunption with fractures
in the elderly.

Are there effects of alcohol related to the
duration of the dietary patterns that include al cohol? And
this question also raises the question that had cone up
earlier about how |l ong do you need to be drinking for a
benefit to accrue, and are there any specific potential for
abuse anong individuals who initiate consunption after the
age of 40? And | think it's a very good question, and |
don't think there is any data to answer that in any
particul ar group of individuals.

So that concludes what | thought seemto be sone
of the issues that had been raised, but I'msure there are
other. W can talk about it for awhile.

DR. MJURPHY: Thank you. Questions?

Dr. Weinsier.

DR VEINSIER If | don't drink, but I want to
reduce ny risk of having a myocardial infarction and death
from cardi ovascul ar di sease wth noderate, reasonable
i ntake, how much tine would it take nme to recognize that
benefit?

DR. STAMPFER It's unknown. There does seemto
be a short-termbenefit, and several studies have | ooked at
this and found that the al cohol that you did or didn't drink
| ast night may be related to your risk of coronary disease

t oday based on platlett function and thronbol ytic function.
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And epi dem ol ogi ¢ studi es support that an acute -- an acute
beneficial effect, so part of the effect would kick in the
next day.

But in ternms of the HDL, if that's truly causal
then nmy guess is that it would take a couple of years to
ki ck in.

| think -- pardon? OCh, you'd see the HDL rise in
a few weeks, but the benefit of an elevated HDL on cli nical
out cones probably would take, |I'm guessing now, a couple
years, but | don't think it would take decades. | think
even though arteriolosclerosis is a long-termprocess we
know that if you |ower chol esterol through drugs, two years
after that you start to see clinical benefit. So |I think we
don't need to start when we're young and build up.

DR VEINSIER I'mjust trying to put it in the
context of, you know, the recent data suggesting that, and
actually ol der data suggesting that arteriol osclerosis
starting at a very early age, and we're now | ooki ng at the
beset way to reduce that risk. Do we want to start at
younger ages rather than | ater ages when we're in advanced
stages of atherosclerosis. Sol'"'mtrying to put it in the
context of your suggestion, if | interpreted it correctly,
or your questions, whether this should be recommended for
t he ol der popul ation rather than the younger popul ation?
Are we really at the wong end of the spectrum and if so,
can you justify it in the younger fromthe other health
standpoi nt, accident, risk, et cetera, that Dr. CGordis has
rai sed?

DR. MURPHY: Dr. Deckel baum

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

N RN N NN NNDNNNDNIERPRP PR R P B P PR
© 0 N o U0~ W N B O © 00 N O O M W N B O

458

DR. DECKELBAUM  Just in terns of
arteriolosclerosis, you know, beginning at a young age, but
there is a nunber of factors that play into the devel opnent
of arterioscleroses, you know, through the decades. And
then for the final event, we heard sone evi dence yesterday
that they may be, you know, related to the -- the acute
event may be related to coagul ation factors or sort of
ruptured plaques and that kind of thing, so that | think in
terms of young people we know that for young peopl e that
al cohol intake is a mgjor risk, and I don't think we want to
bal ance, you know, the other approaches that we can have to
reduce arteriosclerosis with addi ng another way just which
woul d affect ADL in this young age group because for that
young age group it's a major cause of norbidity and
nortality because of accidents and other causes of deaths,
so |l don't think we really have to concern oursel ves that
much in the young age group with al cohol intake, except to
say that it should be avoi ded.

DR. MURPHY: Dr. Dwyer

DR DWER: | want to thank you for a nice
presentation, Meir.

| didn't hear -- | heard himsay "in the
evidence," but | didn't hear what the evidence was for Dr.
CGordis's statenent that an occasional drink causes harmto
the fetus. | heard a |lot about -- but | didn't hear
anyt hi ng about that, and |I think before we take on the one
shot a day during pregnancy, we've got to be very sure that
the data are there.

The second thing is on breast cancer risk |I'm
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still not clear about that fromthe presentations, and |
think we need a little nore clarification perhaps on that.

And the final thing is | would have -- that we
sonmehow cone out very strongly and say that the definition
of "noderation" for those who have problens with drinking is
zero. You can't sort of fool around with it. You just
cannot dri nk.

DR. STAMPFER: Let nme just briefly respond to
t hose three.

| think for the first one, in terns of the
pregnancy, | don't think that there is data for the
occasional drink, and | don't think that's what Dr. Cordis

was i ntending, but there are two points of accunul ating

dat a.

One is that in ternms of the threshold for regular
consunption there is, | think, nore data now -- | can't cite
it to you right now, but | can get it to you -- that even

| ow | evel s of regular consunption are harnful, but we don't
have data for, you know, the occasional glass of w ne.

