
*KETEK® is indicated for 5-day treatment of acute bacterial exacerbation
of chronic bronchitis (AECB) due to Streptococcus pneumoniae,
Haemophilus influenzae, or Moraxella catarrhalis.

Acute bacterial sinusitis (ABS) due to S pneumoniae, H influenzae,
M catarrhalis, and Staphylococcus aureus.

7- to 10-day treatment of mild to moderate community-acquired
pneumonia (CAP) due to S pneumoniae, multi-drug resistant 
S pneumoniae, H influenzae, M catarrhalis, Chlamydophila 
pneumoniae, or Mycoplasma pneumoniae.

Important Safety Information:

KETEK® is contraindicated in patients taking cisapride or pimozide 
and in patients with a history of hypersensitivity to telithromycin or 
any macrolide antibiotic. Exacerbations of myasthenia gravis have 
been reported in patients with myasthenia gravis treated with 
KETEK®. KETEK® is not recommended in patients with myasthenia
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Advocate Vitamin D Supplements, Not More Sun 
B Y  S H E R RY  B O S C H E R T

San Francisco Bureau

S A N F R A N C I S C O — The burning issue
of how best to make sure that patients get
enough vitamin D comes down to this
conclusion: Recommending intentional
exposure to the sun is inappropriate, Dr.
Henry W. Lim said.

For patients at risk of vitamin D defi-
ciency, it is better to recommend a vitamin
D–fortified diet and daily supplements of

800 IU of vitamin D (ideally vitamin D3)
plus calcium, he said at the annual meeting
of the American Academy of Dermatology.

Dr. Lim, chair of the dermatology resi-
dency program at Henry Ford Hospital,
Detroit, organized a 2005 consensus con-
ference for the academy called Sunlight,
Tanning Booths, and Vitamin D. At the an-
nual meeting he discussed more recent
data on vitamin D and presented his ap-
proach to vitamin D management.

Intentional sun exposure is a problem

because the harmful side effects of UVB
can’t be separated from the beneficial vi-
tamin D photosynthesis that sunlight pro-
vides. UV light acutely damages skin DNA
and can cause erythema, sunburn, and
photoimmunosuppression. In the long
term, UV irradiation leads to photoaging
and possible photocarcinogenesis. Half of
all cancers in humans are skin cancers.

In addition, vitamin D synthesis appears
to occur at different rates in people of dif-
ferent skin types. That, plus significant dai-

ly and seasonal variability in weather pat-
terns and availability of sunlight make it dif-
ficult to craft public health policies based on
intentional sun exposure, Dr. Lim said.

Studies have identified certain popula-
tions that may not be getting adequate vi-
tamin D, including the elderly, people with
darkly pigmented skin, and those living in
wintry climates. Other studies, however,
show that most people achieve adequate vi-
tamin D serum levels in the course of nor-
mal daily life, even when using sunscreen,

The failure of vitamin D and calci-
um supplementation to reduce

the risks of fracture or colorectal can-
cer in two recently published place-
bo-controlled studies generated abun-
dant media coverage and controversy.

Both studies had significant limita-
tions, however, and ultimately
shouldn’t negate the epidemiologic
evidence for the beneficial effects of
vitamin D, Dr. Lim said.

Both of the recent studies ana-
lyzed data from 36,282 post-
menopausal women in the Women’s
Health Initiative who were random-
ized to daily placebo or to supple-
mentation with 1,000 mg calcium
and 400 IU vitamin D3 for 7 years.

One study found no significant dif-
ferences between groups in the risk
of fracture, but did find an increased
risk for kidney stone formation in
the supplementation group (N. Engl.
J. Med. 2006;354:669-83). The results
surprised medical experts. “This is
contradictory to what we all expect-
ed and what we all believe is true,”
Dr. Lim said. The second study
found no difference between groups
in the incidence of colorectal cancer
or in tumor characteristics (N. Engl.
J. Med. 2006;354:684-96).

Editorials in the same issue point-
ed out the studies’ limitations. The
400 IU/day dose of vitamin D in
both studies may have been subopti-
mal. There is a growing consensus to
revise recommended doses upward.

In the study of fracture risk, sub-
jects were not selected based on low
bone mineral density, and 75% in
both groups were on hormone re-
placement therapy. All subjects were
allowed to take personal supple-
ments. In the placebo group, 64% of
women took calcium supplements,
and 42% took 400 IU/day of vitamin
D (N. Engl. J. Med. 2006;354:750-2).

In the other study, the mean age at
entry was 62 years, “which is just
reaching the high-risk age for devel-
opment of colorectal cancer,” Dr.
Lim said, and the 7-year follow-up
was too early to detect significant dif-
ferences between groups for cancer
incidence (N. Engl. J. Med.
2006;354:752-4).

