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PROCEEDIL NGS
9:03 a.m

DR. GARZA: (Good norning. | was thanking Dr.
Kumanyi ka earlier today for her clairvoyant presentation
yesterday. She warned us about the controversy. And in
today's paper is a discussion on salt. So we -- she was
right on target. It gives us all a great degree of
confidence on the ability of this Conmttee, not only to
read science, but possibly the future.

(Laughter.)

And that being the case, this ought to be an easy
task. W're going to continue with the presentation and
di scussion of issues that are in -- are in sone way rel ated
to the Dietary Cuidelines, but perhaps not discussed as
explicitly as perhaps nmay -- may be warranted.

We tal ked about children's -- special dietary
guidelines for children yesterday. The second issue that
we're going to take up this norning is on dietary
suppl enents. And Dr. Kumanyi ka, again, volunteered to take
care of this one. And we expect her to be as scientifically
correct and as clairvoyant on this one as she was yesterday.
She set the bar and we will gladly make sure that it doesn't
-- it isn't lowered | guess.
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DR. KUMANYI KA:  Good norning. | volunteered for
-- in fact, | suggested this issue. |I'msure | wasn't the
only one who suggested that we | ook at dietary suppl enents.
But | suggested it particularly because | had a chance to
beconme nore educated about the issues during ny service on
the Comm ssion on Dietary Suppl enent Labels that rel eased a
report -- wow, could it have been a year ago? -- a year ago.
Time flies.

And | think probably all of you in this audience
are famliar with the Comm ssion on Dietary Suppl ement
Label s and what our charge was and what we did. And |
t hought about the Dietary CGuidelines and realized that
perhaps in the 1995 round, we began to recogni ze that nore
gui dance woul d be needed on supplenents but didn't really do
much with it. And so | hope to make the case that this is
an issue that the Commttee should really take on in a
serious way and deci de what kind of guidance is needed.

(Slide.)

So I went through the booklets from'85 to '95 to
see what we had said about dietary supplenents in the past
and then have thought through and | ooked at sone literature
to see what has changed since 1995 that alters the need for
guidance in this area. And | cane up with these -- at |east
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these four bullets that are on the slide.

We have a change in the definition -- or actually,
we have a definition of dietary supplenents. W have a new
regulatory climate for things that are | abeled as dietary
suppl enents. Because of that, we have a different set of
mar keti ng practices and consuner use of supplenments has
increased. | won't give you data on that, but | think it's
comon know edge and we certainly can get data on the
i ncrease in use of supplenents.

It's in the newspapers quite a bit. | have with
me several articles. It's quite easy to pick up nowin the
Chi cago Tri bune or anyplace articles about dietary
suppl ements and advice on them-- you hear it being -- you
hear them being discussed in elevators and so forth.

Dietary reference intakes have cone about and wl |l
change the context for guidance on supplenents and there

have been sone changes in fortification. Next, please.

(Slide.)
So what -- what do we nean by dietary suppl enents?
Currently -- the current definition is under the Act that we

cane to call DSHEA. Sone people used to think that was a
person because -- |like, "Wwo is DSHEA?" Well, it's our
acronymfor the D etary Supplenent and Heal t h Education Act.
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And the definition any -- this is nmy definition.
This is not a formal legal definition. | put it in what I
could -- nmy sense of it frommnmy head. And if it's not
legally correct, I'"'msure -- and that's here. Annette
Di ckinson, she'll correct me if I'mgetting somethi ng wong
that's really critical

But |'mthinking of now supplenments or any
subst ances that are ingested that are not conventional food,
but for which the intended use is as a food rather than as a
drug and where the intended use is determned fromthe
mar keting and | abeling in a way that does not trigger
regul ation as a drug. And that's not doubl e-speak. So |et
me explain what | think that neans.

If sonmething is -- is marketed as a suppl enent,
meant to be used under the | aw that defines suppl enents as
"types of food," as long as there is nothing on the |abel or
in the advertising that triggers drug |law that says it's a
remedy or cure for a disease, it can be considered a food
and dietary supplenent and remain under the Dietary
Suppl enent Act.

And the categories of things that are included
under the supplenent |aw are nmuch broader than the last tine
that the Dietary Cuidelines have considered making
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recommendat i ons about suppl enents.

The term can no | onger be used to refer only to
traditional vitamn and m neral supplenments or to fiber
suppl enents, but they also include herbals and anything el se
that is actually nmarketed as a suppl enent.

And this broad definition really conplicates
maki ng policy because | think there are many dieticians or
heal t h professionals who would |i ke to nmake recommendati ons
about vitam n and m neral supplenents about which we know
quite a bit, and they have been in -- with us for a |l ong
time. And we know sonething about the uses and there is a
| ot of data that can be studied in the sanme way that
traditional risk factors are studied.

The herbal s and other things, shark cartil age and
sone of the other things which mght be marketed as
suppl enments cannot be as easily studied. And the benefits
are in sonme cases in the transcendental real mwhich takes
t hem out of the real mof science.

So | don't nean that as a joke. | nean, sone of
the benefits of supplenments may i ndeed be things that cannot
be studied by traditional scientific nmethods because they're
what we woul d call placebo effects. They -- they are
sonething that interacts with people's belief systens.
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And a lot of the suppl enment-using behavior is
spiritually notivated. | heard a talk about this recently
from sonmeone who is in the humanities and ethics field and
was rem nded that sone of the original pronotion of what's
call ed health food and suppl enments was through religious
organi zati ons, Seventh Day Adventist, for exanple. And
t here have been sone other elenents and players entering the
suppl enent field.

But why consuners use suppl enments and what ki nd of
gui dance consuners want is what the Conm ssion on Dietary
Suppl enent Labels had to deal with and that's what we're
going to have to deal with. There's no |onger any way for
us to take a purist or old fashion view about what we think
suppl enents shoul d be because we're going to have to face
the reality of how they're being marketed and used. Next.

(Slide.)

The suppl enent | abel s now nay include statenents
of nutritional support which require notification of the
Food and Drug Adm nistration, but not prior approval by the
Food and Drug Adm nistration. So a suppl enent manufacturer
can put a statenent, "This supports normal" -- "Helps to
bui |l d bones", "Supports normal |iver function", or whatever,
and can notify the FDA within 30 days of putting that on the
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market with that |abel that this is what is -- the statenent
that's there.

And if the FDA does not -- they can continue to
use that |abel on the supplenent as |ong as the FDA doesn't
say that it sonehow is a drug claimand cannot be used
wi t hout goi ng through drug regul ati on.

Suppl enments al so, |ike other foods, can have
nutrition |labeling-type health clains according to the sane
regul ations as any other health claim They have to go
t hrough the review and be shown to have significant
scientific agreenent, substantial evidence.

This is through random zed control trials or a
| arge body of evidence supporting that health claim And
there is a fairly limted nunber of health clains that are
aut hori zed for food. And supplenents may be able to
participate in those sane clains if they can neet the

gui del i nes.

The -- many peopl e consider that the nutritional
support clains are unregulated. 1It's not that they are not
regul ated, but there's no prior approval. So | wanted to

enphasi ze those statenents. And the burden is on the FDA to
go and find those statenents -- or | ook at those statenents
and then to call them back.
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The product standardi zati on and safety are mgjor
concerns with respect to recomendati on of some suppl enents
because this category of products does not have the sane
systens for standardi zation. And they are presuned safe
because they are classified as food as | understand the | aw

And we had lots of help on the Conm ssion from
Food and Drug |l awers. And so | don't claimto get all the
fine points right. But -- but foods -- so when sonething is
classified as a food, it is presuned safe and there is a
burden of proof then to show that it's unsafe.

The standardi zati on of sonme of the products,
especially herbals where the -- part of the plant used may
differ or where the manufacturer is -- is not, say, a large
conpany which would by its own procedures have
standardi zation. And all these things may be on the market.
So there i s concern.

You may have seen the press recently fromthe New

Engl and Journal of Medicine about the safety issues,

contam nation of a supplenent traced back to contam nation
of one of the ingredients that was sold froma bul k
distributor in Germany. This cane up a long tinme ago with
trypt ophan suppl enents.

So there are -- there -- even if it's
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contamnation or if it's fromother aspects of use, safety
is a concern. So this last point, although foods are
presunmed safe by definition, supplenment safety issues
i ncl ude overdose -- consuners taking too nmuch either of a
traditional vitamn and m neral supplenent or a -- sone
ot her type of product.

And for -- again, for vitamns and mnerals, we
have a lot of information on the toxic ranges and so forth.
That's been well studied. And we usually know fromthe at
| east maj or manufacturers what the strength and consi stency
of that product is.

Cont am nation, which | nentioned. Drug
i nteractions where a suppl enent, especially perhaps herbals
or supplements that are not traditional nutrients, may
interact wiwth a drug soneone is taking, but they won't
realize that it's -- and it may be taken for the sane thing.

| f someone takes a product that's meant to help
the heart that's an herbal and they are also taking a
medi cation for their heart, sonmething with Digitalis and
they're taking Digitalis, then perhaps there is an
interaction or there is sonme supplenments that negate the
ef fects of drugs.

There may not be that many of them but it is a
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concern because it's not easy to get the right information
to consuners. And then the other concern that we tal ked
about a lot on the Conm ssion was inefficacy; that people
needi ng treatnent and possi bly hel ped with, say, a
phar macol ogi ¢ treatnment or sone other kind of nedical or
surgi cal assistance m ght self-nmedicate with suppl enents
beyond the point where that was actually safe for themif
t he supplenent isn't actually doing the sanme thing that --
that the other treatnent would have done. So that's just a
way to think about some of the safety concerns.

(Slide.)

The advocacy for the DSHEA denonstrated the high
consuner interest. And | think that anyone who thought that
they coul d sweep suppl enents under the rug was really bow ed
over by the level of consuner interest in supplenents. Just
incredible large lobby, a lot of it comng fromwell-off
consuners, people who are disillusioned -- if you look in
the alternative nedicine literature now, disillusioned with
sone of the traditional systens.

So there is a high and powerful consuner interest
in supplenents. And that's also confirnmed by the popularity
and the high availability that suggests that if we're going
to nmention -- that we need to nention supplenents and that
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what we don't say may be as conpelling in terns of our
credibility as producers of guidelines as what we do say.

Expanded definition: Requires clear guidance so
that we can sort out now statenents that refer to vitam ns
and mnerals, fiber supplenents. At |east distinguish other
categories of supplements if we're not going to give
gui dance. And then there are fortified foods.

And it's been pointed out that there are sonme
i nherent contradictions in current gui dance because there
are tinmes when fortified foods are recomended, but where
the sort of party line is that supplenents are needed. And
we're going to have to think through the consistency of what
we' re saying about the dose that's needed and how peopl e get
it.

(Slide.)

So | think that the existing guidance of
suppl enents are not needed is inadequate or inappropriate.
And I will review the guidance that we have published so
far.

In "85 -- this is a statenent. | may not have
pi cked up all the statenents, but | went through. And nost
of the statenents were either under "Eat a Variety of Foods"
or under the fruit and vegetable. "There are no known
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advant ages and sone harmin consum ng excessive anounts of
any nutrient. Large dose supplenents of any nutrient should
be avoi ded. "

And also in the "Variety" section, "you wl|l
rarely need to take a vitamn or mneral supplenent if you
eat a variety of foods." And there is a list of inportant
exceptions which include wonen in childbearing years,
pregnant or breast-feeding wonen, infants, sone elderly
peopl e or people with -- taking certain nedications that
increase nutrient -- nutrient needs or that a physician my
prescribe supplenents. So that's '85.

And now 1990. Again, there's no separate
gui deline of course. A statement in "Variety", "These
nutrients should cone froma variety of food, not froma few
highly fortified foods or supplenents.” And then a
st at enent about possible harnm that sone nutrients taken in
-- taken regularly in |l arge doses can be harnful. Bel ow RDA

| evel s, supplenents are safe but rarely needed. And then

the -- essentially the same |ist of exceptions. Next,
pl ease.

(Slide.)

And | found, let's see, separately -- for sone
reason, | don't see the one for '"95. | don't see -- | mght
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have -- do you have -- do you have one for '95?
UNI DENTI FI ED VO CE:  No.
DR. KUMANYI KA: Because | can -- | can read it
fromhere. Nnety-fiveis alittle bit nore -- | think

there is a nore generous statenent or perhaps it is in the

fi ber supplement. So let's -- okay. Thanks. For fiber --
well, let me just go to the general -- yes, because |
remenber -- perhaps it's on the next to the --

UNI DENTI FI ED VO CE: Page 11

DR. KUMANYI KA:  Yes, it's page -- it's page 11
And | have -- what | renenber typing is under the headi ng of
"Fi ber Supplenents”. So we'll get to it. Let's |look at the
next one which nentions fiber supplenents specifically.
"I ncrease your fiber intake by eating nore of these foods
that contain fiber naturally; not by adding fiber to foods
that did not contain it.”" And that's under, "Eat foods with
adequate starch and fiber back in the 1985."

In 1990, "Some of the benefit of a higher fiber"
-- | think I have themall. | just presented it differently
and had not remenbered. | think it's in the next one.

"Sone of the benefit of a higher fiber diet may be
fromfood that" -- "food that provide the fiber; not from
fiber alone. For this reason, it's been to get fiber from

Heritage Reporting Corporation
(202) 628-4888



N

o o A~ W

10
11
12
13
14
15
16
17
18
19
20
21
22
23

269
foods rather than from supplenents. In addition, excessive
use of fiber supplenents is associated with greater risk for
i ntestinal problens and | ower absorption of sonme mnerals.”

That's from 1990 in the "Choose a diet with plenty
of vegetables, fruits and grain products.”" So the enphasis
here again is the possible harmfrom suppl enents and the
fact that the evidence for fiber wasn't clearly for the
fi ber conponent. So perhaps it is safer to -- nore
conservative to eat the food. And then you will be getting
what ever it was that was identified epidem ol ogically that
was hel pful.

(Slide.)

Ckay. And the next one, and | think the
statenments from 1995 are all included here. There is a
special -- a separate subhead, "Were do vitamn, mnera
and fiber supplenments fit in?" And the fiber supplenents
are included wwth vitamn and m neral supplenents. And this
could be seen as | ess negati ve.

But it clearly -- it tal ks about the fact that
t hese supplenents may help to neet needs. But it's also a
"Yes, but". "However, supplenents do not supply all the
nutrients.” And there was a real concern that people would
be replacing food with supplements and woul d be m ssi ng sone
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essential nutrients because we don't really know all the
things in food that are hel pful to people.