But the other point of data is an interesting
survey that -- in the pack of material that was sent to ne
where it was a survey of pregnant wonen asking them about
what their understandi ng was of al cohol during pregnancy,
and basically they -- their take on this was that it was
actually okay to drink |levels. Wen al cohol was supposed to
be limted during pregnancy, the interpretation was limted
to, you know, two or three drinks and day and basically not
to get drunk very often when you're pregnant. So there is

a w despread --
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DR DWER: | need to see that data because |
don't renenber reading anything at all |ike that.
DR. STAMPFER. Yeah. Well, I'll send you the

paper.

Basically, there was a striking, striking to ne,
striking lack of appreciation of the inportance of limting
al cohol during pregnancy, and | think if we had a statenent
that was interpreted as perm ssive, this could be taken out
of context. So that was the -- but | agree with you, |
don't know of any data for harm of an occasional gl ass of
Char doney or even Zi nfendel.

Let's see, the second was the breast cancer, and |
think there is controversy here. M read of the data is
basically the sane as what Timpresented, which is a rea
increase in risk of about 10 percent or so with the one
drink a day level, and to nme, a 10 percent increase in risk
of breast cancer is not a non-event; that that's an event.
We don't know how to -- we don't know of very many ways to
| oner breast cancer risk.

| think we should consider putting sonething in
the guidelines to i nformwonen, or we should at | east
di scuss it anyway.

And the third point about problemdrinking, I
agree with you entirely. They should be in a category of
don't drink at all.

DR. MJURPHY: Dr. Lichtenstein.

DR LICHTENSTEIN: | would just say as wonmen in
child-bearing age it's probably reasonable to err on the

side of caution because they tend to have | ow HDL, or excuse
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me, low LDL and high HDL | evels, so there is probably not
much progression of disease in that specific age group.

| guess | would take sone, or question the
assunption that al cohol intake via HDL could have an i npact
on disease risk in short, relatively short period of tine
because | don't think it's particular conparable to the data
on drug intervention and di sease risk where you may see an
effect in two years because the effect with drugs are so
much nore dramatic on LDL than one woul d expect to see with
al cohol in HDL.

And lastly, I'"mjust wondering, is there -- not
all HDLs are the sane, HDL particles. And |I'mjust
wondering, is there any HDL data, | nean, there is a
classification on the basis of density, HDL-2 and 3 and we
know that there are differences with respect to reverse
chol esterol transport, and then there is another
cl assification depending on whether there is A2 on the
particle versus just Al only on the particle, again,
differences with respect to HDL function? |Is there anything
known about that? Wuld that at all be hel pful with respect
to this issue?

DR. STAMPFER  Yeah, al cohol raises HDL-2 and HDL-
3. It raises HDL-3 proportionately nore. The relevance for
risk of heart disease is not -- it's controversial. Sone
studies, including mne, find reduction for both HDL-2 and
HDL-3 in relation to risk of heart diseases. But, yeah,
bot h types.

In terns of the APCS, | have to go back and check

DR. MURPHY: Dr. G undy?
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DR. GRUNDY: | wanted to nmake a general comrent.
First, outside the evidence, | think, and the literature
suggest that al cohol raises CETP, which is not supposed to
be such a protective event, but anyway that's kind of an
asi de.

You know, when Dr. CGordis was here | asked himthe
guestion of what the recommendati on ought to be, and he said
we ought to leave it what it is. Now, | don't know how you
feel about that. 1'd like to ask you that, whether that's
an adequate recommendation that we have now. But in
t hi nki ng about this and let ne just propose this and see if
you agree with ne or not. It alnost seens |ike we have kind
of maxed out in this country on the benefit that can be
derived fromal cohol, if there is a benefit. About two-
thirds of the people drink, what we heard, and maybe one-
third don't, and the two-thirds that do, they will have
gotten the benefit that there is to get. The one-third that
don't at least, you know, a portion of those, that probably
hal f of that, maybe a sixth of people are not going to drink
no matter what. They have strong beliefs that they
shoul dn't and maybe there are al cohol problens in their
famly, so they're not going to.

So you're left -- if you're going to be positive
about it, a very small portion of the popul ation would
derive sonme benefit froma positive statenent. But this
noderation statenent al nost seens like it covers both sides
adequately. | just wanted to throw that out and see if you
agree with that as a general comment.

DR. STAMPFER Yes, | do. | think there are --
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woul d not propose to change this slogan of the guideline,

but | think there are a few places, just mnor tinkering
where we could just clarify the issues a bit. But since you
asked ny opinion about it, I think it's pretty close to
where I'd like to see it.

DR. MJURPHY: Ckay, Dr. Deckel baum

DR. DECKELBAUM Just two points relating to wonen
actually. You brought up an interesting point and | don't
know if there is any data on it, is that, you know, benefits
of folic acid and other mcro nutrients probably cone before
conception. And you brought up the point whether al cohol
risk. |Is there any data about al cohol, you know, prior to
conception or post-conception in terns of the risk?

And the other factor related to wonen, | think you
may have addressed it in the Septenber neeting, but |I don't
really, is it's a very striking cutoff between nen and wonen
in ternms of one drink versus two, two drinks is noderate for
men and one for wonen. So do body fat and wei ght
di fferences account for wonen being discrimnated agai nst

here with one versus two?

