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FDA panel rejects testosterone
patch for women on safety grounds

Ray Moynihan Washington, DC

A panel of advisers to the US
Food and Drug Administration
last week unanimously rejected
an experimental testosterone
patch as a treatment for women
with sexual difficulties.

Procter & Gamble, global
manufacturer of household
products, wants to market the
patch to women who have
become menopausal after ovari-
an surgery, are currently taking
oestrogen, and are said to have
a  controversial  condition—
“hypoactive sexual desire dis-
order.”

The FDA had granted Procter
& Gamble a fast track review of
the testosterone patch, but the

makes approval by the FDA
unlikely until more data on the
drug are available.

At a meeting last Thursday,
near Washington, DC, panel
members strongly criticised the
company funded clinical trials as
“inadequate” to assess issues of
long term safety. Panel members
also raised serious concerns
about the risks of cardiovascular
disease and breast cancer associ-
ated with a drug that appeared
to offer women, on average, little
more than one extra episode of
sexual activity a month, com-
pared with placebo.

Panel member Steve Nissen
from the Cleveland Clinic said

potential to increase cardiovas-
cular risk was substantial: “I
don’t want to expose several
million American women to
the risk of myocardial infarc-
tion and stroke, with their dev-
astating consequences, in order
that they can have one more
sexual episode a month,” he
said.

None of the data from Proc-
ter & Gamble’s 24 week ran-
domised controlled trials of the
patch have been published yet
in peer reviewed journals.
Abstracts presented at confer-
ences have claimed repeatedly
that the drug is safe and effec-
tive and has side effects similar
to those of placebo. Yet data
presented at last week’s FDA
meeting showed that women
using testosterone were more
likely to experience hair growth,
acne, and weight gain.

During the course of the

FDA advisers repeatedly ques-
tioned Procter & Gamble’s offi-
cials and the company’s paid
academic consultants about the
clinical meaningfulness of the
drug’s small benefits, the lack
of long term data, and the
scientific uncertainties that sur-
round the link between testos-
terone  concentrations and
sexual difficulties.

In a 14 to three vote, most of
the FDA advisory committee
agreed that, although the bene-
fits of the patch appeared to be
small, they could be described as
“clinically meaningful.” But the
committee then voted unani-
mously to recommend against
approving the drug because of
the lack of data about its long
term safety.

Acknowledging its disap-
pointment, Procter & Gamble
says it will work with the FDA
and try to provide additional
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Surgeon William Hurt learns empathy when he becomes a patient in
The Doctor, a film that could be useful for teaching medical students
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ties most favoured by doctors in
films are surgery (33%), psychia-
try (26%), and family or general
practice (18%).

Paediatrics accounts for a
modest 2%, and not all refer-
ences to it are positive: “Paedi-
atrics can’t just dump their
overload on us. Tell them to cut
down on their lunchtime and
tennis. Maybe they’ll have more
time to practise medicine” (Sun-
chaser, 1996).

The report names the best
medical film as Red Beard (1965),
from Japan, in which an arrogant
young man learns the true mean-
ing of being a doctor from a men-
tor who cares for the poor
Runner-up was The Hospital
(1971).

The top 10 most useful films
for medical education are head-
ed by The Doctor (1991), which
stars William Hurt as a “hotshot

demeanour” who learns about
empathy and compassion when
he contracts cancer.

In second place was Arrow-
smith  (1932), which  “deftly
explores a doctor’s motivations
and struggles with a clinical
versus research career and is
thus inspirational and enlighten-
ing for medical students.” In
third place was The Citadel
(1938). Best humorous films
were M*A*S*H (1970), Body Parts
(1991), and High Anxiety (1977).

“Doctor movies continue to
fascinate because they can be
humorous, thought provoking,
informative of the public’s
perception of doctors, and they
never cease to entertain. Movie
doctors provide insightful and
realistic ~ portraits  of  the
challenges, rewards, and
excitement of being a doctor,”
concludes the report. O
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