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Prescribers Fume Over New Isotretinoin Program

BY BETSY BATES

Los Angeles Bureau

SANTA BARBARA, CALIF. — Who's
responsible for iPLEDGE, the new, high-
ly restrictive, mandatory registry for
isotretinoin prescriptions?

A Vioxx-jittery Food and Drug Admin-
istration, noncompliant pharmacists, the
American Academy of Dermatology, der-
matologists, and other prescribing physi-
cians are all at fault, Alan R. Shalita, M.D.,
declared at the annual meeting of the Cal-
ifornia Society of Dermatology and Der-
matologic Surgery.

Dr. Shalita reported that isotretinoin
prescriptions declined sharply in the year
after the implementation of SMART (Sys-
tem to Manage Accutane-Related Terato-
genicity), a voluntary patient registra-
tion/pregnancy prevention program, but

‘No program will
reduce the
pregnancies to
zero. ...We
cannot regulate
human behavior.’

DR. SHALITA

the pregnancy rate among women taking
the drug stayed essentially the same, rep-
resenting a failure of the profession to po-
lice itself and bring down the pregnancy
rate, as the FDA had urged.

Doctors, pharmacists, and patients alike
failed to comply with the central compo-
nents of the voluntary program, he said.

When SMART was implemented in
2002, “we should have been getting
monthly communications from the AAD,”
said Dr. Shalita, professor and chair of
dermatology at the State University of
New York Downstate Medical Center in
Brooklyn. But there was “no communi-
cation, no reminders, no insistence, no ef-
fort to make our specialty more adherent
to the [SMART] program.”

AAD’s position was to tell the FDA,
“ ‘Leave us alone and we will do our thing,’
when it was perfectly obvious we weren’t
doing our thing,” Dr. Shalita said. Only in
June, after iPLEDGE was announced, did
the AAD assemble a group of thought
leaders in acne to try to influence provi-
sions in the final version of the program.

Diane M. Thiboutot, M.D., chair of the
AAD’s isotretinoin task force, responded
to comments made at the meeting.

“The AAD has consistently opposed a
mandatory registry program for manag-
ing the risks associated with fetal exposure
to isotretinoin and has expressed this op-
position to the FDA and the manufactur-
ers of isotretinoin repeatedly. Once the de-
cision was made that a registry was going
to be implemented, the academy insisted
on changes to the program to make it
more workable and less burdensome for
dermatologists and their patients,” said Dr.
Thiboutot, of the dermatology faculty at
Pennsylvania State University in Hershey.

“The failure, in my estimation, of the
academy to stand up in the face of this is
almost criminal,” said Sacramento, Calif.,

dermatologist John Kasch, M.D. “This
represents a dramatic loss for the patients.”

Richard Odom, M.D., of the University
of California, San Francisco, placed blame
squarely on the FDA for what he called a
“huge, huge overreaction” to a drug that
has caused 160 birth defects in 23 years.

Under the FDA's new mandatory pro-
gram, physicians, patients, pharmacists,
wholesalers, and manufacturers will be re-
quired to “pledge to follow the rules,” Dr.
Shalita explained.

Physicians who prescribe isotretinoin
should have received registration materi-
als in September, and patient registration
began last month. Between now and Dec.
31, there is a transition period during
which patients already on isotretinoin can
continue to renew their prescriptions;
mandatory compliance with iPLEDGE
will be required as of Jan. 1, 2006.

Screening pregnancy tests (to determine
whether a patient is qualified to enter the
iPLEDGE program) can be done by the

physician. The confirmatory pregnancy
test and all subsequent monthly tests must
be done by a CLIA-certified lab. If
iPLEDGE fails to sharply reduce pregnan-
cies, many worry that the drug will be lost.
“No program will reduce the pregnan-
cies to zero. At the end of the day, we can-
not regulate human behavior,” he said.
Dr. Shalita disclosed that he is a con-
sultant for Ranbaxy Pharmaceuticals
Inc., which manufactures an isotretinoin
product. [
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No evidence of ototoxicity!

With FLOXIN® Otic
for otitis externa (OE)*

FLOXIN Otic is the only once-daily ototopical antibiotic for OE

Please see brief summary on next page.
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either way, it's OK

Established safety and proven efficacy in a once-daily dose for OE*

FLOXIN Otic provides confidence because it's safe regardless of the integrity of the tympanic membrane for OF'

947 clinical cure rate in pediatric patients with once-daily dosing for OE*

*FLOXIN Otic is indicated for the treatment of otitis externa (OE) in adults and pediatric patients
=6 months of age due to Escherichia coli, Pseudomonas aeruginosa, and Staphylococcus aureus.

The most common reported adverse reactions in 3 clinical trials (n=799) in OE patients treated once daily
with FLOXIN Otic were application site reaction (0.6%-16.8%), pruritus (1%-1.2%), earache (0.6%-0.8%),
dizziness (0.0%-0.6%), and headache (0.2%-0.3%). In 2 of these clinical studies (n=310), the higher
application site reaction rate resulted from the specific questioning of subjects.

FLOXIN Otic is contraindicated in patients with a history of hypersensitivity to ofloxacin, other quinolones,
or other ingredients of the medication. Serious and occasionally fatal hypersensitivity (anaphylactic) reactions
have been reported in patients receiving systemic quinolones. At the first sign of allergic reaction, stop
taking the drug. Patients who have not improved after 1 week of treatment should be evaluated by their

'Based on preclinical animal data and 30 pediatric patients with acute otitis media with tympanostomy tubes treated with
ofloxacin otic and tested for audiometric parameters. No change in hearing function occurred in these patients. f
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