DR GRUNDY: I|I'mafraid we're --
DR. DECKELBAUM You can see which side |I'mon
DR. KUMANYI KA:  |I'munder the inpression that both

the dilution's base and the first pass netabolismare
wor ki ng agai nst wonen there, so there may be enough factors
for that to be a real, a real difference by gender

But | had another comment unl ess sonebody el se
wants to contribute to the one versus two.

DR. MJURPHY: Go ahead.
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DECKELBAUM |Is there a science base for that?
STAMPFER.  No, it's --

DECKELBAUM It's 100 percent --

STAMPFER:  Yes, it's -- it's both body size.

533D

chol esterols Shirika was saying, there is evidence for that.
It's not just pulled out of thin air.

DR. DECKELBAUM | know, but when you | ook at
your --

DR. STAMPFER And in fact, when we | ook at our
data on the protective side, you also see difference in that
the reduction of risk of coronary di sease, as Johanna was
poi nting out on that side, you could see the one to five
grans a day. That's half a drink per day, you've already
saw pretty substantial reduction of risk of coronary di sease
in wonen. But in nen, it's shifted over. So for both
benefit and risk, inebriation and so on, wonen are nore
sensitive.

DR. LICHTENSTEIN. Can | comment on that specific
one?

DR MURPHY: Sure.

DR. LICHTENSTEIN. Aren't also the enzynes that
are on netabolized al cohol, they are inducible, so there are
a lot of other factors besides just first pass and just body
wat er space, because if you're a habitual drinker, you're
going to end up clearing it a lot faster than if you're a
bi nge dri nker.

DR. DECKELBAUM But the other point in ternms of
conception and al cohol .

DR. STAMPFER Well, wth folate, it's a tine
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of -- specific tine that the fetus is devel oping at the
very, very early stage. | don't know of any data. Does
anybody know of data that's sort of specific for the very
early --

DR. LI CHTENSTEIN: Yes, Richard, the 1990
commttee set the two and one for the first tinme, and they
based it on -- | don't renenber whose work it was, but it wa
reported in The Diet and Health Study, but | believe it was
only one study at that time, and it was confirmed during
their deliberations by some work by Charles Lieber, and we
coul d get you that paper. There may have been work since
then, but that was the basis on which they did the initial
two and one, | believe.

DR. MJURPHY: Ckay, Dr. Kumanyi ka.

DR. KUMANYI KA:  The other point that | had has to
do with the way this guideline is framed, not the statenent
but the text. It discusses alcohol consunption as if the
mai n reason for deciding whether to drink or how nuch has to
do with the fact that it's a food or a beverage. And the
ot her information about whether one would decide to drink or
not is a -- you know, after you've thought about all the
health benefits or risk, then there area certain people who
shoul dn't partake of this because of, you know, children,
adol escents and so forth. And it seemed to nme after
listening to Dr. Gordis that it would be okay to tal k about
al cohol consunption as a nore general factor, and then say
that for those who consune al cohol, there may be these
health issues, because right now it just seenms -- it seens

backwards in terns of the social consequences of al cohol
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consunption, the discussion is basically dietary, even
though it's a dietary guideline, but there could still be an
openi ng paragraph or sonething to tal k about the decision to
consune al cohol and what that mght do to you, and then talk
about specific health issues.

Do you -- you don't know what | nean?

DR. STAMPFER: |'m not sure what you're
suggesti ng.

DR. KUMVANYI KA:  Well, who should not drink, people

who plan to drive and so forth? The enphasis seens wong --

DR. JOHNSON: | get it.
DR. KUMANYI KA: Do you know what | nean?
DR. MURPHY: | think what she is saying that you

shoul d make the decision first if you' re going to drink or
not drink. And if you choose to drink, there are these
added health benefits, but don't choose to drink for the
health benefits if there is other issues |like you're
pregnant or you're planning to have a child or you have

al coholismin your famly, | nean that should cone first.

DR. STAMPFER  So you think who should not drink
should come first; is that what you're saying?

DR. JOHNSON:  Yeah.

DR STAMPFER  Ckay.

DR. KUMANYI KA: O the decision to drink or
sonet hi ng about what we know about drinking, and that's
exactly what | neant; not to decide on the basis of your
heart disease risk

DR. GRUNDY: What you just said worries ne; that

if there should be any inplication here that you should
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drink for health reasons, that bothers nme. |If you do drink,
you know, maybe you get sone benefit probably, but not to
make a chose. | think Roland brought that up too. Anything
in here that woul d encourage people to drink for health
reasons bothers ne. And | think it like Dr. Gordis. |

don't know how you feel about that, but to start drinking
for that purpose.

