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Dietary Supplement Health and Education Act (DSHEA)

Inappropriately classifies a whole variety of so-called
“natural” substances as foods.

FDA'’s authority and ability to regulate dietary
supplements is generally insufficient to protect the
health and welfare of the American public.
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Problems with Dietary Supplements

Quality

Safety

— direct toxicity

— Interactions with prescription drugs

Efficacy, claims, and advertising
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AMA Policy on Dietary Supplements and
Herbal Remedies (H-150.954)

Urges Congress to modify DSHEA to require that dietary
supplements

— Undergo FDA approval for safety and efficacy.
— Meet standards established by USP for product
guality.

— Meet FDA post-marketing requirements to report
ADRS, including drug interactions.
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Ephedra

In 2000 and again in 2002, AMA requested that the FDA
Initiate proceedings to remove dietary supplements
containing ephedra alkaloids from the U.S. market.

October 2002: AMA testified before a U.S. Senate
Subcommittee that ephedra-containing dietary supplements
should be removed from the U.S. market.

2003: FDA Commissioner re-opened an FDA Docket for
further comment on the risks of dietary supplements
containing ephedra alkaloids; AMA again requested
removing these products from the U.S. market.

In February 2004, FDA banned ephedra-containing dietary
products; the courts upheld the ban.
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Anabolic Steroids and Precursors

Resolutions to AMA House of Delegates in 2000 and 2001
on anabolic steroids and hormone abuse.

Convened multidisciplinary working group with the
Endocrine Society.

Published report on Hormone Abuse including use of
anabolic steroids and their precursors being sold as
dietary supplements.

Legislation drafted; Senate caucus held on hormone
abuse, including precursors sold as dietary supplements.
Strong AMA and specialty society support.

2004-Anabolic Steroid Control Act passed into law.
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Adverse Event Reporting

DSHEA did not require post-marketing surveillance/
reporting of ADRS for dietary supplements.

AMA policy supported application of FDA post-marketing
surveillance requirements to dietary supplements.

AMA supported legislative initiatives to require ADR
reporting for supplements.

Dietary Supplement and Nonprescription Drug Consumer
Protection Act passed into law in 2006.
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Figure 2. Estimated prevalence of hypertension among US
adults by age and sex for 1999 to 2000.

Hypertensive Adults

Fields L et al. Hypertension 2004; 44:398-404.
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The National High Blood Pressure Education Program Coordinating Commit-
tee published its first statement on the primary prevention of hypertension in
1993. This article updates the 1993 report, using new and further evidence
from the scientific literature. Current recommendations for primary preven-
tion of hypertension involve a population-based approach and an intensive
targeted strategy focused on individuals at high risk for hypertension. These
2 strategies are complementary and emphasize 6 approaches with proven ef-
ficacy for prevention of hypertension: engage in moderate physical activity:
maintain normal body weight; limit alcohol consumption; reduce sodium in-

National High Blood Pressure |
Education Program

'Working Group Report on

_Primary Prevention of
> Hypertension _

NATIONAL INSTITUTES OF HEALTH National Heart, Lung, and Blood Institute

Carlos Vallbona, MD
Mary C. Winston, EdD, RD

take; maintain adequate intake of potassium; and consume a diet rich in fruits,
vegetables, and low-fat dairy products and reduced in saturated and total fat.

Joanne Karimbakas, MS, RD

for the National High Blood Pressure
Education Program Coordinating
Committee

DIRECT POSITIVE RELATION-

ship between bloed pres-

sure and cardiovascular risk

has long been recognized.
This relationship is strong, continu-
ous, graded, consistent, independent,
predictive, and etiologically signifi-
cant for those with and without coro-
nary heart disease'?; it has been iden-
tified in both men and women, younger
and older adults, different racial and
ethnic groups, different countries; and
applies to those with high-normal blood
pressure as well as those with hyper-
tension.!?

Despite progress in prevention,
detection, treatment, and control of
high blood pressure, hypertension
remains an important public health
problem. Based on the Third National
Health and Nutrition Examination

1882 JAMA, Ociober 16, 2002—Vol 288, No. 15 (Reprinted)

Applying these approaches to the general population as a component of pub-
lic health and clinical practice can help prevent blood pressure from increas-
ing and can help decrease elevated blood pressure levels for those with high
normal blood pressure or hypertension.

