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Doctors Fear Acne Drug Rules Go Too Far

By LAUREL NAVERSEN GERAGHTY

AMINE CARPENTER arrived at Co-
lurnbia University in September with
a complexion as clear a3 her bright
b biuwe eyes. But during her first month
of college, her face bogan breaking out in
Pmples and deep. inflamed nodules, the
sphme symptoms that hoad plageed her early
in high school in San Jose, Calil. “My acne
just imrmediately started to come back at a
really rapid rave,” Ms. Carpenier, 18, said.
Sp her dﬂl:lnrmhur the potent acne drug
retinoin, best known as Accutane.
=2 The prescription cams with a bright yel-
label assuring the pharmacisy that Ms.

TPEALEF WAS ROl pregnant, because Accu-

4l can cause severe hirth defects. She
aproed to also have a pregnancy test sach
th before refilling her prescription,
n though =he takes Birth Etﬂ'll.fﬂ pill=.
precautions were part of & program
d‘zmtml by the makers of Accutans and
maher brands of isotretinoin (Amnesteem,
Claravis and Sotret) meant Lo prevent preg-
mancy in women taking the drug.

Bur valunary rams like this, which
have existed since drug became avall-
able in 1982, were not entirely successiul,
Two to three out of 1,000 women taking iso-
tretinain still became pregnant, a survey of
feisar |y 450,000 patbents, conducted at Bosion
University from 1588 1o 2003, fownmd.

S0, a8 of the beginning of this year, the
companies that make isotretinoin, together
with the Food and Drug Administration,
have km mandatory p riles.
Any woman of childbearing age whi i3 given
the drug must meed several reguirements,
Before siarting the medication she muest
have negative pregnoncy tests two months
in a row, While taking it, she must sither
profmise in writing te abstain from sex with
A man or else use two forms of coniracep-
teon, ong of which must be a highly effective

like birth control pills or the injectable
Provern. Each month during her
trmentl (ussally fhve months) she mast

¢ & pregnancy test. And she must docw-
ni every siep she takes by lgging onio

anational online database

. The mew rules are meant to prevent iso-
timain-related birth defecis once and for

L. Bt the rules are so strict, some doctors

Sy, they might discourage or even prevent
“many patients from using the drug, the only
ipeatment that can erase severe acne. Many
dermatologiste say the iPledge program is
erkill.

“Ir"a ane of the worst things that's hap-

tr our specialty,” sakd Ur, Ranella

irsch, & Boston dermmatolagist who (e the

vice president of the American Society of

Losmetie Dermatology & Aesthetic ir-

Eery. “We're taking a very good drug that is

fowe many people rhe anly Peal chokce oul of
[ TR T A el et o

Acne is the most common skin disease in
the United States, affecting as many as 85
percent of paople from 12 1o 24 yvears old, ac-
cording to the Mational Institutes of Health.
tiearly 17 million people have it, most of
I'J.'I.Erl'l ursder 0. H-E.I‘l:.r acne sgullerers are sal-
Jﬂ"l‘ﬂ with simple, over-ilE-countier renl=
ments like benzoyl peroxide crenm. But i
tretinoin has been the undisputed gold
grandard for exireme chases, and even for
“many moderate ones. (The F.DA, has ap-

the drug only for severs acne, but
doctors may use it eff-label to treat milder
problems.)

Roche, the maker of Accuiane, estimaies
that nearly seven million Americans hawve
taken its drug. Hundreds of thousands more
have taken olher brands of Seirelimoein
since they came on the market afier
Roche's patent expired in 200Z “It is per-
]'l.ap! thee msost I“E".l‘lflnlIJ‘IIMZh'IEl"!,Il drug in derma-
tology ever,” said Dr. Lee £ane, the diresior
of the Acne Specialty Practice at the Uni-
wversity of California, San Francisco. “The

furmber of people walking arsund with real-
Iy severe scarring acne has diminished sig-
nificantly with the advent of isotretinoin™