DR. STAMPFER:. Well, | think it's too big of a
risk. | think the science alone -- if |I could be sure if |
recommended a 60-year-old who didn't drink or a nation of
people that old, if | could be conpletely sure that they
woul d adhere to the guidelines and drink noderately, then
|'d say the science support it. But we know that that's not
true and we can't nmake up these guidelines in isolation from
the real world, and therefore | agree with you. | don't
think we should say in the slogan or the text to recommend
drinking. | agree with you even though | think
scientifically it could be justified.

DR. MJURPHY: Ckay. Wo was first? Dr. Johnson
| don't know.

DR, JOHNSON: | just wondered if it nakes sense in
terms of the al cohol and breast cancer thing to sonehow
suggest that wonmen need to assess their risk fort he
different diseases. | nean, that's a lot to get into but
there are certain known risk for breast cancer, there is
known risk for heart disease. And as a wonan, | suppose you
have to bal ance those in maki ng your deci sion.

Does that nmake sense?

DR. STAMPFER: Yeah, it makes sense. | don't know
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how to put it in the text, but | welcone your suggestion.

DR. MJURPHY: Dr. Weinsier.

DR. VEINSIER  Yes, real quick. Rachel keeps
remnding us, and I think it's inportant, that with the
limted calorie intake for the average U. S. popul ati on every
choi ce has an inpact and probably a critical inpact. W're
tal ki ng about here for wonen, maybe a five percent; you
know, swing for nen, maybe, you know, five, six or seven
percent swing in calorie intake if you choose to drink
noderately versus if not.

And I'"'mtrying to think through what I would have
to give up for the sake of taking this additional alcohol.
In the studies that show a benefit -- in the studies, Mir,
that show the benefit of short-termintake, what cal ories
were substituted? How was the HDL increase denonstrated?
WAS this addition over and above the basic diet and you're
addi ng nore cal ori es?

DR. STAMPFER  You nean in the controlled studies?

DR. VEI NSI ER:  Yeabh.

DR. STAMPFER | don't recall. | think it was --
in the control studies, I'mnot sure. | think it was
carbohydrate. But in terns of what happens in popul ations
there are data to -- there are data available. Basically,
it's interesting. In wonen it's pretty nuch substituted for
sugar, calorie for calorie on the average.

DR. VEINSIER  So when wonen choose to drink
al cohol they are usually substituted for --

DR. STAMPFER: Their sugar goes --

DR. VEINSIER  Ch, for sugar?
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DR. STAMPFER: Their sugar goes down. Sugar
specifically, yeah. But for nen, there is no specific
change in the diet conposition that goes along with
drinking, so it seens to just substitute for just |ower
calories across the board.

DR. MJURPHY: Ckay, Dr. Gundy and then Dr. Dwyer.

DR. GRUNDY: You didn't know that al cohol doesn't,

you don't have to substitute for either one. It doesn't add
to weight gain. [It's burned up independently of caloric
i nt ake.

DR WEINSIER If | recall those date, we've seen

both sides. Doesn't it depend on the level intake? It's a
Luzin study. That was eight years ago, give or take about a
year. | thought that it did substitute it. The levels they
were using which I think were in the --

DR. GRUNDY: Coul d substitute but, you know, we've
done netabolic studies where we substitute 20 percent of
calories and it has absolutely no effect on weight. It's
burned up i ndependently of the other calories. | nmean, we
probably don't need to get into that.

DR. STAMPFER: Yes, it's probably a separate
issue. | was thinking about the nutrient content of the
ot her foods, not so much the calories, but that's an
i nportant point too.

DR. MURPHY: Dr. Dwyer

DR. DWER: Just the sanme point, and maybe we
could address it later, but it's the whole issue of appetite
hunger and what these al cohol calories do. | believe it's
Dr. Hall said it at Davis who suggested that there is a
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bypassi ng of satiety nmechanisnms, and so the question you
asked about the substitution, maybe you' ve answered it

met abolically, Scott, but it struck nme that there is a
literature on that; that it bypasses. So it sort of doesn't
get counted by the nechanisns regulating food intake. And
if that is in fact true, then there m ght be sonme probl ens
in ternms of weight.

DR. MJURPHY: Al right. W need to nove on. Are
there any final coments on the al cohol discussion?

Yes, Dr. Lichenstein.

DR. LICHTENSTEIN: | think perhaps maybe there
shoul d be sone advice also for individuals if they are
uncertain to consult with their physician, because |I'm
t hi nki ng of individuals that are hypertensive. There is a
rel ati onshi p between al cohol consunption, blood pressure and
i ndi vi dual that are hyperglycemc, that al cohol can
exacerbate that situation. So perhaps just sonme cautionary
note to consult the physician.

DR. MJURPHY: That nmakes sense to ne.

Ckay, very good. Let's nove on then, and is Dr.
Dwer ready to tal k about food safety perhaps?