And then the possible harmthat supplenents taken
in large amounts regularly m ght be harnful and are not --
well, that they're considered safe if they are bel ow the
RDA, but they still are not needed.

And then finally, another statenent about the
fiber which is under the "Grain, Vegetables and Fruits". So
this is the 1995 guidance. "For this reason, fiber is best

obtai ned from foods rather than supplenents.™

Soif I -- if | were a user or a proponent of any
type of supplenments, | would consider this guidance
extrenely negative for using supplenents. It conmes -- and |

think the principle was nentioned many tines in the 1995
Committee, that there is a principle that people should eat
f ood.

And this is a very firmy held principle. And I'm
not sure that we want to abandon that principle at all.
t hi nk peopl e should eat food, but I'malso aware that if our
gui dance doesn't help to nake the bridge to consuners about
suppl enents, that they mght ignore it conpletely.

And so it's really a practical concern that the
way that we are pronoting foods rather than suppl enents
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m ght be so out of step with the way consuners are thinking
as to be not heard. And to see if there is a way with the
evidence that is avail able, we can nmake statenents that are
nore informative. So that's all | wanted to say.

DR. GARZA: Are there any questions?

DR. STAMPFER  First, as a coment, and that is
when we tal k about what's new, | think there is now
random zed trial data that would strongly support a bl anket
recommendation for folate supplenentation for all wonen of
chi | dbeari ng age.

And the guidelines kind of skip around it and sort

of say, "Well, you know, they should get folate and it's
okay. " But | think now the data are really strong enough
to -- to make that a firmrecomendati on

And then ny question is what -- do you -- do you

have sort of a proposal in mnd, Shiriki, or how wuld you -
- do you think it should be nore positive inits -- the
gui del i nes should be nore positive in discussing
suppl enents, nore negative or --

DR. KUMANYIKA: | -- | couldn't -- | think that
t he gui delines should be nore informative in discussing
suppl enments which neans that we will have to reviewthe
issue. We have not -- at least, | was only on the Conmttee
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once before. W didn't actually review data on suppl enents.

Bert, do you think that's --

DR. GARZA: Yes, that's very true. There is sone
research, for exanple, and I don't know whet her others have
conparable findings. And David Pelletier, for exanple, and
others at Cornell -- that's why I'mfamliar with it -- |
don't think they've published it yet -- suggesting for
exanpl e that individuals that rely on suppl enments may not
have as varied a diet or as -- as -- as healthful a diet in
terms of following the Dietary CGuidelines as those who do
not which was a surprise because the expectation was that,

i ndeed, people who woul d use suppl enents woul d sonehow be
nmore in tune to what their needs would be. And that was not
what was found.

Now, | think it would be very useful in ternms --
as we think about analysis if we would either ask those
individuals or others on the staff to do simlar types of
analysis to get us to understand supplenent use in
relationship to the diet in ways that would hel p us anal yze
it.

| think that Shiriki is right, we don't really
know -- at least | -- | should say | don't really know. And
| don't think this Commttee has formally ever reviewed the
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issue fromthe context of a total diet and the role -- the
percentage of specific nutrients that are contri buted by
suppl enments versus foods, the inpact they have on the
broader diet and what the health outcones that we m ght be
able to anticipate frompatterns of use.

Qoviously, | don't think that that research has
been done. That's why | was careful to say, "m ght
anticipate". Richard?

DR. DECKELBAUM Well, two points in relation to
what Meir just said. One, is the fortification now with the
food supply with folate the necessary step or do we need --
is there a need for an additional supplenent? Because a
maj or step has al ready been taken in terns of fortification.
And we don't have any data on how that's going to work out.

DR. GARZA: And FDA does. W nay want FDA to cone
because they have | ooked at the inpact of fortification in
folate. Do you have other data, Meir?

DR. STAMPFER  The level of fortification was a
conprom se because it was a population intervention. But in
terms of the anobunt of folate in the diet of wonen who may
becone pregnant, especially in the very, very first few days
of pregnancy, it's not enough. The fortification -- the
levels in fortification are not enough to achieve optim
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prevention of neural tube defects.

DR. DECKELBAUM And | guess the second question
al so, Meir, is your studies have data | guess which would
| ook at the diet of subjects who take supplenments. And so
that those are usually in the upper quintiles. And so do
they have a less varied diet than other -- the other --
other quintiles in the Nurses Study and the Physicians
Heal t h Study?

DR. STAMPFER. W don't have -- our studies rely
on food frequency questionnaires. So we don't -- it's
harder to get a variability because it's averaged out over
t he year.

But in ternms of what you would call healthfu
diet, actually, as part of the analysis that we're doing
with Eileen Kennedy's support is to |look at the Healthy --
the Heal thy Food Index in our cohorts to | ook at not only

patterns of diet, but also |ook at health outcones for

peopl e who are scoring well on the -- on the Healthy Eating
Index. But in terns of those -- we're doing those anal yses
now.

But in ternms of the supplenent users, actually,
the surprising thing to me was even in these health-
consci ous cohorts, the diets of the supplenment users were
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not that much better. They were really pretty close to the
non-suppl enent users. So we didn't see, contrary to
expectation, a huge difference. Even, say, separate
supplenments |like vitamn E -- separate vitam n E suppl enent
users, their diets were a little better, but not that nuch
better than the nonusers. So --

DR. GARZA: If | recall correctly, the population
you're working with is much nore honbgeneous.

DR. STAMPFER  That's right. So that m ght be the
reason.

DR. DWER: | share your interest, Shiriki, in
making the Dietary CGuidelines nore informative about this
issue. It seens to ne that we nust also be nore informative
about perhaps fortification and those options as well as
t hat .

But the big problemthat we've encountered is that
-- that there really isn't a very good database for
suppl enment intakes. Wen it's vitamns and mnerals, it's
medi ocre. But when it cones to sonme of the newer things
t hat have become nore popular within the past five years,
it's -- it's very nuch nore limted.

And even if one knows that sonmeone is taking
sonething, in sone cases, it becones difficult to know
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whet her the biologically active conmpound is at the | evel
that -- what level you use. So that strikes nme as a
difficult issue for us to deal wth.

DR. GARZA: (O her -- Suzanne?

DR. MURPHY: | think it mght be useful to | ook at
the HANES |11 information on supplenent intakes. That's a
data set that's only becone very recently available. And
even though we only have 24-hour recall data to conpare it
to, at least it mght answer sonme of the questions that are
bei ng rai sed.

DR. GARZA: Meir, and when you did the folate
anal ysi s, obviously your statenment was fairly strong in
terms of the adequacy of the Anerican diet. Does that take
into account the bioavailability differences between folic
acid as it is added as a fortificant to the diet versus
naturally occurring folate with a bioavailability that is
very different?

DR. STAMPFER  Well, ny comments weren't based on
my research. But it's based on what the -- the distribution
of folate is nowthat -- nowthat fortification is in place.
And there's -- it does -- it's not sufficient to bring every
woman of chil dbearing potential up to the |evel of -- |
mean, basically, it's shifting the popul ation so that many
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nore people are covered in terns of at |east getting 400
m crogranms per day. But it doesn't -- it doesn't shift
everybody. And in particular, it doesn't shift all wonen of
chi | dbearing potential to that mnimal |evel.
DR. GARZA: So do you think the strategy of
recommendi ng a suppl enent would be -- would be preferable to

a strategy of nutrition education if it is achievable with

dietary neans? | nmean, why would think that a suppl enent
woul d be --

DR. STAMPFER: | don't think it's either --

DR. GARZA: -- would be greater conpliance, |

guess, with a suppl enent versus a non-suppl enent.

DR. STAMPFER | don't think it's either/or.
think you do both. But here's a situation where we know we
can benefit in ternms of reducing burden of disease. And
it's -- it's a wdely held recommendati on that we woul dn't
be going out on a linb here.

DR. GARZA: It may be very useful then to invite
Beth Yetley. | think Beth has sone dat a.

DR. MEYERS:. There's -- in followup to the
Institute of Medicine's report on folate and other B
vitamns, there is an internal group |ooking at and doing
sone prelimnary anal yses using the bioavailability
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calculations of the -- of the -- in relation to the
fortification. So | think it would be quite appropriate to
invite a representative fromthere.

DR, DWER: Also, | think Judy Brown did some work
on that recently, didn't she? And it m ght be useful to see
what they are doing in M nnesota again.

DR. MEYERS: And | think Irv Rosenberg, also -- |
don't know if it's published yet -- may have sone -- sone
data that pertains.

DR. GARZA: It would be very useful if any of you
have any data in terns of how we -- although we didn't form
-- how we fornulate a strategy in ternms of nmaking

recommendat i ons because, Shiriki's right, this is going to

be -- this is only one exanpl e.

| mean, calciuml think falls -- is another one in
terms of strategies we would use whether it's -- it's food
or supplements and if supplenents then -- can we -- can we

achieve a greater conpliance or are the sane people that are
paying attention to diet going to pay attention to the
suppl enent s.

DR DWER  Well, is it that sinple though. 1|'m
concerned that it's not that sinple yet again. And, you
know, what do we do about the fortificants which seemto be
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increasing a lot, too?

DR. GARZA: Rachel ?

DR. JOHNSON: Yes. No, that was ny thought. And
| wondered, Shiriki, did you give any thought to functional
foods and how some guidance in that area mght fit in with
gui dance on suppl enentation, as well?

DR. KUMANYI KA: | think we would cover it. |
mean, my -- my goal today was really to try to persuade the

group that we need a subcommttee and we need to | ook at the

i ssue. There are several types of things. | nean, a |lot of
the supplenents that are -- that are taken are fromthe
antioxidant -- are antioxidants for the benefits that people
think are there while we're still trying to figure out if

they are really there in food.

But gui dance is needed, or at |east not just a
statenent that, "lgnore supplenents because we think we can
get it fromfood." That's the part that worries nme that we
haven't been able to take it on and see what we can say
about it, you know, whether or not we would get better
conpl i ance.

It's not whether that's how to achieve the Dietary
GQuidelines. It's that what do we tell people about
sonething that's in the food supply that they're using.
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DR. GARZA: Scott?

DR. GRUNDY: It seens to ne there is a big
di fference between taking a supplenent to reach a cal ci um
RDA and take shark's cartilage because | don't think there
is an RDA for shark cartil age.

DR. KUMANYI KA:  Right. There is a huge
di fference.

(Laughter.)

DR. GRUNDY: | nean, you know, so it -- it's not -
- you know, there -- it's a broad field.
DR. KUMANYI KA: | guess one question | have

because | haven't been able to keep up as to what has
happened to the recomendation that the -- sonme of the
remedi es be put in the real mof over-the-counter

medi cations. | nean, it hasn't happened.

Do you know if any -- if this is not going
anywher e because that was one of the things that was
recommended that sonme of the things that are clearly
i ntended as renedies should really be able to be regul ated
and sold as renedies and not sold with, you know, semantic
issues in the label, to be sold as a food.

But we coul d decide, for exanple, that we woul d
only deal with -- want to give gui dance about suppl enents
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t hat have sonme nutritional value or some evidence or sone
relationship to functional foods. But we have to decide
sonething. And we have to sort out the topic and deci de.
It may | ook |ike sonme of the ones we've been fudging on
woul d be the easy ones conpared to sone of the other ones.

DR. GARZA: Sodi um

DR. KUMANYI KA:  No, | nean even for suppl enents.
| nmean, even sort of stepping lightly into folate and
calcium my seem|i ke a piece of cake conpared to sone of
t he ot her ones.

DR. GARZA: On that sort of note, | have a
question for the governnent staff. There is new |l egislation
t hat broadens statenents that can be used as the basis of
health clains. Are statenents that this Commttee m ght
make in its report regardi ng either supplenents or foods
going to fall under that broadened net, | guess? Can we get
-- can you explore that for us and |l et us know?

| nmean, it's one thing to think that nobody wl|
listen to what we say. It's quite another thing to realize
that we m ght be taken quite seriously in what we say, not
only in the guidelines, but in the report that we m ght
issue. Are you aware --

DR MMJRRY: Are you referring to the

Heritage Reporting Corporation
(202) 628-4888



N

o o A~ W

10
11
12
13
14
15
16
17
18
19
20
21
22
23

282
authoritative statenents?

DR. GARZA: Authoritative statenents. There is
new | egislation that | think enables health clains to be
based on authoritative statenents such as those nmade by, and
there are -- the "by" are like -- the sense that | have are
very conparable to groups like this. And that gives
statenents that we would nake a | egal neaning that would go
far beyond that which scientists are famliar wth.

DR. MEYERS: This is another one -- an area that
we could offer a 15-mnute presentation fromthe FDA staff
who are quite articulate in explaining the -- their
interpretation and the way the other public health service
agencies are all a part of that inplenentation.

| think the bottomline at the nonent, sort of
| aypersons interpretation of the law, is of course the
Dietary Guidelines are an authoritative source. Everything
you say in here may not be an authoritative statenment
because in some cases, you are referring to general
l[iterature or sonething like that. And that still needs to
be sorted out on a case-by-case basis.

But there may be sonme inplications for when you're
being quite firm about sonething that from your
del i berations you believe is an authoritative statenent.
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You may want to be very firm about the way you say it.

DR. GARZA: Richard?

DR. DECKELBAUM | have a question. This is
clearly a -- this is clearly a major question in the United
States right now And so the question is, if we |ook at the
current list of guidelines, six out of seven applied to the
entire population. The only one that |eaves out a part of
the popul ation is the popul ati on that doesn't drink, nunber
seven.

And i f we consider what Scott brought up yesterday
which is, you know, sonme kind of guideline relating to
m nerals, vitam ns and maybe even suppl enents, certainly
that's going to affect a big part of the population. Wnen
to begin wth is -- I"'mnot sure of the exact percent, but |
woul d assume it's close to 50 percent, and quite a few nen.

And is there an obligation when a maj or question
like this affects the magjority of the U S. popul ation for us
to address it either in a guideline or a very guiding
statenent on it sonmewhere in this new docunment ?

DR. GARZA: Anybody want to respond to that?
don't know whether there is an obligation, R chard. There
certainly is -- we have that prerogative. | nean, there --
there has been, for exanple, a great concern that we don't
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have water, a guideline on water. Well, that obviously
i nfl uences everyone in the popul ation, but yet the Commttee
has not felt that any gui dance on water has been necessary.

We may decide to change our mnds in the future if
we -- if we were to highlight the role of physical activity
because then the role of water is sonmewhat different under
the context. But that's one exanple. So that it certainly
isS -- is up to us.

| nean, and if we feel that this is an inportant
enough issue that involves the diet of the American public,
then we may choose to either weave it in to the existing
gui del i nes or any subset or |arger set of guidelines, or
have one set apart. Al of those are within our prerogative
as | understand them |Is that -- have | been accurate?

