
Efudex, the first FDA approved 

topical treatment for both superficial 

basal cell carcinomas (sBCC) and 

actinic keratoses (AK), gives  

patients fresh, healthy skin.1

• 93% success rate for sBCC lesions using 
Efudex 5% Cream or Solution1

• Up to 86% complete response for visible 
AK lesions1

• Reasonable, convenient dosing

• Over 30 years’ proven clinical experience

FOR TOPICAL TREATMENT OF SOLAR OR ACTINIC KERATOSES AND SUPERFICIAL BASAL CELL CARCINOMA (5% CREAM)1

© 2004 Valeant Pharmaceuticals International

®

Topical Solutions and Cream

(fluorouracil)
The Rebirth of Healthy Skin

IMPORTANT SAFETY INFORMATION
Efudex is contraindicated in women who are, or may become, pregnant during therapy
because of potential hazards to the fetus. Cases of miscarriage and birth defects have
been reported in women who are pregnant. The most frequent adverse events occur
locally and may include itching, burning, soreness, tenderness, scaling, and swelling.
Application to mucous membranes should be avoided due to the possibility of local
inflammation and ulceration.

For treatment of sBCC when other methods are impractical.1

See prescribing information on adjacent page, or visit www.EFUDEX.com.
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When my skin deserved a mulligan,

Efudex ® gave me a second chance.
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Recent Studies Refute Botox Reconstitution Myths
B Y  T I M O T H Y  F. K I R N

Sacramento Bureau

N A P L E S ,  F L A .  —  Several longstanding
myths and misconceptions about the bot-
ulinum toxin type A technique have re-
cently been refuted, James M. Spencer,
M.D., said at the annual meeting of the
Florida Society of Dermatology and Der-
matologic Surgery.

“When botulinum toxin first came out,
we were told a number of things about us-
ing it,” he said.

Some of the directives propagated in-
cluded: It must be reconstituted with non-
preserved saline; the protein is fragile and
cannot be shaken or made to foam; and,
it must be used within 4 hours of recon-
stitution, again because the protein is frag-
ile. “None of these are true,” said Dr.
Spencer, who is director of Mohs micro-
graphic surgery at Mount Sinai Medical

Center, New
York, and main-
tains a private
practice in St.
Petersburg, Fla.

P r e s e r v e d
saline is actual-
ly preferable,
he said. The
preservative in
saline is usually
benzyl alcohol,
which not only
kills bacteria
but is a mild
anesthetic.

In a recently published study, 93 subjects
were treated with botulinum toxin type A
(Botox). Sixty of those patients received
Botox reconstituted with preserved saline.
They had a lot less pain, as measured by a
visual analog scale, than did the patients
who received Botox in preservative-free
saline—a mean score of 1.2 out of 10 for
those treated in the face with preserved-
saline Botox vs. a mean 4.5 for those treat-
ed with preservative-free Botox (Aesthet-
ic Plast. Surg. 2005;29:113-5).

“The other good thing about using the
preservative is that you don’t have to
throw it away in 4 hours, because it is pre-
served,” he added.

In a Brazilian study, 88 patients were
treated with Botox that was reconstituted
the day before, or for various periods of
time up to 6 weeks before. There was no
difference in efficacy when the patients
were followed every 2 weeks for 4 months,
with blinded observers evaluating their
maximum frown (Dermatol. Surg.
2003;29:523-9).

In a third study, investigators treated
patients with Botox that was reconsti-
tuted gently, or with Botox that was shak-
en vigorously. Again, there was no dif-
ference in efficacy, at 2 months and 4
months, Dr. Spencer said (Dermatol.
Surg. 2003;29:530-1).

Many physicians also got the idea that
patients could not lie down for 4 hours af-
ter a treatment. Dr. Spencer said he once
told patients that, though he is not sure
where he picked up this notion, and in try-
ing to trace it, he could find nothing about
its provenance.

“It turns out that is ridiculous,” he said.
“I’ve been looking for the holes in the skull
that Botox would drain through to get to
the brain. And, in fact, those holes are not
there. There is no reason not to have pa-
tients lay down.

“Somebody must have said that, and we
all believed it,” he added.

Since Botox has been available, there has
been a trend toward using higher and
higher doses, with even the most rep-
utable experts advocating doses as high as

80 units for the glabella, Dr. Spencer said.
Dosing has not been well studied, until
now.

There is one study that compared dos-
es of 10 units, 20 units, 30 units, and 40
units to treat the glabella. And another
study looked at Botox dosing for the lat-
eral canthus for crow’s feet, using escalat-
ing doses.

The glabella study said that 10 units
was ineffective, but that there was no dif-
ference between 20 units and 40 units in

either initial effect or duration of action
(Dermatol. Surg. 2005;31:414-22). The
lateral canthus study likewise reported
that efficacy improved with higher dos-
ing, but only to a point, which was about
12 units (6 units per side) (Dermatol.
Surg. 2005;31:257-62).

“What these two papers said is that the
clinical effect and duration of action
plateaus at some point, so I am not sure
that these higher doses make any sense,”
Dr. Spencer said. ■

Many physicians
also got the idea
that patients
could not lie
down for 4 hours
after a treatment.
‘We all believed
it [but] it turns
out that is
ridiculous.’