DR. DWER: | would like to thank Etta Saltos who
up until today has been collecting references, and | believe
she is going to pass out three that are sonmewhat relevant to
sone of the custodians that canme up yesterday about the
anmount of -- the amount of foodborne disease, bacterial
di sease that you could contribute -- attribute to homne-
prepared, things going on in the honme vis-a-vis the food

syst em
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|'"d also like to thank Joan Lyon and Shanthy, Dr.
Johnson, whose gone through many drafts with me, Dr. Tinker
who is in communi cado, but |I'm sure has been reading all of
these drafts, and Dr. McMurry for collecting many things.
In addition to that, someone who is not here right now, but
who's been very hel pful, has been -- has been the people in
various other parts of USDA who deal with this on an
everyday basis, such as Sandy Fansinoli, and the people at
the National Agricultural Library.

The task force report is in your booklet here, and
what 1'd like to do is to go through very quickly the
possi bl e gui deline or slogan, "Handl e food safety from
market to table.” The list of the consultants is given in
your books and it's about 20 peopl e because this isn't
sonething that's certainly ny area.

|s there a clicker up here or do I click? That's
fine. Thank you.

So I'll try to not duplicate what Dr. Wteki said
yesterday -- thank you very nmuch -- and just go quickly
t hrough this because | know you're all tired.

The first things that we thought needed to be
considered in such a guideline should it be deened
appropriate would be to enphasize this whol e notion of

keepi ng food safe by handling themsafely frommarket to

table, and you'll notice that the various things that are
suggested there -- clean, separate, cook, chill, follow the
| abel s safely, and if you doubt, throwit out -- are pretty

much in line with the Fight Back Canpaign that Dr. Wt ek
t al ked about yesterday.

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

N RN N NN NNDNNNDNIERPRP PR R P B P PR
© 0 N o U0~ W N B O © 00 N O O M W N B O

472

The second thing is to identify and define what

foodborne illness is, and basically, as you know, there are
many different kinds of foodborne illness, but this would
focus primarily on bacterial, and I'll try to get around to

why that would be in a few nonents.

But basically, bacteria, bacterial foodborne
disease is really the nost common and it's probably the one,
at least fromexisting data, not from maybe there is sone
data we haven't been able to find. It seens as though our
experts felt that that was the easiest formof illness for
consuners to do sonething about if you really believe this
i s sonet hing where consunmers should have -- be able to do
sonet hing rather than the various food safety branches of
state, |ocal and federal governnents.

So that's basically it. The other kinds of things
t hat woul d be covered in the page or two woul d be the
rational -- the first essential for healthy eating be that
food nust be safe when they're produced but also they need
to be handled after the tine they are purchased, whether
it's at a market or a store and eaten.

And, again, to enphasize continuity, it isn't that
producers, distributors and preparers of food outside the
home aren't inportant -- they are very inportant -- but
consuners are a critical link in that chain as well.

The other thing is this enornous and probably
growi ng recognition that foodborne illness is really quite a
preval ent public health problem The estimates are given in
the text fromthe |latest data we could find, and sone nore

data is being passed out now.
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The ot her thing we thought m ght be useful would
be sone kind of a little guide like this. It's in text in
your books but here it is in graphics, just summari zing
t hor oughl y cooki ng of foods.

Peopl e who need to be especially careful,
certainly these groups -- pregnant wonen, very young
children, older adults not only because of possible
I mmunosuppr essi on, but when you get above 85 where | arge
nunbers of people have problens with nenory, if they are
still living independently at hone there are questions about
how | ong things stay in the refrigerator, and then there is
a |l arge group of i1immunosuppressed people, both, | guess, the
peopl e who everyone thinks of right away is patients with
H 'V, but there are a | arge nunber of people in cheno therapy
for various disorders, be it cerotic arthritis down to other
t hi ngs, organ transplants, renal disease, so forth, al
sorts of weaken inmune systens.

The section would conclude with a little bit about
a few useful resources: web pages, local and state
resources and the USDA hot I|ine.

Now, that basically is -- that is pretty much what
we' ve suggested. There are a couple of other -- in the
course of interview ng about 100 people in all, a lot of
peopl e had different ideas about what a good sl ogan woul d
be, and the slogan "Handl e food safety from market to table"
was one that | think that you and | felt probably was the
best of all of them but that doesn't mean that one of the
others m ght not be nore appropriate. Sonme of them are

listed here. Sone people thought "The fight back"” was best,
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sone "Eating a variety of foods," sone -- this is the
Suprene Court one that has everything in it. These are
witten by | awyers, these two. You can see that there is
excess of verbiage. But they are all good. The question is
whet her they are actionable and whet her they are nenorable
because they are so | ong.

So basically that's the kind of thing that we
think m ght be useful in a separate guideline.

Now, what are sone of the -- oh, I've got a few
ot her suggestions. There are sone others. They are al
listed in your book with the nane of the groups or group
t hat recommended t hem

Let me just spend five nore mnutes tal king about
a couple of issues that cane up yesterday. The first is
this issue about reporting, and in reading this literature
it becones apparent right away that reports of foodborne
illness are really quite dramatically under-counted. And I
think that this sort of bull's-eye diagramillustrates what
we found.

There is a small group of cases, the center of the
bull's eye, if you will, where the food, the agent and the
causes are all known, and there are sonme cases where this
all fits together.