DR, LICHTENSTEIN. | think we're also going to
have to consider sonehow di stinguishing supplenments that one
t akes i ndependent of food from supplenents that cone in from
food whether it be passive like folate now in addition to
the B vitamns and iron, or sonmething |ike calciumin orange
juice which conmes to mnd where it's a choice, but it's also
comng in wwth a food associated with other nutrients.

And | think wth the functional foods increasing
in availability, we're going to see nore of that. And

Heritage Reporting Corporation
(202) 628-4888



N

o o A~ W

10
11
12
13
14
15
16
17
18
19
20
21
22
23

285
sonmehow t hat distinction needs to be nmade, al so.

DR. GARZA: Johanna?

DR DWER: | think no matter what we do, we have
to study it nore. So we certainly at the very m ni num need
t he suppl enent report fromthe President's comm ssion and
the other materials that the -- that would be useful in that
respect .

DR. GARZA: Shiriki?

DR. KUMANYI KA: | -- | worry about -- I'Il do this
for the paper. | worry about issuing a guideline on
vitamins and mnerals for overlap with DRIs. | don't -- we

have actually two fromthe National Acadeny of Sciences.
There are two sets of recomendations already. One is from
the Commttee on Diet and Heal th which periodically has
cited that it includes a sodiumrecomendati on as soneone
rem nded ne.

| don't like the idea that the nutrient specific
gui delines are comng fromtwo different places in advisory
groups. And so if there is sone additional benefit over
basi ¢ needs, additional benefit, | would rather see that
incorporated into a DRI than com ng separately fromdietary
gui del i nes.

DR. GARZA: If there are no other coments or
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questions, let's nove on then to the other easy issue, food
safety. And Dr. Dwyer agreed to get the discussion going on
t hat .

DR. DWER: Thanks, Bert. This is not ny area.
So those of you who are experts in food safety, | hope you
wi |l be generous in your evaluation of ny presentation. But
| do think it's very inportant to consider this whole notion
of foodborne di sease and the possibility that we could say
sonet hi ng usef ul

DR. GARZA: Use the m crophone, please.

DR. DWER: Yes, of course.

(Over head.)

| think we need to consider the notion of saying
sonet hi ng useful about food safety and foodborne ill ness.
If we ook at the first question in the guidelines book, it
says, what should Anericans eat to stay healthy? And I
guess what | wll argue in the next few mnutes is that food
safety is as integral to good health as nutrition of the
type that |I'musually concerned with which has to do with
chroni c degenerative di seases.

And if the Dietary CGuidelines are about nutrition
and your health, it seens to me that we -- perhaps people
such as nyself who are in a specific area of nutrition
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haven't perhaps thought broadly enough. So | would like to
argue that in terns of food and your health, this may be a
very inportant thing for us to consider, sonething about
food safety and its integral role in health and nutrition.
Coul d I have the next overhead, please.

(Over head.)

Well, where do we stand right now? There is no
gui deline at present. Reviewi ng the book as well as just
the guidelines last night -- and please correct me if |I'm
wong -- | don't think there is a nmention of food safety in
t he book. There is nothing at all about foodborne disease
in the book. It all concentrates on chronic degenerative
disease and a little bit about health pronotion. So that's
the first thing that surprised nme. 1've read that bookl et
so many tinmes and yet had never noticed that.

| think there is sone interest in one. Shiriki
pointed out that there is great consuner interest in the
i ssue of dietary supplenents. | think wth regard to food
safety, there really isn't interest, at |east when it cones
to foodborne disease. |It's sort of a topic everybody tunes
out on.

But certainly in terns of recent reports to the
Nat i onal Acadeny of Sciences and to the Institute of
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Medicine -- within the past nonth, | think two reports have
been issued. So people are concerned about it, perhaps nore
fromthe production end than fromother ends. But there is
certainly concern. And the President has taken an active
role hinself in trying to bring nore attention to this
i ssue.

There's also | think nore awareness than ever
before of the need for considering the whole food chain and
not just a specific part of the food chain when we're
t hi nki ng about food safety.

Sonme of the reasons | thought of when | put these
slides together for this, thinking about a guideline in this
respect, were the notion of harnonizing guidelines with
ot her gui dance -- |l abels, the pyramd and so forth. |
realize that isn't the ultimate goal, but -- but it would be
hel pful to do that.

The ot her and much nore conpelling reason is the
notion that this is -- this is a source of preventable
norbidity that depends on many things; but that those of us
who are eaters have sone role in determning. So it's an
actionable sort of thing. And the question is, what are the
actions? Does it make sense for us to go forward? Next
slide, please.
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(Over head.)
So what | would like to do is organize the
presentation around the rational of pros and cons, next

steps and sone prelimnary ideas that | have. Next slide,

pl ease.

(Over head.)

Well, the rationale, as | sawit, was that there
is arelatively high preval ence of preventable -- |I'msorry,
that shouldn't say "nortality”. It should say "norbidity".

And it really does help to have people all the way fromthe
farmto the fork thinking about these issues.

Now, we do have sone federal legislation with
respect to -- to looking at this food chain sort of problem
for producers and handlers. But when it cones to consuners,
we're sort of at the eating end, the fork end. There are
sonme things we can do in our honmes. There are sone ways we
can be w se about our choices of take-out food and -- and
street food that may help. But it seens to ne that it's
down here that we need to think about a guideline. Next
slide, please.

(Over head.)

| took this fromsone of the materials | revi ewed
for this just to enphasize that there are many different
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types of foodborne illness. And death is rare. Ooviously,
it occurs and we see that in the newspaper when that
happens. But norbidity is considerable.

And what's happened that's new, again, conpared to
ten or five years ago is that we're beginning to learn to
count better. W're beginning to be able to -- to count
foodborne illnesses a little better than we used to. |It's
al ways been there just as sone of the -- the substances in
food that are now able to be analyzed for -- have al ways
been there. But basically we can count it better.

The interesting thing is that for many of these
hazards, particularly bacterial, there are sone things we
can do about it. W can do other kinds of things for the
chem cal and viral and parasitic. But there are things we
can do. Next slide.

(Over head.)

Looki ng for preval ence esti mates of foodborne
illness, | had a lot of trouble. And so | decided what I
woul d do is just nake a statenent that the preval ence is
unknown. It's known to be high. And nuch of it is known to
be preventabl e.

Certainly, some of it is caused by handlers and
producers. But other preventable norbidity is caused by
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peopl e in the hone, not only by cooks, but by people who eat
food that has stayed out too |long. Next slide, please.

(Over head.)

So | would argue that everybody has a role to play
in this type of food safety. And producers and -- and food
handl ers we're coping with fairly successfully by -- by --
by various regulatory neasures. And these certainly can't
be left off the hook. [|'mnot suggesting that this is a
consuner issue and not a producer issue.

But | am suggesting that those of us who are
eaters, cooks and food handlers also have a role to play.
And that's why | think it mght be useful to consider a
guideline. So the key is across the whole food chain. Next
slide, please.

(Over head.)

Just thinking about bacterial foodborne illness
al one, as you know, there are many different types, sone of
themlisted on your left. And the necessary conditions vary
considerably. So it isn't a sinple process and |' m not
suggesting that the guideline is all that's necessary. |'m
sinply suggesting that it's good to call people's attention
to this. Next slide, please.

(Over head.)
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Well, Bert's second question was, what issues
require eval uation and what potential changes m ght we
consider? It seens to ne that there are several issues that
need to be considered about a guideline such as this. First
of all, is it -- can we think of sonething that would be
actionable to say? Certainly, we know that there are sone
groups that are specifically vul nerable.

We al so know that -- that there are other things
out there. | guess there's even a food safety pyramd
sonepl ace. That al so needs to be considered. And, again,
thi s harnoni zation thing seens to be very inportant. And
the notion that one can deal with this preventabl e cause of
nmorbidity is also I think inportant.

The cons as | thought of the issues are that --
that if you |l ook back at the pyramd or if you | ook at any
guidelines, that it really applies to specific food groups

or specific guidelines within the D etary Cuidelines rather

than across all. | realize that food safety applies to al
the guidelines. But if you |look at the -- the ones that
involve -- on the pyramd, the groups that are -- 1'll show

you in a mnute, there are a couple of groups that | think
deserve nore attention
One could al so argue that -- that doing this would
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detract froma chronic degenerative di sease focus which was
after all what |led the Senate Select Commttee and | ater,
the Departnent of Health and Human Services and the
Departnent of Agriculture to focus on these issues and
produce the first D etary Cuidelines.

One could also say that, "Wll, these issues are
per haps sickness issues; they're not very serious; they're
not necessarily chronic and degenerative and, therefore,
they don't deserve attention because they are only acute for
the nost part."” And the other argunment would be that this
is an i nappropriate nessage. It dilutes the thrust of these
gui delines. Next slide, please.

(Over head.)

Well, what -- what could we say -- what kind of
changes m ght be suggested. WlIl, one of the ones that have
been used by a nunber of canpaigns so far would be just
sonet hing that concentrated on food handling practices like
cl eaning and separating and cooking and chilling and
avoi ding contam nated food or food that's sat out for a | ong
time. Next slide, please.

(Over head.)

The Chi nese have an easy guideline, if you' ve seen
the Chinese dietary guidelines fromthe nmainland. They just
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say don't eat any food that's been left out overnight. But
hopefully that isn't one that we need anynore.

There are al so sone guidelines that have been
popul ari zed by the "Fight Bac" canpaign. You' ve probably
seen this, keeping food safe frombacteria. But |I'm not
sure that's exactly what we're after. It just seens to ne
that that's a little too narrow. Next slide, please.

(Over head.)

We want a nore generic statenent if we go in that
direction. What | tried to do here was just take the
different sorts of food groups that people are using in
gui dance like the pyramd -- food guide pyram d, and then
just tried to sketch out the precautions that m ght be
appropriate by food group.

And, again, I'mno expert on this. But it seens
to me that sonme of the groups have nore -- need nore
attention than, say, others. So there is an inequality, if
you will, in ternms of applications. But this alone mght be
news to sone people. Next slide, please.

(Over head.)

So the question | came up with in reviewing this
is, does it fit best under variety in the text where food
groups are discussed or is it better as a separate
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guideline? And a week ago, | decided it was really better
as under the text. Next slide, please.

(Over head.)

And | think in the |last couple of days, |'ve
decided that it mght be better to consider a guideline. So
| -- 1 leave it up to you. But we do have an obligation, it
seens to nme, downstream to nmake sure that these things are
all harmonized. | realize the focus of this Conmttee is on
the top. Next slide, please.

(Over head.)

This is ny -- ny feverish work at 1:00 this
nmorning. |f you think about it, there is a wonderful word
that is in a lot of USDA legislation if you' ve ever had a
chance to read it. It tal ks about whol esone food. And when
| was on the President's Reorganization Project in the
Carter admnistration, briefly, | always went up to the
agricultural econom cs people and said, "Wat does this
whol esone food nean? What do you nean by that?"

It seens to nme that what we nean by that is really
sonet hing that involves not only the nutrients and not only
maki ng sure that the other things that are in the food are
heal t hful , but also this whole notion of handling foods with
safety in m nd.
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And so it seens to ne that the materials that have
stemmed fromthe Dietary Guidelines so far, things like the
food guide pyramd, are very useful. But it may al so be
useful to consider sonething about food safety in sone
manner. Certainly, we shouldn't |et another edition of our
gui del i nes cone out w thout the words "food safety"” being
menti oned. Next slide. [|'m alnost done.

(Over head.)

So | think the next steps, Dr. Garza, would be to
consider if, in fact, this is useful at all to consider
going farther with; what to include; how to include; howto
wite it up. Next slide, please.

(Over head.)

And to -- to decide howit should be handled. The
options include a separate guideline, changing the text
under "variety". Certainly, if we do this, we nust always
remenber that joint responsibility for producers and
consuners nust always be recognized. But we need to think
about steps eaters and consuners can take at hone or by
t hensel ves or by the cook in eating out or eating el sewhere
and then | think also reporting problens. Next slide,
pl ease.

(Over head.)

Heritage Reporting Corporation
(202) 628-4888



N

o o A~ W

10
11
12
13
14
15
16
17
18
19
20
21
22
23

297

So we certainly do need to keep in mnd the
producer as well as the m ddl enen and the eaters that -- but
it seens to ne those are dealt with better by other neans,
regulatory neans. | think we need to think -- | think
regul ations also need to find better ways to give eaters
ways to report interactions and maybe we need to nention
ot her hazards. Next slide.

(Over head.)

So there are many other things that nust be done
and that we can't do in Dietary Guidelines in terns of
producers and handl ers and al so governnent, the kinds of
t hi ngs governnment needs to do. But it seens to ne a
gui deline m ght bring sonme of these things to the consuner-
eater attention. Next slide, please.

(Over head.)

UNSPECI FIED VO CE: So, you're going on to
suppl enent s?

DR. DWER: Oh, yes. Let nme just finish up with
this. There are a |lot of other ways that one could
characterize the idea of food safety, and certainly
envi ronnmental contam nants, unintentional additives,
intentional additives. Those are also perhaps of interest.
But | think what |I'mspecifically talking about in terns of
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food safety is foodborne di sease, things that people can do
t hensel ves.

| think I'l'l skip the other ones unless there is
di scussion. Thank you.

DR. GARZA: Thank you. Any conments or questions
of Johanna? Shiriki?

DR. KUMANYI KA: It's interesting to think about
food safety and the Dietary Guidelines. The |last slide that
you t hought was not rel evant was actually the one that --
that | thought was relevant to the guidelines because this
is -- nmy viewis that our role is to think about issues that
need sone deliberation and a decision that are not clear-cut
and advise on that, and then how that's packaged and
pronoted to the consuner is up to the agenci es.

So | could -- where | could see that we could say
i ncl udi ng gui dance on other nutrition or food safety issues
as you package either a pyramd or Dietary CGuidelines is
hel pful. The one that | think consuners are very interested
in for which we m ght consider which mght relate to chronic
di sease are things |ike additives and contam nants. | nean,
that's a big issue.

But if people are worried about carcinogens in the
food supply, they say things like, "But don't fruits and
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veget abl es have pesticides?", and they want to know i s that
really a good recommendati on because nmaybe it will increase
my risk of cancer while it's doing sonething else. So the
food safety informati on about washing or whatever if you
think there is residue on there could fit into that kind of
a chronic di sease.

The other seens to nme nore of a decision of the
agenci es about what the booklet is for than sonething we
woul d deliberate on. That's just nmy view of it.