The moat commanly reported side effects
nre d.r_',l' skin and chapped lips, But the drug
has alss been linked o fatigue, severe joint
pain, headache, upset stomach and Blarred
vision. Some suspect that ispirelinoin may
also cause depression or even suicide, al-
though schentific studies have nol demon-
strated a conmection.
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USER PLEDCE RE(UNRED
Prescriptions for the
anti-scne drug Accu-
tane pequire that users
adhere to rules intend.-
&d o prevent pregnan-
oy, ke using two types
of birth control or prom-
ising to abstain from
R

But the importance of avolding pregnan-
oy is undisputed. [sotretinoin causes the
mast severe birth defects if an expectant
reather takes it during ket first trimester,
when she 15 beist Hkely 1o know she i5 preg-
mant

*There's sofmething thats known as Actu-
tane embryopathy,” sakd Margar=t Honein,
an epidemiologist at the Mational Center on
Birth Defects and Developmenial Disabili-
ties. Expased fetuses, she sald, “often have
pattern of several major mallformations,”
including those of the head, ears, cyes, face
and heart, s well as brain abnormalities.

Yot some doctors say thal rare preg-

A drug can cause severe
birth defects if taken
during the first trimester.

nancies should not limit drug access for the
millions who get scne. “If the use of Accu-
tane goes down 1% percent, in my mind, the
program will be & failere, becouse there will
be tens of thousands of people whe will have
been hurt," said Dr. Noah Scheinfeld, a der-
matologist at 51 Lake’s-Rocsevelt Hospital
Center in Manhattan,



L. acheinield advwocates rurning to o
VUMY préegnancy-proventhon progran.
T would hove patients certify on a written
statement al each visit thar ihey ane not
sharing pills, know the rigks and are using
birth controd palls,” he smid.

Dr. sidrey M, Waolfe, the director of Puldic
Citizen's Health Research Group, 3 consum-
er advocacy arganization, argued that doc-
tors have overprescribed isotretinoin 1o peo-
ple whose acne i€ mol stverne: enough to need
it. Strengihening voluntary precautions, he
added, has dome nothing to reduce prog-
nanckes mn women Laking the drug. “The only
alternat e is really to have some imposed
restriction,” Dr. Wolle said.

Dr, Mancy Green, the medical director of
the March of Dimes, which supports re-
search and education to prevent birth de-
fecis, sakd: “We've Been advasating sinoe
2000 for F.DLA, o take this kind of step. Is
thiks the perfect solution? Well have o walt
and see, We are cautigasly optimistic that
thils 15 the right Wa}'!ﬂl%t" The nerwe rules re
guire that men who are preseribed sotreti-
noan, o5 woll B8 women who have had hys-
fereciomies ar are otherwise unahle to be-
come:  peegnant, register with  iPledge,
though they are nol regquired to use contra-
CEplion Or have pregnancy bests

Az of March 1 physicians and pharma-
cists will also be required o register &ach
isotretinodn prescription with iPledge 1o ver-
ify that they have done their part to éngure
againsl pregnancy.

Dosctors say the new rules may force
them to raise the price of treatment 10 SoVer
the time and testing required. The drugs
il ome cost kot $600 3 month

Sorme doctors are expected o avold the
trouble by urning o less effective trent-
ments. Dr, Ronald G. Wheeland, the chied of
dermatology at the University of Arizona
Health SeiEnees Center in Tucsan, sakd it is
“almest ievitatde™ thal isotrerinoin will be
prescribed mainly in academic medical
Centers In major citkes and I pracuoes What
spechalkze in ache treatrment. He said he s
“Tearful that a ot of legislators don™t un-
corstand the severity of this devastating,
searring, horrible disease ™

The iPkedpe rules ar mparahle |
thoge thatl apply w thalkdomie, the medi-
cine onoer usasd o tReal morning sickress
that became known in the 1960's for causing
severe birth defects. Thalidomide, now ased
to treal bloed cancer, can be prescribed 1o
woamen anly if they promise either o avaid
e O o use 1w forms ol birth contral, and
1o have régular pregnancy tesis

But dociors say that becouse acne is 50
widespread, the restrictions on isetretinagin
AFE MO OREROUS