There is a nuch | arger group of cases where there
are reports, but fecal sanples haven't been taken, or there
is no sanple of the food available so you really can't tel
what's going on. And then there is a very large group of
cases where the | evel of suspicion is high but it's not

cl ear.
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Now, that center of the bull's eye includes a |ot
of cases in institutions, for exanple, in hospitals, getting
to Dr. Gundy's very good question yesterday. How do you
really know the percent of cases that are due to things
peopl e do after they buy the food or purchase the good in a
store. You can answer that to some degree in a hospital or
in another institution where the food is all produced andy
you coul d take sanples of the food and culture them
theoretically, and then because the people are in an
institution, if they get sick you can also easily get
bi ol ogi cal speci nens and get sone idea of what made them
si ck.

But aside fromthose sorts of situations it's very
difficult for me to think of howto -- howto find out with
a great deal of precision exactly how many cases of disease
are caused by things where the food left the market pristine
pure, and then it was contam nated later. So it's an issue
with the techni ques we've got right now that remains, |
guess, with the Scottish verdict, unproven but highly
suspi ci ous.

The handouts that Dr. Saltos has been passing out,
| guess, summarize the views of the | FTX expert panel of
food safety and nutrition in 1995, and sone ot her work by

Al l en Levy about what their view -- these people are experts

and | certainly amnot -- about this issue.
So we're pretty sure that foodborne illness, this
bacterial foodborne illness particularly, is under-reported.

We know that CDC investigations conpared to estimates, such

as the ones we heard yesterday, are quite dramatically
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different. Wether it's illness or death, this is illness,
the CDC investigated over on the left estimtes, the | ow
estimate and then the high estinmate, an enornous
variability, but clear really very serious under-reporting

Public Gtizen claimed in a recent manifesto that
about one to five percent of foodborne illness was actually
reported. That was their view

Now, why is it that this under-reporting occurs?
Sone of the issues, | think, we've already tal ked about, but
the CDC definition calls for a couple of cases of simlar
illness for ingestion of food. So if you're an old | ady and
you forgot that it's now March 8th or 9th and the turkey has
been in the refrigerator since Novenber 25th, believe ne, |
wor ked on a hot line in Massachusetts for about six years,
and that is not a hypothetical question. W constantly got
calls in March about what do you think about the
Thanksgi ving turkey, and that's what led to the "if in
doubt, throw it out."

You have to have two or nore cases for CDC to cal
that an event. The small outbreaks tend to be invisible.
You tend to confuse themwith the G flu. W |ack nethods
at present, and hopefully this won't be forever, to rapidly
detect pathogens in food and in blood and in stools, so we
don't have the easy techniques we do for sone other things
ri ght now, and we have a voluntary reporting system where
every state is not equally determned to find these
problens. W have sone states that are doing an admral
job, but it's a real problem

The ot her problemis what happens as a result of
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this, how many of us are out of work because of events that
take place. Again, our uncertainty because of the reasons
|'ve already suggested is considerable, but the estimates
are really quite dramatic in terns of |ost productivity a
year. This is about -- ranging fromabout 10 to 40 billion
dollar a year, so we're not tal king about snall potatoes
here -- wherever they go, whatever food group they go in.
The other thing, Richard Lavens at Harvard and
ot hers have tal ked about the constantly energing, emnerging
changes in infectious disease, and one exanpl e perhaps of
this is foodborne illness. The first reason, we know t hat
foodborne illness is going to rise in the next 10 years, and
| believe Dr. Wteki said this in her swearing in, is that
we know that our statistics are getting better. So
regardl ess of what -- even if we -- even if things are going

al ong the sane, as reporting gets better, the perception of

foodborne illness rising will clearly be there.
The second reason why foodborne illness probably
may be on an upswi ng i s denographics. We have an aging

popul ati on conpared to 20 years ago, there are nore people
who are i nmunosuppressed today both because of H V and
transpl ants and cheno therapy than probably there ever were
bef ore.

And, finally, foodborne illness is small but I
t hi nk preventabl e proportion, involves |ack of consuner
awar eness and educati on.

There are other reasons too at different |evels
farther back in the food chain, but those three certainly

may be inportant.
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The ot her big reason why foodborne illness is
probably on the increase is because of environnental
exposures that are increased, and |I've tried to outline them
in the draft rationale we put together. Cdearly, there are
ne strains of foodborne bacterial, and Cathy tal ked about
sone of themyesterday. W have sufe and other mnimally
processed foods in supermarkets. These are very high profit
margin items, the suvid where you draw a vacuum and t he food
stays sanitary or safe for quite awhile. Then there are
also things |like partially cooked foods which are sold for
take-out. Al of those things increase environnental
exposures. And then the issue of a gl obal food econony,
think Dr. Wteki tal ked about that. There isn't good
evi dence that foreign foods are | ess hygienic than ours,
nevertheless it's a gl obal econony now.