DR. DWER: Well, that's why | changed ny thinking
internms of -- | think -- | think a general statenent m ght
in fact be very useful on -- on the whole issue of what
consuners can do about handling. And then perhaps the way
to handl e those ot her issues would be in guidance.

My concern is that if we always wait unti
sonmething i s sonmething consuners are demandi ng, gui dance
about that sone very inportant things will -- will not ever
get in the guidelines. For exanple, physical activity in
the obesity guidelines. | don't think there was a
groundswel | of urgency for people wanting to be told about
physi cal activity.

DR. JOHNSON: Johanna, maybe |I'm m sunder st andi ng
you because ny read of sonme of the literature is that when
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consuners think about food or when they go the store, that
their top concern is food safety and that nutrition or, you
know, avoiding chronic disease or whatever is -- is
secondary to food safety and that it really is a very, very
consi derabl e concern anbong Anerican consuners.

DR. DWER: You may well be right. | guess the
stuff 1've read has usually said taste and, you know,
preference is the first thing and then these others fal
out. It depends on the survey.

DR. JOHNSON: Yes. | know | read sonething
recently.

DR. DWER: There's -- the problemis howto
operationalize it. You know, how so you operationalize,
make that concern sonething that people can do sonething
about in a positive way that will be helpful to them
heal t hw se?

DR. GARZA: Alice?

DR. LICHTENSTEIN. | seemto renmenber seeing a | ot
of panphl ets through the years sort of cone across ny desk
dealing with food safety that cane from sone agency w thin
the governnment. It would probably be useful if we could get
sonme of that information because | think it's relatively
extensive. And also if we could clarify the issue of -- of
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consuners' perception of it as far as what's forenpst in
their m nd.

DR. DWER: Yes, | think we need to take it out of
t he category of whoever makes the potato salad for the --
for the church picnic is the person who needs to be worried
about that and read those little panphlets. Wat we need to
do is to get this into the "It's everybody's business", and
the question is how to operationalize that.

DR. GARZA: How many of you feel though -- | nean,
| don't want to take a vote. But it would be very useful to
have a di scussion of whether or not this is appropriate to
include in the Dietary CGuidelines because Johanna is right.
Certainly, | don't recall it ever being nentioned, either in
the sense that Shiriki raised in terns of contam nants and
risks that relate to additives or pesticides, or to steps
that the consumer can take to minimze risks of
m cr obi ol ogi cal contam nation, growth, et cetera.

DR, JOHNSON:  Well, | think what |'m struggling
wth is the very point Shiriki made which is people are nore
concerned about the things that they have no control over.
So they may be nore concerned about E. coli in the apple
juice, the unpasteurized juices, that they have no awareness
of than the actual food handling issues that they have
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control of. So they are very different issues about what is
in the food supply versus what are controll able food safety
precauti ons.

DR. GARZA: Scott?

DR. GRUNDY: How big is the problemof the latter,
t he consuners' inappropriate use of food | eading to di sease?
Is that a major national problen? | nean, | understand the
probl em of contam nated food and things that people don't
have control over and we want to do all we can to avoid
that. But what about practical advice? Are we dealing with
a maj or problen?

DR DWER: | think we need nore data on that from
CDC and fromthe other relevant agencies. But it's ny
i npression that there is a considerabl e anmount of
preventable illness that consuners thensel ves can prevent
that is over and above the Jack-1n-the-Box accidents and al
of those other things. So that | do think there is a
consi der abl e anount.

The other thing, Dr. Gundy, is that as tinme goes
on and as we neasure these incidents better, the preval ence
is going to go up no matter what el se happens just because
we neasure things better. So it seens to ne that in a
sense, this is an anticipatory gui dance neasure that coul d

Heritage Reporting Corporation
(202) 628-4888



N

o o A~ W

10
11
12
13
14
15
16
17
18
19
20
21
22
23

303
be -- could be quite inportant.

DR. GRUNDY: | nean, | think you nade a persuasive
case for having sonething in the guidelines about this. But
| think it would be inportant to know where the problens --
the major problens are so we could target those.

DR DWER: | agree. It was the best | could do
in two weeks, was the little chart showing that clearly it's
in sone areas nore than in others. But the question is what
coul d be done about it is a question | can't answer. |'m
sure sonebody can.

DR. GARZA: It's ny understandi ng, Scott -- |
don't know how good the data are -- that in fact nost of the
food safety issues, at least in terns of m crobiol ogical
contam nation, occur in the hone and that, in fact, the
majority are not at the producer or food handl er.

Now, whether that's true or not | don't know
because | don't know how strong the data base are. But
certainly as you hear this problemdiscussed, the major --
at least froma preval ence standpoi nt problem appears to be
at the home. Now, | don't know whether that's consistent
with what the rest of you have read.

DR. STAMPFER On the slide -- one of the slides
you showed the different causes of problems. And it |ooked
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i ke unknown was the -- | don't know what the scal e was, but
unknown was the -- was the nost common or --

DR. DWER: That's just because they didn't --
these were reportable incidents. And they were -- where
they didn't do any -- they didn't have any fecal sanples or
anything el se, so they couldn't tell anything.

DR. GARZA: People called in and said, "I'm sick"
SO you couldn't attribute it to any of them

DR. DWER: The others, they at |east had a

diagnosis. So it's --

DR. MJURPHY: | think Bert's right, that a
substanti al proportion of foodborne illness can be prevented
in the home. "Caused" is a nore |oaded word. But certainly

if there is salnonella in the chicken, you would prefer it
not be there to begin with. But if it is, you can certainly
handl e it by cooking the chicken well.

So | think there is a case to be made for it being
appropriate in the Dietary CGuidelines booklet. | guess |
woul d i ke sone reassurance that we can cover it adequately
in a short, bulleted sort of nmessage because | don't think
we want to take several pages of our booklet to tal k about
food safety.

So maybe soneone fromthe "Fight Bac" canpai gn or
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one of those could talk about ways to nake the points
concisely and if that is possible.

DR. GARZA: Alice?

DR. LICHTENSTEIN: | would also be interested in
getting sone informati on on how effective the previous
canpai gns or attenpts have been as far as educating the
public as far as foodborne illness because there is sone
history with this, and get sone assessnment. | nean, clearly
it's an issue. Probably as far as preval ence goes, it's
nore |likely to be under-reporting than over-reporting.

But | would be very interested in getting sone
ki nd of assessnment of how effective a major effort, let's
say, in the Dietary Cuidelines would be versus in another
real m

DR. GARZA: Shanthy, in the work that the
Departnent has done, has there ever been a consuner group
t hat has been asked whet her or not they would consider food
safety as an appropriate part of Dietary CGuidelines or were
we to include it, would we just confuse consuners for the
reasons -- some of the con reasons that -- that Johanna went
over; that, indeed, it would take focus away from chronic
di sease and other sorts of issues of that type? Do you know
if that's ever happened in any of their focus groups or --
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M5. BOAWAN: On the part of the national

gui del i nes, no.

DR GARZA: O in any other --

DR. MMJURRY: | think the recent --

M5. BOMWAN:. Go ahead.

DR. McMJRRY: |I'msorry -- the recent focus groups

that LC ran, they included that as a probing question. But
"' mnot sure where they canme out on

DR. DWER: Can we get access to that material ?

DR MMJURRY: |'msure they're planning to share
that information when it's ready.

DR DWER: | don't think the guidance or the --
the focus groups that you did for -- that we were given
ahead of the neeting didn't have anything on it.

DR MMJURRY: No. | don't think so.

DR. MEYERS. W can provide -- we can provi de sone
background fromthe President's Food Safety Initiative which
is a governnment-wi de, huge -- | w sh Congress woul d show
nore interest init -- initiative that -- that in one of its
earlier iterations actually discussed food safety qguidelines
simlar to the Dietary Cuidelines.

And | don't know whether that is in the fina
version and whet her any work is being done on that. So
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that's sonmething we can al so check out for you

And | know there are people in the roomtoday who
are involved in the -- the "Fight Bac" canpaign which is a
| arge public-private partnership and may have sone
informati on on effectiveness and efficacy that they could
provide. So we will provide sone nore information to you so
you can -- at |east the best we have, so you can nmake an
i nfornmed judgenent.

DR. DECKELBAUM | think we really need nore of
the science base here because if you look -- so there is
sort of a science base on the producer's side because that
goes through the CDC and it gets reported both to the CDC
and t he newspapers.

But in the hone, you know, if we | ook at the
things that can be transmtted in the honme, salnonella --
the major way that sal nonella appears or even gets reported
where it's a reportable illness in certain states is it
conmes fromfecal-oral transm ssion, fromkids, day care
centers, that kind of environment.

And we need to be able to get a handle on the
direct food conponent to this sort of basket of diarrheal
di seases and ot her diseases that can be brought in directly
frominproper handling of food. And it nust be -- |'m not
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sure where the data is available, but I think that's going
back to where we were yesterday. W really need the science
base in considering how strong or how nuch space we should
provide this in -- in the D etary Cuidelines.

DR. GARZA: Perhaps, Linda, we could also ask -- |
know Sandy Schlicker is in the audience -- that we could go
back to the Acadeny and see if any of this information was
collected as part of the Acadeny's recent review on food
safety in ternms of -- of at |least the extent to which food
safety issues occur in the home because they may have
obtained that information as part of their review

DR DWER: | don't know if it is appropriate to
suggest this as well because | don't know the grants that
well in that institute, but the Infectious D sease Institute
at NNH -- | know Jerry Kirsh, for exanple, has worked very
actively in this. And he has just conme down to that
institute. And also, perhaps CDC woul d have a nunber of
things on day care centers and the whol e busi ness of these
t hi ngs.

It seens to nme there is a |lot of research, as
Ri chard pointed out, that -- background material that we
woul d need to consi der.

DR. GARZA: (Okay. |Is there -- is there any other
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comments or questions of Johanna -- are there any other?
Ckay. Well, that brings us to a -- close to the break. But
before we take the break, it may be very useful to have a
general discussion on the principal decision we have to take
today. And perhaps we could do that before the break.

And that is hearing fromeach of you as to whet her
or not you think there is sufficient reason to undertake a
much nore detailed review of the Dietary Guidelines or if,
in fact, the various presentations you' ve heard have
convinced you that, in fact, we would serve the Anerican
peopl e and oursel ves better if we just declared them
adequate to the task and we could all go hone and that would
be it.

We coul d probably set a precedent if that were the
case. Wiwo would like to start that discussion? Suzanne?

DR. MURPHY: Well, I -- I"'mnot sure | want to
volunteer to start the discussion. But | wuld like to
start with a question if | may. | have not heard too many
really conpelling reasons to change the wording of the
gui delines thenselves. But |'ve heard a |ot of reasons to
change the text that supports sone of them

Wen we take this vote, which of those -- how do |
di stingui sh those or should | distinguish those?
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DR. GARZA: Well, it could involve either one.
mean, we may -- we nmay want to change the text or consider
t he inclusion of other guidelines or exclusion of existing
gui del i nes or change the wording of the guideline itself, so
that any of those, as | understand it, would fall under,
"No, there is substantial reason to continue the review"

Adopting the present format pretty nuch says that
you' re buying both into the test, the specific guideline and
the inclusiveness of all the issues that you feel need to be
consi dered. And, you know, whether we go to ten or five.

DR VEINSIER If we're just taking a vote, |
woul d have to vote for, yes, we need to revi ew because |
feel there are areas that need revision. And | guess if we
go so far as to say one word needs to be changed, then
have to vote for, yes, to revise.

But if | can add an editorial, you know, to that,
| -- if | had to go in one direction or the other, | have
the feeling we're noving toward bei ng nore encycl opedi ¢ and
al | -enconpassing in the guidelines versus being |ess
encycl opedi ¢ and nore, you know, focused and directed on
sone -- sone key issues. As a scientist, | think at |east
nmy tendency and probably others around the table is to be
encycl opedi c.
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So it just -- in the back of ny mnd, |I'mthinking
if I had to make a choi ce between bei ng encycl opedi ¢ and
extensive in the report to bring in the food safety issues,
per haps even drug-nutrient interactions which we haven't
di scussed, nore detailed information about suppl enents,
calcium folate, et cetera, then we could take the risk that
we are increasing the size of this booklet fromthe 23
pages, 1985, to 41 pages in 1995 At the rate of increase
which is a 20 percent increase in the first five years and a
50 percent in the second five years, we can project that the
next booklet will be over a hundred pages.

(Laughter.)

And so we really do have to choose between if we
had a choice of having in the back of a grocery store a text
that woul d be avail able for purchase by a small proportion
of the popul ation who would be willing to purchase it, but
t hey woul d be well infornmed, versus a sign hangi ng when you
enter the grocery store that says here are three pointed
guidelines that will direct you to the fresh fruit and
veget abl e section, and we would therefore reach a | arge
proportion of the popul ati on who woul d only be sonewhat
better informed. You know, | think that would be a tough
choice that we're going to have to nake.
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But in saying -- voting, yes, to revise it, |
think we have to be going back constantly to Alice's first
statenent: How many gui delines? How nuch information? How
encycl opedi ¢ can we be?

DR. GARZA: | feel we should have a disclosure
statenent at this point. You will have a very resistant
Chair into getting this nore encyclopedic. You wll have a
very enthusiastic Chair to going back to 23 pages. | don't
know if | will be enthusiastic about one placard. That
mght be a little bit too distilled. But -- but certainly,
| would agree with Roland. | nean, we cannot afford to get
to the hundred page.

So that any way you think of this, please try as
we -- if we decide to go through this process to really
distill out the nost inportant issues and -- and provide
advice to the departnments that woul d get those issues before
the public in an effective way. But going -- going to a
hundred pages certainly is within our purview. But | would
be highly resistant. If | could have a strong ally --

DR. VEINSIER. Well, because every topic we've
brought up, | feel, you know, that we could strongly make
t he argunent the public needs to be inforned about all these
i ssues we've di scussed. But can we get it down to a single
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bullet or do we dilute so much that now we're giving with
the single bullet just enough information to confuse and
m sl ead?

DR. GARZA: Well, that's why, renenber, that |
said that one of the Cs -- the five Cs was going to be
conplexity --

DR VEINSIER R ght.

DR. GARZA: -- Dbecause of that distillation. That
is the hardest job this Commttee has of all because | don't
know -- | think it was Whodrow WIlson who once said that if
sonebody invited himto speak and wanted himto speak for an
hour, he could do it in about ten mnutes notice. |If they
wanted himto speak for ten m nutes, he would need three
months to prepare. And it's just -- it's distilling the
message in a way that neither confuses or distorts, but
fully informs that is difficult. O -- or --

DR. JOANSON: No, | -- I've been -- | think that
what |'ve heard about total fat, sodiumand sone of the
i ssues about nmoving to whole or refined grains is enough to
make nme think that, yes, we need to go forward.

