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HEALTH
PERSPECTIVES

If you have ever felt overwhelmed by
the array of nutritional supplements
on the shelves of pharmacies, health

food stores, and grocery stores, you are
surely not alone. In simpler days, a few
brands of vitamin tablets found at the local
pharmacy were the only supplements most
people knew or cared about. Today’s store
aisles contain a bewildering variety of vita-
mins and minerals in countless combina-
tions; herbs in capsules, tinctures, extracts,
and teas; and dietary products that prom-
ise to help you gain weight, lose weight,
overcome insomnia, improve memory,
boost energy, combat stress, or shorten the
duration of a cold. According to a 2002
U.S. Food and Drug Administration
(FDA) report, “Surveys show that over half
of the U.S. population now uses some type
of dietary supplement, and the FDA esti-
mates that the industry markets approxi-
mately 29,000 of these products, which
are sold under 75,000 distinct labels”
(www.fda.gov/ope/fy02plan/dietsupp.html ).

Because dietary supplements are
intended to be ingested, you may think
they are regulated in the same way as foods
or medicines. This is not the case. Supple-
ments do not have to be reviewed by the
FDA or any other government agency
for safety or efficacy before being put on
the market, nor are they monitored for
quality. Although the manufacturer is
legally responsible for the safety of the
substance, the law does not require that
any data on safety be evaluated by the FDA
in advance. In contrast, drugs cannot be
sold until clinical studies are conducted
and manufacturers submit data for FDA
approval on safety, effectiveness, possible
interactions with other substances, and
proper dosage.

Ever since the passage of the 1994
Dietary Supplement Health and Educa-
tion Act, which made it easier for manu-
facturers to bring dietary supplements to

market, the FDA’s regulatory powers have
been restricted. The FDA can intervene to
remove a dietary supplement product only
if the agency can prove, from document-
ed claims of health problems resulting

from the supplement’s use, that it is unsafe.
But the process of proving a product
unsafe is long and difficult. For instance,
in 1997 the FDA began issuing warnings
on the hazards of herbal supplements
containing ephedrine alkaloids—products
such as ephedra or ma huang—once
promoted by manufacturers to aid weight
loss, enhance sports performance, and
increase energy. Despite mounting reports
of adverse events that included abnormal
heart rhythm, seizure, stroke, psychosis,
heart attack, and deaths, the supplements
continued to be sold legally until April
2004, when the FDA issued a final regu-
lation prohibiting sales of ephedra. 

We can expect that most supplement
manufacturers, acting at least out of
enlightened self-interest, will employ
adequate safety standards and quality
control measures for their products. But in
the loose regulatory environment that now
exists, no government agency is required
to verify this before a product is sold. 

Label and Advertising Claims
The Dietary Supplement Health and
Education Act permitted supplement
manufacturers to make “structure–func-
tion” claims without FDA review. These
are claims about the way a dietary supple-
ment affects the structure or function of
the body. Examples of such claims are
“builds strong bones,” “helps regulate
bowel function,” or “strengthens the
immune system.” However, there is no
established standard of evidence that has
to be met for these claims to be made, nor
does the information on which they are
based have to be divulged. 

Statements called “disease claims,”
which say a substance will prevent or treat
a specific disease, are generally not allowed
on labels or in advertising. The FDA has
permitted restricted forms of such claims
on food or supplement labels in a limited
number of cases where strong scientific
evidence supports the statement. For
example, labels on foods high in calcium
can say that the food may help to prevent
osteoporosis. Dietary supplements and
foods containing the two omega-3 fatty
acids eicosapentaenoic acid (EPA) and
docosahexaenoic acid (DHA) can state
that they reduce the risk of coronary heart
disease. However, even in cases where
health claims are neither permitted nor
warranted, some manufacturers have
found ways to stay within the letter of
the law while using advertising methods
that suggest broader results than those stat-
ed. Such advertising can lead consumers
to mentally link a structure–function claim
to the prevention of a specific disease.

Herbal Supplements
Perhaps the greatest confusion reigns in
the realm of herbal products, also called
botanicals. Herbs have been used as medi-
cines and tonics for thousands of years.
Many of them are known to have posi-

Caveat Emptor
Dietary supplements are not evaluated 
by the FDA before being sold.
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tive effects on health and, in many cases
(though not all), they appear to have no
harmful side effects. As examples,
chamomile, often taken as a tea, can
soothe intestinal cramps; ginseng improves
stamina; and ginger helps relieve nausea
and motion sickness. St. John’s wort has
shown some effectiveness in treating mild
to moderate depression. But some herbal
compounds can be toxic: Comfrey caus-
es liver damage; ephedra (ma huang), as

indicated above, can cause serious heart
problems, seizures, or strokes; and
yohimbe, promoted as an aphrodisiac, can
induce weakness, paralysis, and gastroin-
testinal problems. Yet the information
provided to consumers is rarely adequate
to enable them to make an informed deci-
sion on whether to use an herbal product.
Much of the existing research on herbal
medicines has been done outside the Unit-
ed States, and the materials are not always
available in English. But new sources of
information have recently become avail-
able, such as Natural Medicines: Compre-
hensive Database (www.naturaldatabase.
com), published by the Therapeutic
Research Center, Stockton, CA.