What's argued in the text is that interventions
can prevent and | apses can cause foodborne illness, and
these interventions include things that are under our own
control as consuners, as well as things that nust be
controll ed by our elected represented, and appoi nt ed
representatives in governnment at other points in the food
chai n.

But there are four essentials that al so can occur
at one. One are bacterial cells as spores; second, the food
vehicle; third, conditions allow ng bacteria to survive and
thrive; and, fourth, a vulnerable food consuner.

So basically, our lifestyles as well as our food-
use patterns at hone and in our daily lives can pose

needl ess and preventabl e foodborne ill ness hazards, and it
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seens to nme that we need to do sonething about it. W can
avoi d sone of these problens with appropriate handling, both
the food prepared outside the hone and then food that's
bought at the store where the handling depends on what we do
toit.

So why bother to do all of this? First of all,
it's an actionable neasure that we can take to eat in a
health way that really does nake a difference in terns of
norbidity as well as nortality. |It's sonething where
consuners are concerned, and where they are worried, and
where they do need help. W need to bother about it because
the dietary guidelines really weren't conceived at the very
begi nnings as solely for chronic degenerative di sease. They
are about health. They are not about a specific turf of the
medi cal area.

And if we | ook at Heal thy People 210, | think
everybody got a copy of it, it's the great, big, fat, yellow
book. If you | ook at Healthy People 210, it fits very well
in with some of the things that experts in our various
cabi net-1 evel departnments as well as thousands of experts in
public health fromall around the country are thinking of.

Now, anot her question that cane up |ast tine and
that we've tried to answer in the 15 or so pages of text is
what really works. Are there any exanples of things that
involve information to consuners that really work?

Well, the first thing that we tal ked about
yesterday was the Fight Back Canpaign, and that's only been
up and running now for about a year, and so it's alittle

early to l ook at hard end points. They've got sone
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interesting focus group data. They have sone other data
that's referenced in your text. But there is not too nuch
yet on that canpaign

The ot her canpaign that we saw fairly good data
on, talking to Dr. Levy, | believe it was sonethi ng out of
t he Departnent of Health and Human Services a fair nunber of
years ago where there were denonstrable effects froma raw
shel |l fish canpaign, and those of you who are in FDA may be
able to talk nore about it, but it's basically the problem
hepatitis associated with people eating raw shell fish. And
if any of you cone to Boston, you'll go to the Union Oyster
House and see people eating raw shell fish there.

It turns out that people who do that on a chronic
basi s have very, very high risks of hepatitis, so the
targeted group was those people, and they were able to show
significant decreases in that particul ar behavior.

So does this kind of -- this kind of informational
canpai gn work? | guess we'd have to say probably yes; nore
evi dence probably is also going to be hel pful.

In terns of sone other questions that were asked
by Dr. Sutor, sone of those things were m stakes in the text
and | think they are changed in the version of the text that
you have. Thank you.

DR. MJURPHY: Thank you. Anybody have questions?
Everybody is nunb.

Dr. Stanpfer.

DR. STAMPFER: Johanna, this thing called Factoid
Wat ch came around.

DR DWER: Yes, I'msorry. | just got that too,

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

N RN N NN NNDNNNDNIERPRP PR R P B P PR
© 0 N o U0~ W N B O © 00 N O O M W N B O

481

DR. STAMPFER: |I'Il be curious to get our reaction
when you' ve had a chance to read it.

DR. SALTOS: We just got this fromFSIS and they
did give us sone better references, journal articles that
are nore vigorous but we couldn't get copies for everybody,
but we can get those.

DR. STAMPFER It can wait until tonorrow then
You don't have to read it right now, Johanna.

DR. DWER:  Ckay.

DR. MURPHY: Al right, Dr. G undy.

DR. DWER: Very good. it says that food
poi soning is a phony figure fromthe Col unbia Journalism
Review. Well, | don't know. W found all of the data we
could, and | think that food poisoning is a real problem |
don't know what the exact nunbers are, and | think, as |'ve
indicated on the slides |I showed you, that the confidence
estimates are rather broad, but they are all far above
| evel s of zero.

DR. GRUNDY: You know, |'ve noticed that nost of
the tinme when | get sick fromeating food, it's fromeating
out and not fromeating at hone, and | know nost of the
enphasi s here was on eating at hone.

Is there any -- have you been thinking about
havi ng any comments about trying to avoid when you eat out?

DR. DWER: Well, Scott, the way we tried to go
about it, and Dr. Johnson may want to conment too, was to
pi ck the things where people really all agreed. It turns

out, it's the sane as heart disease. Until you get into it,
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you never realize how many argunents there are about it.
And so to make a statenent |like "Don't be an idiot, don't
eat sushi unl ess you know where its source is from" or
"Don't eat shell fish unless you' re sure" or sonething like
that seened to be less fraught wth consensus, if you wll,
than what's in the draft that's presented there.