DR. STAMPFER: | think the text for each of these
gui del ines needs revision. | don't think there is any
gui deline that should remain unrevised in the text. For the
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sound bite, | think there are several of the guidelines that
need sone maj or surgery.

DR. KUMANYI KA:  Well, | think we need to revise
them | won't go into detail
DR. GARZA: Just revise. Gay. Richard?

DR. DECKELBAUM And | also vote for nore

nmeet i ngs.

(Laughter.)

But | think follow ng what Meir just said, | think
-- and trying to bal ance encycl opedi as versus the -- going
back to 23 pages, | think that there are areas in the

exi sting guidelines that could be surgerized or condensed.
And that's sonmething we actually haven't spent very nuch
time on at this neeting. W've really been spendi ng nost of
our discussion on what -- either what do we change or what
do we add. But | think there are areas that could be
condensed or quite a bit -- naybe even renoved fromthe
current guidelines.

DR. GARZA: Johanna?

DR DWER: | think that we should go ahead and
not get fixated on the nunber of pages in the booklet.
Think of the major things that people need to know. If it's
nine, we're still one less than ten. And in Wshi ngton,
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perhaps ten is a good nunber of commandnents to be obeyed.

(Laughter.)

So there's plenty of room --

DR. GARZA: That was Dwyer, D-WY-E-R

(Laughter.)

Do you want to give your social security nunber?

(Laughter.)

Add anything? Al right. Scott, can you top that

one?

DR. GRUNDY: | think that the -- these guidelines
sort of -- as they exist now are -- represent the end of the
| ast era of nutrition thinking. | think in the last five

years, there has been a trenendous change in the way people
t hi nk about nutrition. So |I don't think we have any choi ce.
DR. GARZA: (Okay. You've got to ask a question.

DR LI CHTENSTEIN. Can | --

DR GARZA: Oh, I'msorry, Alice. | went right
t hrough you. | apol ogi ze.

DR. LICHTENSTEIN. That's okay. | sort of did it
at the beginning of the deliberations. Oobviously, | agree
with the rest of the group. | think we actually have an

obligation to revise themand to take a hard | ook at

everything, especially because there are so many different
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choi ces of foods that are actually on the market. And |
t hi nk consuners are chal l enged nore than they ever have been
bef ore.

And | think what |1've gotten out of these
di scussions is that it's not real clear where sone of these
things fall out. But | think that we should probably give
t he best guidance we can at this point. And | suspect five
years from when we, you know, finish, there will be, you
know, further refinenments. But | think we have to do it.

DR. GARZA: Suzanne?

DR MJRPHY: So it's nowtinme to vote here. Yes.

DR. GARZA: Well, | nmean, whether -- you said you
had a question, but you were not prepared to nake a
recomendation. So |I'mjust com ng back to you now.

DR. MJURPHY: Right. Well, your -- your answer to
my question was in effect -- stated nmy view which is there
are certainly changes in the text that need to be made. And
if that is a necessary condition for us to have additional
nmeetings, then we certainly need to have them

DR. GARZA: For sonebody that lives in Hawaii --
or will soon be in Hawaii, that's a strong vote of
revi si ons.

DR. VEINSIER And your position?
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DR GARZA: |, too, feel that in fact they ought
to be revised. I'mnot quite sure the extent to which
woul d revise the bullet nessages. | think that requires
still a lot nore discussion. But |I certainly heard issues

that relate to carbohydrates, issues that relate to sodi um
i ssues that relate to the way we present the al cohol
recommendation, to salt, to the need to explore whether we
need ot her guidelines or incorporate other text that relate
to food safety, to supplenents.

| think Scott's -- Scott's point is -- is right;
that, in fact, the issue of the role of nutrition generally
in science and health is changing very dramatically and that
the guidelines are going to have to start reflecting that
change.

| feel very strongly that indeed we are m ssing an
opportunity in the U S. as the health system undergoes the
changes that it is toreally create a health systemthat
mnimzes the need to treat. And this is a major vehicle
for mnimzing that need by contributing, as the Surgeon
General has said, to building a healthier population and
that the guidelines could help do that.

The ot her piece, though, that | would ask you to
t hi nk about is as we go through these recomendations, to
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t hi nk about what could nmake them nore actionable. And a
greater part of -- of just having them out there.

But I1'm-- but if we're going through an exercise
and | ess than one percent of the popul ation or whatever the
nunber may be doesn't even know they exist, then we need to
start thinking about, not because we'll be responsible for
it, but just to nmake sure that the advice we provide is
given in such a way that it's going to be actionable both
wi thin and outside of governnent.

O herwse, it's -- it's us comng together and it
can be quite enjoyable and useful scientifically. But it
doesn't serve the public -- the public good.

DR, LICHTENSTEIN. It would be very hel pful for ne
to have a di scussion about what we all feel is sort of
appropriate for Dietary CGuidelines because that's going to
really inpact trenmendously on the |length and the nunber and
whet her issues |ike drug-nutrient interaction are
appropriate for this docunent of food safety or is
appropriate for this docunent and perhaps sone ot hers.

But right now, | -- it seens to be an open field.
And | don't have a real good feeling for where that is. And
then when that decision is made, how that is going to inpact
on how actionable the specific guidelines that cone out are.
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DR. GARZA: Does anyone have any conment to that
di scussi on? Johanna?

DR. DWER: Yes. | -- just thinking about Scott's
very cogent remark about what -- what's com ng and what was,
it seens to ne that there are sonme paradigmshifts that have
been suggested today or yesterday. One is the whole issue
of chronic degenerative di sease versus broader issues. A
second thing that seens to be there is the issue of food-
based di etary gui delines versus sonething else that is a
conbi nati on of a whol e bunch of things.

Anot her is healthy lifestyles and the enphasis on
physi cal activity versus food alone. And a third thene that
could be a paradigmshift is age, sex, condition-specific
guidelines. And all of them have been dealt with by one
speaker or another. So it seens to ne that we are faced
wi th several very serious philosophical views. | don't
t hi nk anybody that |'ve heard has tal ked about not having
chroni c degenerative disease as a focus. Nobody said that
that 1've heard.

So the issue isn't that which is a paradigmshift
of 1977 that was so painful for many people in this room and
who probably sone of us still have the stab wounds fromt hat
one. But these others are very inportant, too, and naybe
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will lead us into a broader view of nutrition for the
twenty-first century.

DR. GARZA: Any other comments before we break?
Alice -- the only other guidelines -- I'msorry, Shiriki?

DR. KUMANYI KA:  Well, | just happened to think
| ooking at the booklet is that the other thing that's
changed a lot since "95 is the worl dw de web and sonehow
with the amount of information that's on the web, the key --
the attenpt to give consunmers information about good sources
of this, that and the other, a sub-effort for putting this
t oget her m ght include sonme cross-referencing or use of
i nformation, good sites on the web to bolster up the advise.

DR. GARZA: That's very good. \atever guidelines
we come up with obviously have to apply to heal thy peopl e.
This is not included to be a therapeutic docunent. It
shoul d be of interest to the country as a whole to all age
groups over the age of two.

And obvi ously, the preval ence and the severity of
opportunities, problens, have to be significant enough to
include in a docunent that isn't encyclopedic. And so that
| eaves a ot of roomfor judgenent. And we're going to
obviously rely on each of you for that. Al right. Let's -
- let's break for lunch -- for lunch, for a break.
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(Laughter.)

And we'll -- we wll come back and begi n pl anni ng
out the rest of your lives.

(Whereupon, a brief recess was taken.)

DR. GARZA: Al right. Let's -- given the fact
that the -- the group has decided that there is substanti al
reason for wanting to review the information in the
gui del i nes, not necessarily that they may have to be
revised, but certainly to review, there are several itens of
busi ness we have to take care of.

The first is | would find it very useful to have a
Vice Chair that conplenents at |least ny scientific
background. And | have asked Suzanne Murphy if she woul d be
willing to play that role because of her role in
epi dem ol ogy and nutrition education and with that, et
cetera, in terns of uses, that she would conplinent at |east
t he experience that | have.

And we woul d al so get sone geographi ¢ bal ance as
wel |, although sonme of nmy friends in New York feel that
we're out in the provinces or out west because it's west of
t he Hudson or something. At any rate --

DR DWER | so nove.

DR. GARZA: Thank you. There is a notion that
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Suzanne be appointed Vice Chair and a second. Are there any
obj ections or discussion? |If not, then all those in favor,
pl ease say, "Aye".

ALL: Aye.

DR. GARZA: All opposed? Thank you, Suzanne.

DR. MJURPHY: | vote against it.

DR. GARZA: We -- she has sone bl ack and bl ue
mar ks, but they're mld. The second that nmay cause nore --
nmore angst in the group is a prelimnary division of |abor.
And | want to make -- before | give you the -- at |least the
initial division of labor -- two points very clear.

One is that we're going to divide people out
according to the present guidelines and sone of the issues
we di scussed. That should not be taken by either the public
or either of you as a buy-in to the fact that we're going to
end up necessarily with the sane gui delines.

It's just the nost straightforward, organizational
way that we can approach the task. But as | announce these
groups, if any of you have any concerns as to the group that
you' ve been asked to lead or to work with and you want to be
reassi gned, then please call ne and we can work it out.

The second is that if -- if groups as they are put
together feel that it is really inportant to have
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communi cation with another group because we either have to
bring together guidelines or take portions of the text that
have been associated with one guideline to another, then al
of that can occur.

After we go through those work assignnents, then
w Il make sone suggestions for the tinme frame that we're
going to be trying to acconplish certain tasks. And then we
can di scuss both the assignnents, the organi zation and the
time frane.

So on the variety guideline, 1'mgoing to ask

Suzanne to take the lead on that. That's not a surprise

based on the presentation. Roland, if you will -- if you
will join her on -- on that one. And we will ask Dr. Tinker
-- she won't be available until April. But we wll find a

mechani smto keep her involved with e-mails and things of
that sort so that she -- it's clear that -- that she then
not conme into the process totally uninforned.

On physical activity and weight, if Dr. Winsier
will take lead on -- on that guideline. And Dr. Kumanyika
and Johnson, if you will join Roland with that one.

On diet, grain, vegetables and fruits, Dr.

Deckel baum if you will continue taking the |ead on that
with Dr. Tinker and Lichtenstein. [If you will join himon
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t hat one.
On fat, saturated fats and chol esterol, Dr.
Gundy, if you will take the lead on that with Dr.
Deckel baum and Lichtenstein, again, joining that group. [|I'm
afraid we're going to nake up for the fact that Alice didn't
present. So you'll see what | nean in just a big --

Alice, nothing cones for free in this organization

you'll soon learn. But in the end, it all works out | hope.
On the diet noderate in sugar, Rachel, if you wll
continue -- you did such a great job with that -- |eading

that group with Dr. Deckel baum and Lichtenstein joining her.
We're not through yet, Alice.

DR. LICHTENSTEIN: | was wondering why | wasn't
presenti ng.

DR. GARZA: That's right. There -- on salt and
sodium Dr. Kumanyika is going to do this alone. W wll
offer her a face change wwth a Commttee protection plan.
W've worked it out with the CIA and --

(Laughter.)

DR. KUMANYI KA: | love it.

DR. GARZA: So you will -- 1 think your husband
may not necessarily like the newrole, but I don't even
know. Johanna and Dr. Stanmpfer, if you will join Shiriki on

Heritage Reporting Corporation
(202) 628-4888



N

o o A~ W

10
11
12
13
14
15
16
17
18
19
20
21
22
23

325
t hat .

The noderation in al coholic beverages, Mir, Dr.
Grundy and Dr. Dwyer. And then we have two ot her issues
that we feel we need groups, not necessarily to develop a
guideline -- | want to nake that very clear -- but to help
flesh out the area in hel ping us deci de whet her the
appropriate role for this would be in fact a guideline or
whet her it ought to be enbedded in the text or whether we
ought to just |leave themas they are in terns of treatnent
because after we do our review, we decide it's not
necessary.

On supplements, Dr. Lichtenstein, we're going to
ask you to lead that group. And Dr. Miurphy and Gundy, if
you will join Alice in helping us think through that one.
And then I'"msure that Dr. Kumanyika will help. But we
didn't want to give you two of the nore controversial issues
at least. |If we believe The Post, you have one already.

And then on food safety, if, Johanna, you wll
take the |l ead on food safety. And, Dr. Johnson, if you wll
hel p her think through that wwth Dr. Tinker. And we wll
ask her to join you in that.

Now, are there other issues that either didn't
cone up or that you feel need focused attention by a
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subgr oup?
DR. JOHNSON: Have we put the issue of dietary

guidelines in children to rest?

DR GARZA: | think so. | think you were quite
persuasive and that there is a -- we could decide if we
wanted to | ook at the under twos -- | know that was a matter
of great discussion at the last -- the last tine the

Committee net, the rationale being as | recall that because
so nmuch of the Departnent's efforts are directed at young
infants, it was perhaps a bit incongruent that we woul dn't
have gui delines for that very inportant group.

But no one raised it in the discussion. And so |
felt that --

DR. JOHNSON. | suppose at the very |east we could
have a statenent about breast-feeding sonewhere.

DR. GARZA: Well, actually, there --

DR. JOHNSON: O is there --

DR. GARZA: There is -- there is sonething
included in there, but it's sort of anomal ous because we say
that it -- it applies only to the under -- | mean to the
over twos. And then these current recommendations go up to
two years. So there is a statenment there, but |I think it's
a bit anomal ous.
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We could | ook at that, but perhaps we could
post pone that decision of group because we really didn't
have a chance to reviewit. M sense fromthe discussion
t hough was that people felt fairly confortable that the
current guidelines apply at least to children over the age
of two. And that while the tools we m ght want to use for
communi cating that information to either caretakers or
children would differ fromthe booklet, that the substance,
both the report and the booklet itself, was generic enough
to apply to all that age range.

Now, we m ght change the text, but then we didn't
need a separate dietary guidelines. So that seven or ten
differing itens would be directed exclusively at children
fromzero to 18 or two to 18. Did | read the Commttee's
sense correctly or is that not -- is that not accurate on ny

part? Richard?

DR. DECKELBAUM | think it's accurate. But
comng fromthe pediatric side, | would urge that each
commttee when -- if -- especially if there is going to be

changes, that they consider special groups. And we m ght
even have a checklist of special groups that need to be
consi dered, peri-conceptional wonen, children, the elderly.
You know, are there -- should there be sone special sentence
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or coment relating to special groups in different groups
that we have to deal w th?

