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CORRESPONDENCE

Inappropriate Advertising of Dietary Supplements

To THE EDITOR: With regard to Dr. Drazen’s Per-
spective article on the inappropriate advertising of
dietary supplements (Feb. 27 issue), a recent sur-
vey, conducted by Harris Interactive for Robert But-
ler and the International Longevity Center, showed
widespread and potentially dangerous public igno-
rance of the regulation and labeling of vitamins,
minerals, and food supplements. Most people be-
lieve wrongly that dietary supplements must be ap-
proved by a government agency such as the Food
and Drug Administration (FDA) (59 percent of the
respondents), that manufacturers are not allowed to
make claims about their safety and their effective-
ness unless there is solid, scientific evidence to sup-
port such claims (55 percent), and that the govern-
ment requires that labels include warnings about
potential side effects or dangers (68 percent). It is
alarming that so many people believe that dietary
supplements are regulated as if they were pharma-
ceuticals, when of course they are not.

Humphrey Taylor
Harris Interactive
New York, NY 10003

1. Drazen JM. Inappropriate advertising of dietary supplements.
N EnglJ Med 2003;348:777-8.

To THE EDITOR: According to the Dietary Supple-
ment Health and Education Act 0o 1994, the man-
ufacturer of a dietary supplement is responsible
for determining that the product is safe and that
any claims made are substantiated by adequate evi-
dence. This requirement has several practical im-
plications.

First, the manufacturer does not have to disclose
to the FDA or to consumers what evidence it has to
back up its claims about the product or its safety.
Second, the manufacturer is not required to record,
investigate, or forward to the FDA any reports of ad-
verse events. Finally, the manufacturer establishes
its own manufacturing practice guidelines to ensure

that the dietary supplements are safe and contain
the ingredients listed on the label. The FDA does
not routinely analyze the content of dietary supple-
ments. The only notification that the FDA may re-
ceive is that a dietary supplement contains a “new
dietary ingredient.” However, it is up to the manu-
facturer to determine whether an ingredient is
“new,” since there is no authoritative list of “old”
dietary ingredients.

I hope most consumers are aware of these ca-
veats.
Mario L. de Lemos, Pharm.D.

British Columbia Cancer Agency
Vancouver, BC V5Z 4E6, Canada
mdelemos@bccancer.bc.ca

To THE EpIToRr: In his Perspective article, Drazen
states, “New legislation has made it legal for com-
panies to market dietary supplements without ap-
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proval of the Food and Drug Administration.” This
statement is incorrect; throughout American his-
tory, vitamins and herbs have been sold without
prior federal permission. The Dietary Supplement
Health and Education Act 01994, to which Drazen
apparently refers, formalized the status of supple-
ments in response to fears that those products could
be banned.

Under this act, manufacturers must submit safe-
ty documentation for new ingredients, which the
FDA may disallow at will. Existing products that
prove to be hazardous can also be prohibited. These
requirements strike a fair balance between labora-
tory science and human experience. The safety of
common herbs is as well established by traditional
knowledge as is the safety of many vegetables, spic-
es, and beverages with presumed fitness for con-
sumption thatis unsupported by rigorous American
studies in animal models or clinical studies. Indeed,

arguments against the act carry the bizarre implica-
tion that dual-use botanicals, such as ginger, may be
safe when eaten as vegetables but hazardous when
taken as supplements.

Wendy L. Applequist, Ph.D.

Missouri Botanical Garden
St. Louis, MO 63166-0299
wendy.applequist@mobot.org

pRr. DRAZEN REPLIES: The letters from Drs. Apple-
quist and de Lemos and Mr. Taylor all indicate that
consumers in the United States are confused about
the exact status of dietary supplements. Since, for all
practical purposes, these materials are advertised as
if they were medicines, they should, in my opinion,
be regulated as such.

Jeffrey M. Drazen, M.D.

Human Growth Hormone and Aging

To THE EDITOR: Vance’s discussion of growth hor-
mone (Feb. 27 issue)! omits important reports in
the literature. The combination of growth hormone
and exercise (unlike exercise alone) has been shown
to increase type Il muscle fibers in the elderly2—an
important finding, since frailty and sarcopenia are
predominantly related to the loss of type II fibers.
There is no mention of the fact that decreased lev-
els of insulin-like growth factor I have been report-
ed to be associated with angina pectoris,3 myocar-
dial infarction,* and atherosclerosis,> which are the
leading causes of death in this country. The discus-
sion also excludes a recent report that aging men
with low levels of insulin-like growth factor I die
earlier than those with high levels.®

Long-term prospective studies on the potential
of growth hormone will take decades. In the mean-
time, the use of growth hormone should be based
on a patient’s clinical status and on a candid pa-
tient-physician discussion of current information
on the pros and cons of such therapy.

Khalid Mahmud, M.D.

North Memorial Medical Center
Minneapolis, MN 55422
kmahmud@idinhealth.com
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DR. VANCE REPLIES: Dr. Mahmud correctly notes that
the combination of growth hormone and exercise
increases type II muscle fibers in the elderly. As
stated in my Retrospective article, changes in body
composition with growth hormone administration
do notimprove function in the elderly. Reduced lev-
els of insulin-like growth factor I may be associated
with other diseases, although such an association is
not proof of cause and effect and may echo the effect
of disease; for example, insulin-like growth factorI
may be low in young women with anorexia ner-
vosa.! That older men with low levels of insulin-like
growth factor I may die earlier than those with high
levels may reflect underlying diseases. Rudman etal.
reported that elderly men living independently had
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