We tried to rely on our information experts from
the CDC, the FDS, the FSIS, and universities around the
country to try to get what it is that they all felt was the
nub of agreenent. There certainly are additional things,
addi tional caveats that could be added, but | think what's
here is sort of the kernel, if you will, of what everybody
agrees on. They really -- there doesn't seemto be much
di spute about that.

You will notice that | don't think we included any
kinds of estimates of mllions of people who were dying or
dead as a result of this because, again, these are very
difficult issues to resolve, so we stuck to what we know t he
best. That's the reason also for sticking with bacterial
foodborne illness rather than including -- trying to get
into things about pesticides and so forth. Again, it's just
that the experts in this field, of which I amnot one, seem
to feel that those are the nessages that are unlikely to be
reversed in four or five years or 10 years.

DR, JOHNSON. | just wanted to add that | think
this is a case for us to really think about the broad policy
inplications of the dietary guidelines. |In the conference
calls that Johanna brought together, and she brought sone

real ly excellent people, and we kept hearing the nessage

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

N RN N NN NNDNNNDNIERPRP PR R P B P PR
© 0 N o U0~ W N B O © 00 N O O M W N B O

483

over and over again from people in |local health departnents
who are clearly doing food safety programm ng, from people
in the extension systemthat are doing food safety
programm ng and the fact that they use the dietary
guidelines as a teaching tool, that they felt that

i ncorporating food safety in with the dietary guidelines
really help, would help themin ternms of strengthening sone
of their educational prograns that they provide to the
public.

And al so thinking about the school nutrition
prograns as well, certainly food safety is an absol ute
critical conponent of any massive feeding program of which
nutrition is one, so | think they also felt that
strengt hening that aspect in the guidelines would hel p them
internms of overall policy.

DR. DWER: One final thing | didn't get a chance
to do slides of because | didn't get it until yesterday, but
you mght enjoy a copy of it. Etta, | don't knowif we can
get copies --

DR. SALTCS: W can get copies.

DR. DWER: Can we get copies?

What this does, it's called "The Food Safety
Educator."” It just cane out, | guess. Wat it does is
focuses on the interesting consuner research that's been
done now on food safety education, and it goes into rather
exhaustive detail about sone of the questions that were al so
rai sed yesterday about the kind of food safety risks in
homes, and it goes through a series of various consuner

perceptions, and sonme of the things that people are not
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seem ngly getting, if you will, with respect to this issue,
peopl e just don't seemto know, for exanple, that sone
peopl e are at higher risk of foodborne illness than others.
They don't seemto really understandi ng what to do about
things |ike cross-contam nation and so forth. So there is
sone pretty good consunmer data now suggesting that this
isn't just sort of nonsense.

DR. MJURPHY: Ckay, any other comments?

Al right, we're a tired group, | think
Nonet hel ess, we all have another |arge assignnent. [|f you
| ook at your agenda, we're next supposed to tal k about a
review of the third day of DGA. | think we recommend we
skip that and we keep the third day just what it is, and
nmove on to the working groups that we're going to have, at
| east the nmenbers of the conmttee are going to have for the
rest of the afternoon.

So, in effect, we are adjourning the public
nmeeting for now but please, nenbers, don't go away. W need
to talk about the logistics as | |ook at Linda and hope that
she has information on the | ogistics.

(Whereupon, at 3:28 p.m, the neeting was
recessed, to resuned at 9:00 a.m, on Wdnesday, Mrch 10,
1999.)

11
11
11
11
11
11

Heritage Reporting Corporation
(202) 628-4888



© 00 N o o B~ W N P

[
= O

Il
Il
Il
Il
Il
Il
Il
Il
Il
Il
Il

Heritage Reporting Corporation
(202) 628-4888

485



486
CERTI FI CATE OF REPORTER, TRANSCRI BER AND PROOFREADER

In Re: Dietary Cuidelines Advisory Committee
Nanme of Hearing or Event

N A
Docket No.

VWashi ngt on, . DC
Plrace of Hearing

March 9, 1999
Date of Hearling

the under si gned, do ereby certlfxcthat t he

fore90|n9 paﬁ nunbers ~293 throu | usi ve,

cons |tu e e true accurate and I‘r“rranscrlp

prega rontt e tapes and notes ah ared, and reRo ted b
har on Bel | apy 0 was in attenhdance a

tne above |dent|t|ed ?rlng in accordance wth the
pP L cabl e prOV|S|ons o current  USDA contract, and have
Ified the accurac he tra nscrl t (1) y preparing the
typew|tten transcrl t frontthe re |n or ecordlng
acco | 1shed at the ear|n . and nparing the fina
? ed typewitten transc ipt a ns t e recordi ng tapes
d or no es acconpl i shed at the hearlng

Joyce Boe
Dat e ]
Name and Si gnature of Transcri ber
Heritage Reporting Corporation
Lorenzo Jones
Dat e
Nanme and Si gnature of Proofreader
Heritage Reporting Corporation
Shar on Bel | any
Dat e

Nane and Signature of Reporter
Heritage Reporting Corporation

Heritage Reporting Corporation
(202) 628-4888