DR. GARZA: And that's a very inportant point.
And the -- the other is --

DR. DECKELBAUM We m ght deci de what those groups

are.
DR. GARZA: Yes. Well, why don't we try to do
that right now | nean, we have a little bit of tinme. Yes,
Alice?
DR, LICHTENSTEIN. Well, | would strongly argue
for the elderly. | think we need to consider whether there

needs to be sone nodification or not.

DR. GARZA: Yes. | think -- | think the -- the
groups that you nentioned certainly would all be included.
The other group that is there are those that are on -- are
di eti ng because so nuch of our popul ation diets at one point
or another during any given 12-nonth period. And so the
dieting brings in sone added concerns.

Are there other groups that haven't been
menti oned? Johanna?

DR DWER: Yes. | would think sonmehow to dea
with teenagers, particularly pubescent teens.

DR. GARZA: Yes, adol escents.
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DR. DWER: |I'mtrying to think of Healthy People
2010. Do you break it out -- what are your break-outs
there? It's children, infants, teenagers?

DR MEYERS: It's a range.

DR DWER  Okay. It's just easier if you
har noni ze across the --

DR GARZA: This is a -- this doesn't nean that we
can't cone back and revise those groups. The other
inmportant point that | -- | failed to nake and | need to
make it now is that even though there have been subsets of
us that have been assigned to different groups, this doesn't
mean that you don't have responsibility in the discussions
for all of the guidelines.

And that's certainly to the degree that you fee
that a group is either being overly encyclopedic or -- or
| eaving out an inportant issue. Then the expectation is
that none of -- none of us will be shy and hold those
observati ons back.

This is truly just a way to hel p the discussion
get going and -- and giving responsibility for specific
tasks to groups as a way of organizing the work. But the
guideline -- the advice to the Departnent are not issued by
subgroups. They are issued by the entire Commttee so that
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all the discussions of all the work groups wll always cone
back here to the -- to the plenary session. Johanna?

DR DWER: Bert, I'mnot entirely clear what the
group's TS is.

DR. GARZA: Well, I'mabout to get to that.

DR. VWEINSIER. Define for me -- you nentioned as
t he special group, dieters. How do you define "dieters"?

DR. GARZA: Anyone who is trying to control their
caloric intake below their -- their physical activity needs.
And that has been brought up in the past because of nutrient
density issues and whether or not nutrient density issues
for individuals that are trying to actively restrict their
i ntake should in any way influence the advise that we give
in the dietary guidelines. W may decide that dieting is
not -- is not relevant. It's included in the present -- in
the present text.

DR. LICHTENSTEIN. I'mstill a little unclear
where things |ike the functional foods would fit in.

DR. GARZA: Wiy don't we ask the suppl enent group
to think about that one. No, and | don't nean that because
you raised it. | nmean, | just think that that's -- | nean,
it's sort of tied in with that whol e issue.

And | think it's very difficult because given the
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definition that Shiriki correctly pointed out, supplenents
are no longer just vitam n and m neral supplenents. They
are sonewhat broader. And so that group needs to consider
t hat broadened definition. And certainly that -- the report
-- the Comm ssion report froma year ago | think will be
very hel pful to that group

As to -- as to charge and task of the various work
groups, Carol Suitor, who sone of you net |ast night and has
joined the group for the last day and a half, will be
hel pi ng the group put together nuch of the material in terns
of pros and outlines along with the staff, both at DHHS and
USDA.

It's nmy understanding that the staff will be
assigning a specific task nenber to each of these groups as
a contact person. |Is that correct?

DR. MEYERS: |If you would Iike us to do that, we

will doit.

DR. GARZA: | think that would work best so that
you don't have to -- you know, you will have a contact
person within the staff so there is -- are references,

anal yses. Then that individual can play the traffic cop to
direct you to the right person. But you will have a primry
contact who will be famliar with the work of each of the
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subgr oups.

And then internally, we can figure out who is
going to do what for whom But if there is a primary
contact, then it certainly helps, | think, the work groups
identify help quickly.

The -- originally we had thought we were going to
try to bring everybody back in January. That may still be
what we want to try to do. But what option that we think --
t hat we've thought about is that if each of the groups
bet ween now and Decenber 1st -- that in essence gives you
about two nonths to outline a rationale that woul d be
included in the report booklet, anal ogous to this -- an
anal ogous booklet to this one -- that provides a rational
for either any deletions, additions in text or guidelines.

Not worry too nmuch within that tinme period of the
speci fic changes that you would -- | nean, the wording, the
semantics to change, but developing a scientific rationale
for the change. If wthin that two-nonth period one can
devel op an outline for the types of changes you would |ike
to see wthin the booklet, | don't see any difficulty with
t hat .

But if we could get those to Carol and the staff
here by the first of Decenber. And what they would try to
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do is to flesh those out in a way that is uniformy
consistent in ternms of the |level of -- of the science. And
by that, | nmean the |evel of detail that are -- that are
provi ded, get those back to you in tinme for you to revise
them s that we could conme back by, say, |ate February or
early March at the latest with very, very prelimnary first
drafts of both rational e and change.

By that tinme, we would have a -- an oral comment
period and you could begin to have that tenplate in mind in
terms of the strength of the data, the directions of change
you would like to see, and nodify that based on the added
i nput that we would get, both at that point and witten
comment s t hroughout that period.

We woul d then enter a second phase of revision and
at that point decide whether we could acconplish those
revisions by md-sunmer or |ate sunmer, then bring the group
t oget her again at that point, go through that information
and the added anal yses that m ght have been conpl eted at
that period, go through a -- the last revision, | hope, so

that by October, we would bring the group back together

again for a last -- the final neeting where we woul d be
adopting both the text and the -- well, the advice that we
woul d be forwarding to the -- to the Secretaries.
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Now, none of that is in cenment, not even in jello.
So we can -- we can nodify either the initial tinme line, the
assignnment for the next two nonths | suppose. But
certainly, we are going to be free to nodify the -- the
schedul e as the work progresses. That gives us sort of a
time frane and a set of tasks that we woul d have to
acconpl i sh

Wth that in mnd, before we | eave today, also it
woul d be very useful if we had a discussion of the types of
anal yses, not in detail, but the types of anal yses you would
like the staff to start thinking about so that if in
reviewi ng that catal ogue of tasks others cone to m nd, then
you can go back and within a week or two provide sone nore
detail ed descriptions of the anal yses that we would all be
able to |l ook at over e-mail and then -- and then the staff
woul d have sufficient guidance for the information you're
after in those anal yses.

So first of all, let's take care of the tine
frame. Does that -- would you like to neet before then? |Is
the two nonth period too short? |Is the discussion of the
i ssues we've had to date insufficient so that we really
should try to get together once again before you get to the
| evel of specificity that |I'm suggesting, or is -- are the
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i ssues sufficiently laid out that the individual groups I
identified are some subset of that group that we have to
reorgani ze it in sone way, feel that, gee, no, that the
i ssues and the discussion are enough that -- that we can get
to the outline stage knowing full well that they would be
di scussed and revised, is in the final? Shiriki and then
Suzanne.

DR. KUMANYI KA: A question about the process. W
have literature searches which nay need to be enhanced if
specific things didn't show up on this literature search
And then the process of getting articles and getting themto
Comm ttee nenbers hasn't been discussed. So part of whether
Decenber 1st is too soon depends on how nmuch support we'll
be able to get for the |ogistic.

DR. GARZA: | am assum ng that the -- that
gathering that type of information wll start and continue
past January so that the staff person that each of the
groups wll be assigned, if you can communicate with them
Let them know the -- the ways that you want the searches
expanded. Then they will be able to get that information
back to you

Now, what we've done nowis that we're trying to
make sure that you get the nost salient publications so that

Heritage Reporting Corporation
(202) 628-4888



N

o o A~ W

10
11
12
13
14
15
16
17
18
19
20
21
22
23

336
you may be sent sone very extensive searches. But asking
you to go through those outlines and sel ect out those rather
than having the staff autonatically send you copi es of
everything that shows up because that hasn't worked out very
well in the past.

DR. KUMANYI KA: R ght.

DR. GARZA: You get inundated. W' ve already had
sone -- sone of you have been warned by previous committee
menbers to enpty out your offices because you wll be
inundated in paper. W're trying to control that for you in
a way that puts you in the driver's seat, but doesn't
necessarily overburden you either. | nean, you -- you'll --
you' Il control the faucet.

DR. KUMANYI KA:  Ckay.

DR. GARZA: They will send you as many of those
pi eces of literature as you request. But we will begin with
the searches. As the process continues, you're going to
find that perhaps you need other searches. So | don't want
to say that, gee, we're going to do the search and be done
by Decenber. Rachel? [|'msorry, and then Suzanne. o
ahead.

DR. JOHNSON. Can | go? Could you clarify for us
what type or if any assistance m ght be available to us at

Heritage Reporting Corporation
(202) 628-4888



N

o o A~ W

10
11
12
13
14
15
16
17
18
19
20
21
22
23

337
our own institution for expenses, tine?

DR. GARZA: |If someone, for exanple, wants to hire
a graduate student for X nunber of hours to help with either
a sunmary or a review, is that type of support avail able?

MR. BOWAN: | have to find out. | would think
so. I'll find out. [I'mnot sure.

DR. MEYERS: For those of you who are wondering
about the quizzical |ooks, the Departnment of Agriculture
operates under sone fairly strict regulations on their
advisory comm ttees and the source of funding for their
advi sory comm ttees, which neans that they don't have the

flexibility to spend their own program funds to support you

al | .

And so that's what sone of the | ooks are, because
t he amount of funding for this effort is -- is restricted.
And what | think is still being sorted out is how nuch, you

know, we can contribute to other parts of it that aren't --
you know, does a grad student count as part of your advisory
commttee activities or not? And so sone of those things we
have to sort out. But that explains the | ooks.

DR. DECKELBAUM |If we did have an interest in a
student, could we put a student on sonme question or -- and
that student would interact with staff in getting sone of
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the material together, |I nmean, w thout any stipend or
anything for the -- without any cost added for that student
to work on this?

DR. GARZA: You nean that you can -- yes. | nean,
t hat person can act as your -- under your instructions.
mean, they can't be independent of you.

DR. DECKELBAUM No, no, but --

DR. GARZA: W'l be very careful here. The

governnment likes free. W -- free wth acknow edgenent is
fine. | would really encourage both departnents though to
see if in fact resources can be put -- can be nade avail abl e

so that each of you can get the type of help that you need.
Not -- generally that type of help is relatively inexpensive
and high quality. And so it's not a -- | don't think it
w |l be a very huge expense.

| f any of you need that, why don't you conmunicate
with the individual that your work group will be assigned
and | et them expl ore what your needs are and how t hey can

best be net.

DR. JOHNSON. Who did you -- I'msorry.
DR. GARZA: W're going to -- | don't know who
t hose people are going to be. They're going to be -- we're

going to be assigning a staff person to each of the work
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groups. You wll -- you will be notified who that person
will be. And they probably will be the best contact.

| mean, | would like to the extent possible give
you as nuch one-stop shopping as possi bl e rather than having

you go to person A for this and person B for this and C for

the other. You don't have the tine, | understand that. You
are busy people and we can provide -- and staff doesn't have
tinme.

So that rather than them be bonbarded by ei ght
peopl e and you being -- | nean, search out eight people.
It's nmuch better if we get this down as clearly as possible.
Suzanne and then Rol and.

DR. MURPHY: Me next. Me next. I'malittle
concerned about starting to wite before we've had feedback
on sone of the issues that have been raised. W've tal ked
about, first of all, bringing in people fromone agency or
another to tal k about sonme specific topics. W've also
tal ked about an oral comment peri od.

| don't want to get too far down the line before
those things occur. Do | understand though that your
original proposal is that we don't neet again until next
sumrer ?

DR. GARZA: No, no. Around February, early March
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DR. MURPHY: Ckay.

DR. GARZA: -- would be the latest. And what | am
asking is, is it in fact -- if you -- if in drawi ng your
outlines it's clear that this type of feedback is going to
be required, then just |eave that part of the outline out
and we' Il fill it in after you get the appropriate input.
What |' m concerned though is that if we wait for the
presentations, then a ot of issues are postponed. And then
we hurry towards the end to try to deal wth a | ot of
substance in a very short period.

| am hoping -- now, please reassure ne that we're
dealing with an objective group of individuals who w ||
al ways reserve the right to be smarter tonorrow than we are
today. And so that as these presentations cone up, that you
have to judge them agai nst the tenplates that you're
devel oping or the outlines and nodify them The report is
not due until October. But |I would Iike for you to start
t hi nki ng about the outlines of rationales.

And at least in ny experience, if you have that in
m nd, again, not in cenment, but in mnd, and then these
presentations are nmade, the questions are nore pointed, the
requests to staff are nore focused, and we get a nuch nore
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conpr ehensi ve revi ew.

It doesn't work if by doing this you're going to
reach concl usi ons because | think that Suzanne is right.
W're not at that stage. And | -- if -- 1 don't want anyone
to interpret that nmy suggestion of this tinme frame is to get
you to that conclusion stage by early March.

There was a question here and then -- Roland --

DR. VEINSIER  Yes, just a quick question.

DR. GARZA: -- and then Johanna.

DR. VEINSIER  Should we plan in preparing each of
t hese docunent drafts just having for ourselves our own
reference list or are these references that are submtted as
part of the drafts or are there separate white papers that
support the final conclusions which do not include
references? In other words, at what point or do we at al
devel op a reference list?

DR. GARZA: | would ask you to start devel opi ng
that reference list fromthe first time your pen touches
paper so that in fact we don't have to reconstruct where in
fact specific points came fromthat need to be docunent ed.
So that if -- there has to be sone nmechani smw thin each
group to nmake sure that in fact those |lists are being
conpiled in a way that are going to be nost useful to you
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DR. WVEINSIER. So in other words, changes are
docunented with references. That woul d make sense to ne --

DR. GARZA: Right.

DR. VWEINSIER. -- versus devel op references for
every statenent that's in there which was presumably done
back in --

DR. GARZA: No, no. I'msorry. There is no -- we
have to docunent any change and a rationale for it. W
don't have -- we're not responsible for going back and
docunenting every sentence. The assunption is that
obviously if you don't change it, then you feel that it's
wel | docunented which you don't have to docunent it anew.
Johanna and then Meir.

DR. STAMPFER So in terns of the format, we
should just followthe format that's in that -- in the
previ ous report?