—Sherry Boschert

WHI Analyses

Raise New Doubts
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n gravis. KETEK® has the potential to prolong the QTc interval, which
may lead to an increased risk for ventricular arrhythmias, including
torsades de pointes. Thus, KETEK® should be avoided in patients
with congenital prolongation of the QTc interval, and in patients
with ongoing proarrhythmic conditions such as uncorrected
hypokalemia or hypomagnesemia, clinically significant bradycardia,
and in patients receiving Class IA (eg, quinidine and procainamide)
or Class III (eg, dofetilide) antiarrhythmic agents. KETEK® may
cause visual disturbances particularly in slowing the ability
to accommodate and the ability to release accommodation.
Visual disturbances included blurred vision, difficulty focusing, and
diplopia. There have been post marketing adverse event reports of
syncope. Patients should be cautioned about the potential effects of
visual disturbance and syncope on driving or engaging in potentially
hazardous activities. Hepatic dysfunction, including increased liver
enzymes and hepatitis, with or without jaundice, has been reported

with the use of KETEK®. Caution should be used in patients with 
a previous history of hepatitis/ jaundice associated with the use of
KETEK®. Use of simvastatin, lovastatin, or atorvastatin concomitantly
with KETEK® should be avoided. If KETEK® is prescribed, therapy
with simvastatin, lovastatin, or atorvastatin should be suspended
during the course of treatment. Concomitant treatment of KETEK®

with rifampin, a CYP 3A4 inducer, should be avoided. Most adverse
events were mild to moderate and included diarrhea (KETEK®,
10.8%; comparators, 8.6%), nausea (7.9%; 4.6%), headache (5.5%;
5.8%), dizziness (3.7%; 2.7%), vomiting (2.9%; 2.2%), loose stools
(2.3%; 1.5%). <1% discontinuation rate due to diarrhea in
controlled clinical trials (0.9% for KETEK® vs 0.7% for comparators).

Please see brief summary of prescribing information on
adjacent pages.
Reference: 1. Clarebout G, Leclercq R. Fluorescence assay for studying the ability of macrolides 
to induce production of ribosomal methylase. Antimicrob Agents Chemother. 2002;46:2269-2272.

Prescribe KETEK®

A Wise Choice

WHEN TREATING AECB, ACUTE BACTERIAL SINUSITIS, 
AND MILD TO MODERATE CAP*

Tailored therapy
■ Covers the most common respiratory tract infection (RTI) pathogens, 

with no enteric gram-negative coverage

Low potential to induce resistance to itself in vitro1

Convenient, once-daily therapy
■ 5 days in AECB and ABS; 7–10 days in mild to moderate CAP

Prescribe KETEK®

A Wise Choice

Also available in 60-count bottle
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presumably through incidental sun expo-
sure, dietary intake, and supplementation.

Recent data suggest that levels in U.S.
whites averaged 80 nmol/L, “which is
considered nowadays by most studies to
be an adequate level of serum vitamin D,”
Dr. Lim noted. In Hispanic Americans,
however, serum levels averaged 60
nmol/L, and in U.S. blacks, serum vitamin
D averaged 50 nmol/L.

Very modest sun exposure produces
maximal vitamin D photosynthesis in fair-
skinned people. This makes prolonged
sun exposure unnecessary and potentially
dangerous for these people, he said.

Separate data on individuals older than

60 years—who presumably are less active
and spend more time indoors—suggest
that 67% of whites and 88% of blacks have
serum vitamin D levels below 80 nmol/L.

The 2005 consensus conference con-
cluded that it may be time to increase rec-
ommended dietary levels of vitamin D for
both the frail elderly and dark-skinned
people who get little sun exposure.

Natural dietary sources of vitamin D are
few: saltwater fish, cod liver oil, and egg
yolks. U.S. guidelines have led to vitamin
D fortification of foods, most commonly
milk, orange juice, cereal, butter, mar-
garine, and chocolate mixes.

Current U.S. recommendations for dai-

ly vitamin D intake call for 200 IU for chil-
dren and adults up to age 50 years, 400 IU
for those aged 51-70 years, and 600-800 IU
for those older than 70 years. “In the past
few years there is increasing evidence that
these recommendations probably are too
low,” Dr. Lim said. 

One recent study suggested that main-
taining sufficient vitamin D levels requires
800-1,000 IU per day of vitamin D3 or
50,000 IU once per month, a dose that’s
available by prescription only (Photochem.
Photobiol. 2005;81:1246-51).

Keep in mind that vitamin D intoxica-
tion doesn’t occur until daily doses exceed
10,000 IU, Dr. Lim said. “Therefore, even

at 800-1,000 IU, there is still a significant
margin of safety.”

Dr. Lim advised reading three articles
about the ongoing vitamin D debate:
� Results of the 2005 consensus confer-
ence: J. Am. Acad. Dermatol. 2005;52-
868-76.
� A series of seven articles on UV radia-
tion, beginning with one entitled, UV ra-
diation, vitamin D, and human health: an
unfolding controversy: Photochem. Pho-
tobiol. 2005;81:1243-5.
� An overview of the proceedings from
the experimental biology 2004 sympo-
sium on vitamin D insufficiency: J. Nutr.
2005;135:301-37. ■
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