JAMA. 2002;288:1882-1888

wWww.jama.com

Survey (NHANES III), approximately
43 million noninstitutionalized US
adults, 18 years of age or older, met
the criteria for diagnosis of hyperten-
sion (systolic blood pressure =140
mm Hg or diastolic blood pressure
=00 mm Hg, or taking antihyperten-
sive medication) recommended in The

Sixth Report of the Joint National Com-
mittee on Prevention, Detection, Evalua-
tion, and Treatment of High Blood Pres-
sure (JNC VI).** Almost 13 million
additional persons had been diag-
nosed as having hypertension by a
health care professional but did not
meel the previously mentioned JNC
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Sodium Intake Iin the United States

Sodium reduction in the food supply Is the hypertension

prevention strategy most amenable to a public health
solution.

Randomized clinical trials show that Na* reduction results In
BP In both hypertensives and non-hypertensives.

High sodium intake is associated with T CVD and all-cause
mortality, independent of effects on BP
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Sodium Intake in the United States

Current consumption levels greatly exceed physiologic need.

— Mean intake is 4000 mg daily and has risen.

— 75-80 percent of this intake is derived from processed foods.
Increasing intake of sodium parallels the obesity epidemic.
Current NHBPEP recommendation is a daily intake of < 2400 mg

— About 20% of the population meet that standard.

The 2010 Objective for the Nation is for 65 percent of persons
aged 2 and above to consume < 2400 mg.

This objective cannot be achieved unless food processing and
restaurant preparation practices in the United States are changed.
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Changes In Sodium Intake 1970-2000, U.S.*
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* Excludes salt added at the table.
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FIGURE 4. Sources of Dietary Sodium
The relative amounts of dietary
sodium in the American diet.

12% Naturally Occurring

5% During Cooki ng/

Source; Mattes RD, Donnelly D. Relative contributions of dietary sodium sources. JAm Coll Nur. 1991 Aug;10{4):383-93.
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AMA Policy Recommendations

Minimum of 50 percent reduction of sodium In processed
and restaurant foods over the next decade

Removal by the FDA of the GRAS status of sodium
Better product labeling; warnings for foods high in sodium
Exploration by FDA of all options to reduce sodium
National consumer education initiative on sodium

Report 10 of the Council on Science and Public Health (A-06)
Promotion of Healthy Lifestyles |.: Reducing the Population Burden of
Cardiovascular Disease by Reducing Sodium Intake
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Effects of Reducing Sodium by 50% In Processed and
Restaurant Foods
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iIne of at least 5 mm Hg in mean systolic blood pressure
iIne of up to 20% In the prevalence of hypertension

Ine of at
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east 9% in deaths from coronary heart disease
east 14% decline in deaths from stroke
east 7% in mortality from all causes

— resulting in at least 150,000 lives saved annually

Havas S, Roccella E, and Lenfant C. Am J Pub Health 2004; 94:19-22.
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How to look out for
/1\[Wi§ when you're shopping |
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A
healthier
choice

Eat small
amounts,
or just
occasionally
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Salt per 100g

Multiply sodium by 2.5 to find
out the salt level

Choose products that | are lower in

like this one!
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instead of this one!
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Chirago ribune
Doctors endorse pus
to shake the salt habit

AMA hopes campaign will cut sodium consumption in half

By John Schmeltzer
and Bruce Japsen
Tribune staff reporters

The American Medical As iation on
Tuesday overwhelmingly agre to hack
a campaign to halve the amount of sodi-
um in restaurant and processed ds
over the next 10 y .

At the same tim

allowed sodium to go unr
ades. The rule has allowe
component sodium to be t
erally recognized as safe

The move by th
House of De
the special s
lar toa petition filed last !'all by the
for Scientists in the Publ
Washington-based adwc
ing to void the rule.

Americans consume about 4,000 milli-
grams to 6,000 milligrams of sodium per
day, and thF- resulting hypertension and
car vascular disease ts the }walth-
care system “tens of billions of dollars,
AMA officials said

PLEASE SEE SALT, PAGE 8

Dietary guidelines released
last year set the maximum daily
consumption of sodium at 2,300
milligrams, while 1,500 milli-
grams was set as the maximum
for people with high bleood pres-
sure, blacks and middle-aged
and older adults.