DR. GARZA: Yes. | nean, but that -- that -- you
know, if in doing that we decide that there are ways that
could be inproved, then let's -- let's work on that.

DR. STAMPFER: But then --

DR GARZA: This is just -- | mean, as a first --
first cut, that's what we should do. |In ternms of both the
| evel of detail and its encyclopedic extent, | nean, | would
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hope that we woul d conme out with sonmething that woul d be
conparable to this because we do rely much nore than ot her
commttees may on consensus-type docunents rather than
exhaustive reviews.

DR. STAMPFER. And then -- so at -- we're going to
shoot for Decenber 1. And would then everybody's
subcomm ttees' report be shared with all -- shared with the

group --
DR. GARZA: That's right.

DR. STAMPFER  -- even though we're not neeting as
a group.

DR GARZA: Well, we would neet at the end of that
-- of that period. | nmean, so that | would hope that if we

can get things in by Decenber 1st, that a two-nonth period
-- maybe, you know, ten-week period would be enough to try
to get these into sone format with sone exchanges and
gquesti ons.

| mean, the staff are not going to be doing this
in isolation of you. So that staff will be com ng back to
you for questions, for clarification. And so that period of
i nterchange will continue. And then once we have things in
a fairly uniformformat -- which may just be outlines at
that point -- then all of that material wll be sent to you
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in |l would hope at |least two or three weeks before the
nmeeting date so that you woul d have an opportunity to review
it, fornmulate your own questions, and then we coul d format
t he agenda based on those initial discussions.

And we woul d very likely have an oral comment
period before our formal discussion so that you woul d be
i nformed both by the outlines you get and the comments that
woul d be made.

DR WVEINSIER Can | just -- one nore question on
that line. | think it nakes good sense to allocate
subconm ttees according to the current guidelines. But at
what point in the -- in this current process do you foresee
that the set of guidelines that are on the cover, maybe not
t he exact wording, but at |east roughly wll be set,
because, obviously, the text follows fromthat?

DR GARZA: | would -- | would think that if, for
exanpl e, as the groups get together to develop their
outlines, it is clear that in fact we need to change the
nunber by either nmerging or deleting. That mght -- that
suggestion could cone before the group by our January or
rat her February neeting so that in fact we don't spend a | ot
of time developing a rationale for sonmething we're not going
to then obviously follow

Heritage Reporting Corporation
(202) 628-4888



N

o o A~ W

10
11
12
13
14
15
16
17
18
19
20
21
22
23

345
DR. DECKELBAUM W' ve tal ked during the | ast
coupl e of days of bringing in expert w tnesses.
DR. GARZA: That's right.
DR. DECKELBAUM When will that happen? And

per haps we m ght summari ze exactly what w tnesses we're

going to have for which fields and -- because if not
everything is covered, | guess the subgroups m ght want to
bring in one person fromone of their neetings, as well. Is

t hat possi bl e?
DR. GARZA: | think that's possible. | nean, you
could -- you could invite soneone. |If you decided to get
t oget her physically, then you could invite an individual as
a consultant, | suppose, or an advisor. |If you could -- if
you wanted to get together by phone, you could invite that
individual. O what | would hope is by the tinme the
outlines are in in Decenber, we would clearly identify those
i ndi vidual s or those fields in which we would want
additional review. W would then have two or three nonths
to line those people up and invite themto that neeting.
And so that both -- both -- we have the
flexibility to involve themas you devel op your outlines.
O if we think that, gee, this is the type of thing that we
all need to hear -- for exanple, sodium-- then we may want
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toinvite themto that -- to our next neeting.

But having you go through the outlines | think
really will help identify where those needs are the nost
pressi ng. Johanna?

DR DWER: Yes. |I'mjust trying to think through
a process. And | really don't have an answer. But what |'m
concerned about is what always happens on conmttees. And
that i s when you nake assignnents and peopl e take them
seriously and they work hard on things. And then you end up
with a whole bunch of text and well thought-out ideas. But
they nmay be dianetrically opposed to the other 12 people on
the coonmttee. The three people on the working group or the
six may be, you know, speaking to each other, but not really
reflecting the Commttee's views.

And | guess I'mconcerned that -- | think I heard
Meir sort of suggesting it, too -- that the outlines it
seens to nme deserve sone discussion within the Commttee
before they are put out for public coment. In other words,
| don't know -- | don't know a | ot about salt. | don't know
a lot about a lot of things. But | at |east want to know
the thrust -- the thrust of where people are going. And |
want to be able to have a vote on that early on

DR. GARZA: Now, |I'msorry --
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DR. DWER: | don't -- I'mnot sure | see how the
process is going to do that. But perhaps you' ve thought it
through fromthe last tinme around.
DR GARZA: No.

DR. DWER What | don't want is for people to get

so invested -- and |'ve had sone experience with this as you
have, too, Dr. Garza -- where people get so invested in a
position that -- that it becones theminstead of an issue

that's basically just --

DR. GARZA: (Okay. Now, I'msorry. Was it -- |
don't think that there is a requirenent for us to publicly
share those outlines. So that in fact those outlines are
bei ng prepared for precisely the reason that you -- that you
identified, is so that in fact the whole group at that early
stage can begin to review the extent of the issue and the
consi derations that each of the subgroups are considering.

So it's not because, gee, you know, once the
outlines are prepared then they're out for public conment
and we as a conmttee then feel that we're wedded when in
fact we haven't had a chance to discuss themas a group.

Secondly, the reason why Carol and the rest of the
staff are being brought in early is to try to make sure that
as you prepare those outlines, that in fact we start
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distancing all of us fromthe pros and specific positions so
that each of us can view these as a Coormittee function. So
that in sending those outlines, Carol and | and others
possi bly -- Shanthy, perhaps Carole Davis as well -- wll
try to be in as many of the calls or physical neetings as
possi bl e.

So that if we see one group really being -- going
off in adirection that is dianmetrically opposed from
another in the way they are approaching, we can either bring
t hese groups together but have sone sort of cohesive
approach to the issue.

So there is two things we hope we wll be
achieving. One is as you are devel opi ng these outlines,
there will be soneone -- there will be sone overlap between
either Carol and -- you notice, | didn't assign nyself to
any specific group.

DR. MJURPHY: Yes, we noticed that.

DR. GARZA: Because | will try to be on each of
your -- on each of your calls. O when | can't nake it,

t hen meking sure that Carol and | talk afterwards. But a
continuing presence at |east to be aware of where -- which
direction the various groups are going.

Secondly is when we bring those outlines back,
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then everyone will be able to see them as well. |If there
are issues as these cone up where you feel that, gee, it
woul d be very good to talk to Goup B, then we woul d expect
that that would happen. |If that doesn't happen, then we
woul d probably be encouraging it.

So does that -- so does that process answer sone
of the issues that --

DR DWER: No. | still don't see where an
outline on Decenber 1st goes between then and February.
Al so, please speak to this business of physical neetings.

DR. STAMPFER Can't we have the Decenber 1

proposed outlines dissem nated to the whole Conmttee?

DR. GARZA: Certainly. | think that would be a --
no, that's no problem You had -- by physical neetings,
Johanna, | nean that if subgroup A, you know, wants to get

together and cone to a neeting in WAashi ngt on and Bost on,
understand that's possible. You can do that.

DR. DWER  Coach or first class?

(Laughter.)

DR. GARZA: | think we'll probably sign you up for
a marathon. Shiriki and then Suzanne.

DR. KUMANYI KA: | think there is another task for
the subcommttee chairs that's partly inplied by what
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Johanna said which is to describe the process that we're
using for |ooking at evidence because -- | nean, part of ny
job I would think would be to get you so that you feel that
you know enough -- you know what the key articles are.

You know what's conme out since the |ast guidelines
and that there is sonme buy-in on the set of information
we're using because we will be sent information, at least if
my past experience is true, we wll be sent potentially
boxes of information by people who want to nake sure we see
certain things.

And you can't -- there may be a | ot of information
around. And | would like to know for each subcomm ttee,
what information you' re choosing to | ook at and why so that
when we have to sign off on all these words, we will have
becone educated equal ly.

DR. GARZA: W' re going to be asking individuals
who may want to send individual Commttee nenbers
information that they please send all that information to
Shanthy rather than directly to your offices because sone of
t he assignnents may change.

And then we will try to direct that information to
all the appropriate individuals so that you don't -- you
don't get inundated by information that either you don't
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want or can't deal with because you're not being assigned to
that group. So we're going to try to help with sone of that
in that way.

DR. GRUNDY: Shiriki raised a question that |
wanted to ask. You know, a |lot of the -- there have been
ot her groups that have done sort of evidenced-based review
of this. And we have access to previous deliberations. Do
we -- are we expected or -- to start fromscratch on this
busi ness of evi dence-based approaches?

DR. GARZA: No, | don't think we -- the extent of
the material we would have to reviewis -- just doesn't |end
itself easily to very rigid evidence. And | wish | could
gi ve you nore specific guidance in terns of which extreme, |
mean, where you fall in the mddle of the extrenes |
descri bed yesterday, between a very strict evidence base or
one docunents quite literally why you deleted -- why you
didn't' ask for a certain reference, to the other extrene of
sayi ng, "Cee, you know, we got together and we really like
this. So we didit."

| think Shiriki's suggestion is a very good one.
W may want to get the | eads of each of these subgroups --

t hat nay nmean everyone, obviously, perhaps at our next
nmeeting to describe the process that each of you used so we
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could bring greater coherence to it as we go through the
entire review because it will fall somewhere in the m ddle.

And one of the issues that we hope by getting the
outlines in in early Decenber to Carol is that in her
getting back to you to say, "Well, you know, this was nore
detailed than Goup B or, you know, can you cut back a
little bit or, gee, you know, this awfully sketchy, can you
provide nore?", is to get us to that happy nmedi um toget her.

DR. MJURPHY: Continuing a little bit with
Johanna's concern, which I think she stated rather well, the
sanme concern | have. And that is that we not, any of us,
becone wedded to a specific addition or deletion at this
point. Is it fair to say that we should each be thinking of
alternatives, not a single nethod? And as we think about
our particular guideline and our group thinks about it,
al ternate ways, not just a specific way. Do you see what |
mean?

DR. GARZA: Yes, that's very good -- that's very
good advice. The other one that | would pass on, based on
experi ence both Johanna and | have had, is that none of this
is intended to be personally satisfying.

(Laughter.)

This is not going to be sonething that Bert Garza
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is going to wite or Scott G undy or Johanna Dwyer or
Suzanne Murphy. This is a commttee docunent and therefore
has to go through a conmttee process. And as scientists,
it is avery different behavior that we are asking you to
adopt than what you do within your own | aboratories where,
in fact, you know, if you don't agree, it doesn't go out.
There is an el enment of conprom se here. And where that
el ement cones up is very difficult.

On sone cases, it may be so clear that in fact,
you know, 95 percent of the group is wong and |I'mright,
that there nay be sone persuasion that is necessary of the
ot her 95 percent. But we hope that that will always be
sci ence-based. But in the end, the product has to be
acceptable to the Commttee, not necessarily the product of
one individual mnd. And that's probably the hardest part
of sonething that is this broad and -- and i nportant.

So | would take the caution of the alternatives
and don't -- don't becone too wedded to a specific approach
because then it gets very difficult as a conmttee process
towards -- as you get to greater and greater specificity.
Alice?

DR. LICHTENSTEIN. As | think nore and nore about
suppl enent, I'mwondering if | can have sone nore gui dance
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on exactly -- | nmean, | can -- | can see evi dence-based
approaches to -- to dealing with it. But then by the tinme
Decenber 1st rolls around, what do you envision as far as
that? Is it nore an idea of we should continue or we
shoul dn't continue or this is what we should do and here are
the alternatives?

DR. GARZA: Well, | think that the decision of
continuing or not continuing would not be the work groups.
That in fact you would try to bring together as nuch of the
evidence or a rationale for various alternatives, as Suzanne
has said. To say, "Well, you know, for this" -- you know,
this is the science base that says, "CGee, we need to
consider these in greater detail."

That woul d include not only the role that they
play in health, but also the role they play in the diet in
terms of practice. And then define alternatives for how we
coul d best neet the demands of that science wthin the
constraints of the Dietary Guidelines.

And that, you know, very sinply could be, "Cee,
you know, let's stop considering them there isn't enough
there; no, we need a guideline that is specifically targeted
to this; or, no, we think we could enbed it in the text, for
exanpl e", and you may just give one exanple. But there
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could then be enbedded in other texts. There may be ot her
alternatives. | nean, those are just three.

DR. LI CHTENSTEIN. Thank you.

DR. GARZA: Yes. Are there any --

DR. MEYERS: (Going back to Cutberto's commrent
about comrents, it -- if there are any of you who would |ike
all of the comments sent to you, there was no -- no
intention that you be denied that. But -- so that we need
tolet -- we need to | et Shanthy know. Oherw se, we wll
try to -- she will try -- she will try to direct themto the
rel evant work groups. |Is that -- is that a fair way to say
it?

And the other thing | wanted to nention briefly is
the role of your ad hoc subcommittees to provide an
opportunity for you to do sone information exchange and
informati on gathering. And under the Federal Advisory

Comm ttee regul ati ons which you operate, what you woul d do

then is bring your -- the -- the conclusions or the findings
of your subgroups back to the -- to the final neetings which
is the way -- to the full Commttee neetings which is the

way it is structured.
So that gives an opportunity for you to do your
i nformati on exchange and then conme back and report back what
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you -- what you found out.

Alice, your comment about the supplenents, just a
rem nder, that you can start with 1995 as kind of a
gui depost of what you what to change and don't want to
change. In that regard, | think one of the struggles that
the "95 Commttee had was that they didn't have a series of
benchmar k docunents fromwhich to draw. There are now a few
nor e.

Their task was a | ot harder than, say, the 1990
Comm ttee who had the benefit of the Surgeon General's
report on nutrition and the NRC report on diet and health
and did in fact draw heavily on consensus docunents. So
there is some precedent for doing that.

DR. GARZA: (kay. so thenis -- we mght actually
be finishing on tinme or a bit early. |Is there any -- are
there any other -- at least -- this is very valuable tine.
| want to nmake sure that you all have a clear picture of
what we have to produce by the end of Decenber -- or |I'm
sorry, by the end of Novenber, early Decenber -- Decenber
1st.

DR, JOHNSON. Just to clarify, so we should work
Wi th our assigned staff person to our subcomm ttee regarding
setting up conference calls, if we want face-to-face
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meetings, funding if any -- I'massumng that there is
funding for those types of things --

DR. GARZA: Yes.

DR. JOHNSON: -- conference calls, potenti al
nmeet i ngs.