Vitamins and Minerals
Nutrition experts agree that the ideal way
to obtain adequate vitamins and minerals
is to eat a healthful diet rather than to rely
on vitamin supplements. But a Mayo Clin-
ic Web article on vitamins states: “Many
people don’t receive all of the nutrients they
need from their diet because they either
can’t or don’t eat enough, or they can’t or
don’t eat a variety of healthy foods. For
some people, including those on restric-
tive diets, multivitamin–mineral supple-
ments can provide vitamins and minerals
that their diets often don’t. Pregnant
women and older adults have altered nutri-
ent needs and may also benefit from a
supplement.” (See “Vitamins and Miner-
als: Use with Care” at www.mayoclinic.
com/invoke.cfm?objectid=3549DCAA-
3380-4B0B-86EB23C76CA5FAE3.)

A Harvard Medical School report says
that about two out of five Americans
take vitamins and mineral supplements
regularly. (See “The Risks and Benefits of
Vitamins and Minerals” at www.health.
harvard.edu/hhp/publication/view.do?name=
VM.) In addition to hedging their bets by
using supplements to fill the unknown
gaps they suspect exist in their nutrient
intake, people take supplements in hopes
of boosting health and energy beyond the
level they would obtain from food. As
researchers learn more about the effects of
diet on health, the frequent press reports
on the health-enhancing effects of certain
vitamins or minerals bolster the notion
that we may be able to attain a higher
degree of health by using supplements.
However, when people take vitamins or
minerals in amounts that exceed the

Recommended Dietary Allowances, it is
important that they seek out informa-
tion on what is known about safety and
efficacy at these higher levels.

Guard Your Health
The ease with which new dietary supple-
ments can now be introduced, in combi-
nation with increasing consumer demand
for products that enhance health and well-
being, has spawned a Wild West atmos-
phere in the market for supplements and
fostered the growth of a huge industry.
Lack of regulation has the benefit of
allowing new products to become avail-
able more quickly, but it places more
responsibility on the consumer to deter-
mine whether products are safe and effec-
tive. It is wise to check with health profes-
sionals for guidance before deciding
whether to use a particular supplement
or at least to inform your doctor that you
are taking a supplement. But even with
advice from health professionals, you may
also need to ferret out reliable data on
your own from various sources (see box,
“Selected Sources of Information on
Dietary Supplements”).

Mary Ann Ryan is a freelance writer on health and science
topics. Comments and questions for the author may be e-
mailed to maryannryan@starpower.net. ◆

To help protect themselves, consumers should
take these steps:
• Look for ingredients in products with the

U.S.P. notation, which indicates the manu-
facturer followed standards established
by the U.S. Pharmacopoeia.

• Realize that the label term “natural”
doesn’t guarantee that a product is safe.
“Think of poisonous mushrooms,” says
Elizabeth Yetley, Ph.D., director of the
FDA’s Office of Special Nutritionals.
“They’re natural.”

• Consider the name of the manufacturer
or distributor. Supplements made by a
nationally known food and drug manu-
facturer, for example, have likely been
made under tight controls because these
companies already have in place manu-
facturing standards for other products.

• Write to the supplement manufacturer
for more information.

(An FDA Guide to Dietary Supplements. FDA
Consumer, Jan 1999, is available at http://
vm.cfsan.fda.gov/~dms/fdsupp.html.)

Dietary Supplements 

• Office of Dietary Supplements, National
Institutes of Health, Information on
Supplements and Health: http://dietary-
supplements.info.nih.gov/Health_Infor
mation/Health_Information.aspx

• Center for Food Safety and Applied Nutri-
tion, U.S Food and Drug Administration,
Dietary Supplements: www.cfsan.fda.
gov/~dms/supplmnt.html

• Center for Alternative and Complemen-
tary Medicine, National Institutes of
Health, Herbal Supplements: http://nccam.
nih.gov/health/supplement-safety/

• Food and Nutrition Information Center,
National Agricultural Library/USDA,
extensive listing of resources on dietary
supplements: www.nal.usda.gov/fnic/
pubs/bibs/gen/dietsupp.html

• O’Hara, M. A.; Keifer, D.; Farrell, K.;
Kemper, K. A Review of 12 Commonly
Used Medicinal Herbs. Arch. Family Med.
1998, 7 (6), 523–536; full text available
at http://archfami.ama-assn.org/cgi/
content/full/7/6/523.

• National Academy of Sciences/Institute
of Medicine Report. Dietary Supplements:
A Framework for Evaluating Safety
(2004); www.nap.edu/books/030909
1101/html/

• Tips For The Savvy Supplement User:
Making Informed Decisions and Evalu-
ating Information; www.cfsan.fda.gov/
~dms/ds-savvy.html

• Mayo Clinic.Vitamin and Mineral Supple-
ments: Use with Care; www.mayoclinic.
com/invoke.cfm?objectid=3549DCAA-
3380-4B0B-86EB23C76CA5FAE3

• Harvard Health Publications. The Risks
and Benefits of Vitamins and Minerals, a
special report. 48 pp. Order online at
www.health.harvard.edu/hhp/publica
tion/view.do?name=VM
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