“Cardiovascular disease re-
mains the No. 1 killer of Amer-
icans. People who reduce die-
tary sodium intake are taking
an important step in preventing
future health problems,” said
Dr. J. James Rohack, a cardiol-
ogist and an AMA board mem-
ber:

Rohack said congestive heart
failure is the leading reason
people over 65 who are covered
by the Medicare health insur-
ance program are admitted to
the hospital. Just one overnight
stay in a hospital for a Medicare
patient can cost the government
insurance - program several
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s now on board
with the National Institutes of
Health, which also has recom-
mended a 5 percent per year re-
duction in sodium by manufac-
turers, restaurants and con-
sumers during the next 10 years
to cut sodium use in packaged
and restaurant food in half.

The AMA's decision was de-
cried by the Salt Institute, an in-
dustry trade group.

“The American Medical Asso-
ciation has misread the science,
confusing blood pressure ef-
fects with health outcomes,”
said Richard L. Hanneman, the
institute's president. “Follow-
ing the AMA recommendation
is scientifically unjustified and
a waste of time and money. What
we really meed is a controlled
trial of the health outcomes of
salt reduction.”™

Report cites risks
The AMA, however, rejected
that argument, savlng in a com-
mittee report that “excess sodi-
um greatly increases the chance
of developing hypertension,
heart disease and stroke.”
“Just one cup of canned soup
can contain more than 50 per-
nt of the FDA recommended
daily allowance,” said Rohack.
“A serving of lasagna in a res-
taurant -can put a diner over
their recommended daily sodi-
um allowance in just one meal.
These examples stress the im-
portance of a national reduction
in the amount of sodium in proc-
essed and restaurant foods.”
“You can't deal with this on
your own,” said Michael Jacob-
son, executive director of the
Center for Scientists in the Pub-
lic Interest. “At least 80 percent
of the sodium consumed by
Americans is in restaurant and
processed food. The FDA
needs to put pressure on the en-
| tire food industry to gradually
reduce sodium levels.”
AMA officials said the FDA
needs to improve requirements




Salt can be hard to shake

It’s in nearly everything

we eat, and many say

it’s a major contributor
to heart disease, stroke

By Phil Galewitz
Special for USATODAY

Open your pantry or refrigerator and it’s ev-
erywhere. Mot just in the pretzels and potato
chips, but in your cereal, deli meats, canned
soups, salad dressing and even your milk.

Salt.

For most people, the amount of salt (called
sodium on food labels) in their die
cause no reason to worry. But to mi
others who have high blood pr re ol
ily history of the “silent killer,” a high salt diet
can increase their risk of having a heart attack
or stroke, according to the American Dietetic
Association.

Last year, the American Medical Association
declared war on salt and called on food mak-
ers and restaurants to reduce by half the
amount of salt in their foods by 2016.

In early January, the Center for Science in
the Public Interest, a Washington-based con-
sumer advocacy group, urgedthl: S. Depart-

establish maximum

1eat and poultry

Tllrjus,h Irc-\h beef, pork, chicken

and turkey are naturally low in sodium, the

center says, many processed beef products,
such as baco ge, deli meats, hot dog

and frozen ers, may have high sodium,

and amounts vary greatly among brands.

Food industry, doctors divided

The food industry has consistently re\pond
t

asin,
number of sodium-free and educed- sall Iﬁud
items. The Food Produ sociation also
15 the health risk of salt for the general
population.

Indeed, medical experts are divided on the
risk of salt, and have shown mixed re-
sults on the effect of high salt levels on survival
rates. But there is agreement that people who
have a sensitivity to salt would be best to limit
their intake. The problem is identifying those
people who are salt-sensitive. That’s why the
AMA decided it would be better to reduce salt
in everyone's diet.
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James Rohack, an Austin cardic
AMA trustee, estimates there are 65 million
Americans — or one in five people — with high
blood pressure. Of those, a third have it under
control, a third don't, and a third don't even
know they have the condition. With so many
millions at risk, Rohack says the only way to
have a major reduction in salt intake is with
the help of restaurants and food makers.

“Sodium is a problem we have talked about
since the 1970s,” Rohack says. “What's new is
that there is more sodium in fast-food restau-
rants, and Americans are eating out more than
ever, so exposure has gone way up,” he says.