DR. GARZA: | nean, it's limted. | don't think
we could -- we could get you together on a weekly basis, for
exanple. | don't think we could get you to Hawaii. W nmay

have to rely on Suzanne comng at tines to the mainl and.

But -- but -- and then we have to be able to -- we
woul d have to be able to rationalize and you know, why the
group has to cone together and why it couldn't be done by e-
mai |l or couldn't be done by conference call.

| would -- | would encourage you to -- because |
know budgets are going to be limted, to postpone the com ng
t oget her when the discussions get nore focused. R ght now,
it would probably be best not to shoot our budgets, whatever
that may be, in devel oping these very prelimnary outlines
for the reasons we've given.

But we do want to get the buy-in by the whole
group. And -- and you want to have the benefit of a w der
di scussion. And that -- that could then informwhen best to
get together to start getting down to the nitty-gritty
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details. Shanthy?

M5. BOAWAN: | do not think we can pay for
subgroup neetings, only for the overall neetings.

DR. GARZA: (Ckay. W need clarity on it because |
t hought -- | was -- | understood that we -- that that m ght
be possible. | will let you know But thisis -- thisis
one thing that in fact that staff person, they would have
explored all of this and gotten back to you, Rachel, and say
it can't be done or, yes, we can do it. Johanna?

DR DWER Well, we -- | think we could probably
assunme there is a way to do conference calls. Maybe the
governnent has to call. But can we assune that we w ||
know, the group |leaders will know by the end of the week who
t he governnent individual is and then by next week, we can
set up conference calls if we wsh to?

DR. GARZA: Yes.

DR. DWER: |Is that a reasonable tine frame?
G eat .

DR. GARZA: No, that's very reasonable.

DR. DWER: Thank you.

DR. GARZA: Now, the other thing is that | don't
how -- how -- | know that Carol and I will try to be on al
of your lists -- many listservs so that if there are e-nmai
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exchanges, it's not because that |I'm| ooking yet for nore e-
mai |

But it is a very effective way of keeping track of
where the discussion is going and -- and if any of you would
like to be included in any of the other exchanges with --
with the other groups, let us know because the intent is not
to keep information fromyou. It's just to let you be in
charge of the faucet so to speak or the spigot.

DR. GRUNDY: Yes, since | was assigned to the
suppl enment subcomm ttee, | do see what Linda said, that
there is a small section in here worth a page. Could you
just kind of give us your position or your view on where we
stand with this -- howthis is going to be positioned? And
| know that we had a talk on it today, new enphasis. And |
think it mght just be hel pful.

DR. GARZA: Wwell, | would say I don't have a
position yet. | think that this is -- | certainly will be
waiting for the guidance that the group and an oral comment
and a witten conment.

The issue that has conme up repeatedly is that with
especially the DRI process broadening the criteriato
i nclude health pronotion and di sease prevention nmuch nore
explicitly than had been done in the past, that there needs
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to be sone guidance as to what are the appropriate roles
t hat consunmers shoul d depend upon or suppl enents versus nore
conventional food in -- in neeting those needs whether it's
the sanme sort of -- of approach that has been adopted here.
Then that's fine.

| think based on the review of the data, then we

may decide that this is totally appropriate. If in fact for
the reasons that Shiriki went over we need to -- to start
t hi nki ng about, well, there needs to be nore research and we

need to make sure that in our report, the reason we couldn't
go past this is clearly outlined and we ought to be able to
say that.

O if in fact there is enough information and we
want to nodify this substantially and recomend research, we
can do that, as well. | get the strong sense though as |
speak to different people that there is needed gui dance or
what -- howdo I fit a shrinking energy need agai nst a
growing nutrient need if | have to get it all from food.

And | nean, it's a legitimte question. Shiriki?

DR. KUMANYI KA: | was trying to think if there is
sone background work that could be relevant to all of the
subcomm ttees. Wiat | was thinking about was just a packet
that has the rel evant gui dance from ot her agenci es and
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organi zations. | don't think we've been sent that yet in
the materi al s.

DR. GARZA: Like the Anerican Heart and --

DR. KUMANYI KA:  Yes, just to know what ot her
recommendations are sort of on the street, if there are any
key international ones fromother countries like the U S
It would just be nice to have that as a set of information
and including the DRIs just so that we know what we're
dealing with and what we m ght be contradicting or tying
into by -- by chance.

And the other is some sunmary nutrition nonitoring
data -- | was thinking about life stage and ethnicity -- on
the key nutrients and foods that we're tal ki ng about. And
|''m sure those data have been put together by the two
agencies in various forns. And there may be -- short of
sending out again the third nutrition nonitoring report, but
really the nost current tabulations so that if a group is
trying to see, well, where -- where is the popul ation on
this, they would have it handy. | think we will all need
sonething |ike that.

DR. GARZA: Yes. That's very good. There's --
there's also in your packet a list of other docunents that
are available. And so you may want to go through that and
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let -- let the staff know what it is -- which of those
reports you want. |If some are mi ssing, then, you know, |et
the staff know which are and we'll try to get themto you.

| know that Alice and Meir have to | eave at 12:00.
And | wanted to make sure that we got to the types of
analysis. Are there any analysis that you would |ike the
staff to start thinking about so that, in fact, if there are
ot hers around the roomthat want to weigh in on -- on those
suggestions, they can have an opportunity to do that.

Now, the sorts of analyses | had in mind are with
data sets, that the governnment -- we usually think of the
government keeping rather than reviews of the literature
that would be integrated. So that's our role. But if you
want, for exanple, to |look at issues of variety, the type
t hat Suzanne outlined, then we need -- this would be a good
time to --

DR, LICHTENSTEIN. | would be very interested on
an anal ysis of the inpact of supplenents on diet. So what
the nutrient profile is of the diets with and w thout the
supplenents and if there is any type of breakdowns that can
be done within that. | think that would be very hel pful

DR. GARZA: Now, if -- if -- if -- when you go
home over the next week, if you can bring sone greater
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specificity to that. O what are the questions you want --

you want themto -- to address? Then we'll try to circulate
t hat anong the group, make sure that -- that there are not
rel ated i ssues. They want other -- others on the Committee

woul d |'i ke answered. So when the staff begins to perform
t hese anal yses, they'll have as conplete a set of questions
as possi bl e.

But | think there would be a consensus on getting
that type of information. Meir, are there others that -- we
tal ked yesterday, for exanple, about the elderly and sone of
the issues that -- on alcohol or -- | think it was al cohol.

DR. STAMPFER: Yes, that would be great. | don't
know if there are any sources that the issues where --
sonebody suggested that the elderly may -- nay be nore prone
to al cohol abuse and may be nore sensitive to the --
physi ol ogically sensitive to the effects of alcohol. But --

DR. GARZA: |s there any accident data or --
that's tied in to dietary intake data that woul d hel p us
revi ew that?

DR. STAMPFER  The other -- alcohol, | don't know
if this is appropriate. But the current guidelines say that
anong those who shouldn't drink are -- is anyone who is
taki ng prescription or over-the-counter nedications. And
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that's pretty broad. 1Is there a way to get a conprehensive
list of nmedications that are reasonably known to have an
interaction with alcohol? 1t's not all of them obviously.

DR. GARZA: | don't know whet her FDA woul d have
that conpiled in sonme way. That woul d be very useful

DR DWER: Well, certainly the National Institute
of Al cohol and Drug Abuse m ght have sone nonographs on sone
of those topics.

DR. GARZA: Yes.

DR. MEYERS: |I'msorry. And also the Substance
Abuse and Mental Health Services Adm nistration. Between
the two of them we'll see what -- what we can get for you.

DR. GARZA: Alice?

DR. LI CHTENSTEIN: The report of the commttee
that Shiri ki served on and tal ked about as far as
suppl ements, that woul d be very hel pful

DR. GARZA: (kay. And are there other anal yses
that -- Rachel ?

DR. JOHNSON. Sone of this nmay have been done and
|"mjust not aware of it. But | would be interested in this
i dea of the fat-sugar seesaw and whether in either CSFII or
NHANES we' re seeing any kind of inverse relationship between
fat, carbohydrate and sugars. And I'malso interested in
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this idea of whether or not total fat intake -- and

obviously, it will reflect the carbohydrates as we deal with

it with sugars -- is related to obesity.
And probably -- it would have to be probably --
wel |, NHANES or CSFIl. But I'mparticularly concerned if

anyt hi ng has been done that |ooks at under-reporting and if
they pulled out the under-reporters and then seen if this
rel ati onshi p changes. Because | think that this idea that
fat isn't obesogenic is very, very confounded by the problem
of under-reporting. | think we need to ook really closely
at that.

DR. GARZA: G eat. Johanna?

DR. DWER: Just a broader thing that may be
hel pful is the whole issue of -- of the proportion of the
Anerican public that eats out, that is using consuner
conveni ence foods, take-out foods, all of those things by --
probably by age and sex or sonmething simlar because it wll
get at a lot of things |like the fat, the sugar, salt. All
of those things will be probably different in the foods at
home versus foods away from hone.

And |'ve got a whole list on food safety-rel ated
things. But | won't go over it with the group

DR. GARZA: (Ckay. But if you could put --
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DR. DWER: They're here.

DR. GARZA: -- summarize themand then we'll try
to get themto the rest of the Commttee so they can al so
take a | ook at those. Scott?

DR. GRUNDY: Yes. The point that Rachel raised |
think is very -- it interests ne a great deal. And it
raises a question in my mnd about whether at this stage
there can be interaction between the subcom ttees because
t he question about the sugar-fat relationship mght need to
be addressed pretty early on. |Is that --

DR. GARZA: That is encouraged. | nean, that's --

DR GRUNDY: Yes.

DR. GARZA: -- that's why | think we may end up
with very different subgroups because if in the process it's
clear we want to organi ze the guidelines in sone other way,
then that would -- the way that woul d cone about woul d be
t hrough those interactions.

DR. JOHNSON. On two, |look at the way the sugar
and the fat group -- the -- both Dr. Deckel baum and
Lichtenstein are on each conmttee and you and | are
chairing. So | think it's a really good structure there |
think for those two.

DR. GRUNDY: Yes. So we can start interacting
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DR JOHNSON: Ri ght.

DR. GRUNDY: Yes, good.

DR GARZA: W try to -- we try to build that

build sonme of that in now But if it doesn't work,
know.

DR. GRUNDY: Ckay.

DR. GARZA: Richard?

DR. DECKELBAUM | was going to say what Rache
j ust said.

DR. GARZA: You went over a list of analyses.

367

| et us

don't know whether the group has any -- anything to add to

those in her presentation or we'll just circul ate those

again when it goes to be witten out --

DR. MJURPHY: On variety.

DR. GARZA: Yes, on variety.

DR MJURPHY: Right. Rght. 1'lIl wite that up.

DR. GARZA: Al right. Well, I think we've cone
to a --

DR. JOHNSON. Can | just say one -- this
is very procedural. But -- and two people have left. Does

everyone prefer e-mail? Because | know there are people who

don't check their e-mail regularly and so, "You have to fax
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me or | won't look at it". | nmean, do we have anybody who
is not a regular, sort of routine checker of e-mail?

DR. VEINSIER  You don't check e-mails regularly?

DR. JOANSON: | do it all the tine.

DR GARZA: Well, | describe e-mail as the worst
and best of worlds.

DR. JOHNSON. Ckay.

DR. CRUNDY: You never answered mne, Bert. So |
al ways fax you a letter.

(Laughter.)

DR. GARZA: M sins are being uncovered.

DR. KUVANYI KA: | wll nention that for ne, there
i s sonebody el se who needs to be included in ny address who
covers ne, especially for scheduling of calls and stuff |ike
that. So | check e-mail regularly for content. But the
ones that have to do with, "Are you avail able on these three
days", so |l wll give the nane. And | just would ask that
peopl e include it.

DR. GARZA: Wen the -- when the staff person
contacts you, we will try to put together a -- a list of e-
mai | s and fax nunbers that m ght be updated. Then -- |
don't know whet her staff has any other comments.

If not, | want to thank you again, each of you
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DR DAVIS: | just want to --

DR. GARZA: Carol e?

DR DAVIS: | just want to stay and tal k about the
comm ttees.

DR. GARZA: (Okay. | wanted to thank each of you
for the tine and effort. | would like to thank the audience

for their patience. There will be opportunities at the next
nmeeting for oral comment. W hope you have found this as
informative as -- as | have. W really got nuch further
today than | think either the staff or I had originally

pl anned. And that's -- that's a credit to how seriously and
wel | organi zed you guys are. So thank you for that.

And we will be in contact in terns of setting up a
time for the next nmeeting with Dr. Satcher's appoi ntnent --
or rather schedule also in mnd. W would like for himto
cone. Dr. Anand?

DR. ANAND: Well, | just want to thank the
Comm ttee nenbers for actually com ng and agreeing to be
part of this one. | think you have a very inportant m ssion
to acconplish. And if these two days is any evidence, you
have the scientific expertise, you have the wi sdomto use
that science. And |I'msure you have the dedication to nmake
sure the job is conpl eted.
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As always for these commttees, be prepared to
recei ve sonme bricks and some bouquets, hopefully nore
bouquets than bricks. But | think this is an inportant job.
And on behal f of the USDA, we really thank you very nuch for
accepting and doing this job. | hope to see you soon.

Thank you.

DR. GARZA: Thank you. We will take the bouquets
and we will mss the bricks.

DR. VWVEINSIER. Can | express appreciation to
Shanthy for the -- what | think is outstanding organization
in keeping us well informed and the preparation of the
materials. | appreciate it greatly.

DR. GARZA: Thank you very much, Shant hy.

(Appl ause.)

DR, JOHNSON. Could I urge that we set this next
nmeeting as soon as possi bl e because --

DR. GARZA: (Ch, yes.

DR. JOHNSON: -- | know our calendars are filling
up.

DR. GARZA: No, we'll try to do this. Wat we
needed to make sure and settle was that the tinme franme that
we di scussed was going to be acceptable. Then we could go
to Dr. Satcher's cal endar and see what it |ooks |ike. And
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then we'll send out a list of dates and -- with late
February, early March in m nd

DR. DECKELBAUM  Just one plea for those of us who
have children, that |late February is the -- the last two
weeks of February, nost schools and colleges in the United
States are on vacation, one of those |ast two weeks.

DR. GARZA: Well, we will send cal endars out and
make sure that it's -- no, we won't set the -- the date. W
will send you all calendars so you can |et us know when.
Ckay. Thank you.

(Wher eupon, at 11:58 a.m on Tuesday, Septenber
29, 1998, the conference was adjourned.)
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