Cynthia Sass,as sjoman for the Amer-
|Lan Dietetic u)n and a rps,lsterr’d di-

where
t' th'.‘ salt in their diet. Other
o that sentiment.

We're eating too much of it

Despite the 1994 requirement that pack-
isclose sodium content, the aver-
nt«!ﬂ? has. rt'n'l.('lll'lt-'d at abnut 3,400

Sass says Americans can do a
own to reduce their salt intake, particularly at
and when cooking at home.
The:.r n find out if they are “salt sensi-
tive” by getting their blood pressure measured
every six months to a year, tracking any
changes, and learning whether they have a
family hinmry of the disease that's called the
qllent killer” because it offers no warning
serious heart
in, Sass says.
Even peuple who don't
have high blood pressure
may be sensitive to salt if
they notice feeling
gish or their sock
watch fit tighter a few
hours after consuming a
salty meal, Sass says.
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The War Over Salt

It’s the Food Industry vs. an Army of Medical Experts

By MELANIE WARNER

RANK HALL knows he probably should

not eat Hungry-Man dinners. The frozen

meals have as much as 2,230 milligrams

of sodium per serving — far more than
the government's recommended daily allow-
ance for older people — and Mr. Hall's doctors
have advised him to strictly limit salt consump-
tion to help keep his blood pressure dowr.

But once a week, when grocery shopping
with his granddaughter, Mr. Hall, who is 80 and
has heart disease, tosses one or two of the big
blue packages in his cart anyway.

“They're really convenient and I figure yvou
can splurge a little bit once in awhile,” said Mr.
Hall, who lives in Goldthwaite, Tex.

Sprinkled into everything from bread to
cheese, soups and breakfast cereal, just about
every fast-food restaurant meal and now even
fresh cuts of meat, salt is ubiquitous in the
American food supply. And according to govern-
ment data, Americans eat far too much of it.

MNow the nation’s largest doctors’ group, the
American Medical Association, is going after
the government and the food industry to reduce
what it sees as a persistently high level of salt in
many processed foods.

At its annual meeting in late June, the med-
ical association recommended that the Food and
Drug Administration limit the amount of salt
that food companies are allowed to add to prod-
ucts.

Specifically, the medical association, which
had newver before called for regulation of a food
ingredient, asked the F.D.A. to revoke salt's
long-time status as a substance that is “general-
Iy recognized as safe,” a classification that war-
rants little oversight. Instead, the F.D.A. should
regulate salt as a food additive, the medical
Continued on Page 10
group said.

If the recommendation were
adopted, packaged-food companies
would have to adhere to limits on al-
lowable sodium levels for warious
categories of food, and speed up the
search for an alternative to salt as a
preservative and flavor enhancer.

The initiative has thrust salt into
the limelight as a public health con-
cern and raised questions over how
attentive the F.D.A. has been to the
problem of excess sodium consump-
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tion.

In response, the F.D.A. says that
within the next few months it will so-
licit comments in preparation for a
hearing or workshop on the health
concerns about salt, something the
agency has never done before. The
food industry, which adamantly op-
poses any regulation of salt, is lobby-
ing the government to stop any at-
tempts to force companies to limit
salt in food.

Last month, the head of the Salt In-
stitute, Richard L. Hanneman, met
with Dr. John O. Agwunobi, the as-
sistant secretary for health at the
Department of Health and Human
Services, to lobby against salt reg-
ulation by the F.D.A. The Salt Insti-
tute represents companies like Mor-
ton International, based in Chicago,
and United Salt, based in Houston.
The total value of the United States
salt market is $340 million.

Mr. Hanneman said he argued that
the science did not support reduc-
tions of salt across the board. He is in
the same camp as a minority of sci-
entists, some of whom are consult-
ants to the Salt Institute, who ques-
tion whether lowering salt consump-~
tion would benefit large numbers of
people.

Mr. Hanneman instead pushed for
the health agency to finance a com-
prehensive study on the overall
health effects of reducing salt.

““There are a variety of effects that
can happen with lowering sodium,
some of them negative, so I don't
think we should be just considering
the one effect of lowering blood pres-
sure,” said Dr. Michael H. Alder-
man, professor. of epidemiology at
the Albert Einstein College of Medi-
cine in the Bronx. Dr. Alderman says
he is a consultant to the Salt Institute
but that he is not paid for his work.

Dr. Agwunobi did not return calls
seeking comment.

Most other health experts, howev-
er, long ago accepted that excessive
sedium consumption leads to various
health problems. Along with the
American Medical Association,
groups like the National Academy of
Sciences’ Institute of Medicine and
the government's National Heart,
Lung and Blood Institute say it has
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Hold the salt!

by Dana Sullivan

healthy

Roceella making it

anned, buy e to the dise
says Ha Research has
also uncovered a link
between sodium intake

and osteoporosis

which inc

volume and reqL

TASTY SALT

Use garlic, parsley,
dill, and basil to add
fiavor to your food
without salt's negative
health effects.

Add a pinch of sugar
or a spritz of lemon

typical fast-food meal can
contain up to 5,000 mg of
an d 8

of 140/90 mm Hg or highe juice to bring out the
“A small, lasting rise in blood fiavorin fresh veggiss
pressure—even within Roast vegetables
the 'healthy' range—ups such as red pappers,

parsnips, and squash
to caramelize their
natural sugars and
bring out their flavor.
Spice up a stir-fry

with garlic, ginger,
chili, rice vinegar,
and/or lime juice.

st your odds of heart attack
pancake and stroke,” Ro 2
Plus, salt

is used as a preservative

in some *“fresh” foods—

including meats—and

canned vegetables. O

can cream-s
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DAILY NEWS

Stop the
assault on salt

BY DAVID HINCKLEY

t's impossible to know whether the Food and
Drug Administration’s planned hearings on the
health merits of salt will lead to the
stricter regulation urged by groups like the Amer-
ican Medical Association.

But my own personal instinctive reaction
is this: They will have to pry the salt shaker from
my cold, dead fingers.

I am a saltaholic.

But enough about me, for the moment.

The FDA is under pressure from health advocacy
groups and organizations like the AMA to help sound
a warning about excessive salt consumption.

1It's the old story. .

Some salt is essential, because it regulates blood
volume and pressure and facilitates nerve transmis-
sions.

But too much salt can be bad, because
studies suggest that in some people it can
accelerate high blood pressure, which can lead to
strokes. It also depletes calcium, which can make
bones more brittle.

Right now, the FDA regards salt as “generally
safe,” like water, meaning product manufacturers
can pour as little or as much as they like into food.

Groups like the AMA want the FDA to consid-

er reclassifying it as a “food additive,” like artificial

sweetener, which would let the FDA set limits on its

use.

Food producers don't like that idea. First, they

don’t like raising their hand to ask permission for
anything. Second, many low-sodium products don't
sell, because Americans like their salt.

The FDA recommends not consuming more than 2,400 mil-
ligrams of salt a day, or about a teaspoon. The typical Ameri-
can averages almost twice that.

How? Easy. One large can of soup has 1,600-2,000 milli-
grams of salt. One fast.food burger meal can have around
1,500. It adds up.

So yes, we could stand to cut down.

The problem is that a lot of us don’t want to.

My wife watches me salt food and says, “Are you seasoning
it or preserving it?” When my birthday approaches, she says,

,“Shall I just stick a candle in a salt lick?”

To which I say, “And your point is?”

Some foods, as | see it, just require salt. What would ever be
the point of eating a French fry without salt? Ever tasted salt-
free soup? It's like bathwater with stuff floating in it.

Let’s also remember we live in an age when we are told al-
most daily that another one of our favorite foods will kill us.
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Subsequent Developments

Meetings with the food and beverage industries
Meeting with FDA

FDA hearing on use of symbols in September
Conference with food and restaurant industries

FDA hearing on CSPI petition November 29
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Summary and Conclusions

DSHEA classification scheme has led to marketing of products as “foods”
with problems of quality, safety, and efficacy.

AMA has urged Congress to modify DSHEA to correct these problems,
but has been unsuccessful thus far.

Success achieved in banning ephedra-containing dietary supplements;
reclassifying anabolic steroid precursors as controlled substances, and
mandating a reporting system for serious adverse events.

Excess sodium intake is a major cause of the rise in prevalence of
hypertension with age.

Previous efforts to reduce sodium intake and Na* in the food supply
had little effect on the public, food industry, and FDA.

The AMA resolution could have a galvanizing effect on this issue, but
continued focus will be needed to succeed.

Physicians and public health professionals can have a large effect on
the food industry and FDA if they organize.
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