Drr. Zame, af the University of California,
said some patients may be encouraged 1o
seek the drug fraom foredgn sources, forgoing
supervision by a physician and any educa-
tion absout the risks of pregnaney

Most roubling w0 dermatologists is the
possibility that a few pregnancies may still
DCOUr, causing the F.DAL 00 Dan BSolretinmn
altogether. This, Dr. Zane said, “will send us
hack essentially 1o ihe dark ages of acne
treatment, where there will be many, many,
many peopde wilking around with severs,
scarring, debdlitating and psychologically-
devastating acne.”™

Chang W' Lea Tha New Vark Thrss
‘LIKE A TANMING BOOTH® Pauline Muzyka recemves a blue-light treatment for acne,

Light or Heat Treatments
As Alternatives to Drug

By LAUREL NAVERSEN GERAGHTY

ITH mew restrictions on
prescribing  Acoutane and
other forms of Sotretinoin
naw kn effecy, Dight and haat
ireatmenis for pimples may become
mare popular, doctors sy, Although they
connol banish gevare acne completely, as
e drug can, lasers and other Hghts can
wipe out ot agt seme Blemishes, pre
venl many more and minbmize scarring,
BMaosr effestive aré high-intensity 1a-
sors, which hext, amnd chus shrink, tha ail-
producing glands in the skin. Lasers are
nod effective at treating binckhends. Bus
“they work precy well for the inflammaa.
tary type of acne, which is the papules
and the puastules,"” =ald Dr. Roy G, Gero-
pemus, a Manhattan dermatologist who
% the president of the Arserican Socwety
for Laser Modicine and Surgery
Thie Smoothbeam laser worked fog
Tonya Carter, 36, a sixth-grode (encher
In Lugall, 5.0, Alter applyving & namblag
cream b her face, Ms., Carter’s derma-
todogist woald inch the later ficro99 her
akim, r|'...l:||.|l_ largeted blasts. "it's Hee &
il i, HEke & Hegbe mubber hand prick
wt o™ Ma. Carter sakd
Each treatrment left er Tnoe coversd
wiith tiny red dols, which lasted l=cs than
a day. Even her first session browght mo-
thoeable Improvensent, and alfter =ix
treatments, she said, her acne was “prot-
Ly mmuch wipesd crif.™
Dermatologists slso rap pimples with
Ingenss pulsed Hght, which is less pene-
trating than a laser and works by redsc-
Ing inflammatkon, and with Thermage, a
rislio-frequency-emitting  device  thmt
hemts thie skin deep dowd TheErmags,
which is more often used to reduce wrin-
kles or sagging sKim. can dizable over-
agtive ofl glands and also lessen the np
parance of JCNe SCArs
SoeCalled blue=light treaiments wark
s s expesare $oes 1o desiroy bacteria
ir the akin that contributes to acne. The
blue light, which has a wavelengih slight-
I longer than uliraveodet light, does not
damage the skin as sun eXpoRure Can

“It"s Kind of ke o canning booth on
vour Taee™ =aid Paoline Muazyka, 30, a
dentnl nssistant in the Brony whiose re-
cenl Iwiee-a-woek blus-light [reatments
Fidlpisd éliar up her skin.

Ansiher acne toeatment, Levulan-PDT
(far phatosdynamic therapy), involves us-
ing o lnser or Muee light aloer conting the
face i A créeam thal makes the skin
mare lght-sensitive. This helps the light
destroy bacieria and disable overaclive
il glands. Bul because the phofosensitiz-
ing cream leaves the skin vulnerable o
sunlight, packents must avolkd the sun for
@ Ay oF Ued alber cach treatment.

Levilu=-PDT cun also be used with
loww-intengity light emitting diodes — the
same sort of beams found in Femols comn-
Lres — (o preal acne by killing bacteria
For o minute or two the patient sits in
Troiat of & leght soarcd (hial B abogl e
size of o compuler rmonibor. A mew ype of

Doctors say limits on one
remedy could make
others more popular.

LE.D device appears [0 b ellective
even when used withbut Levilan-PDT,
Dir. Geronemus said

The prices of lEht (Reatments rangs
widely, Trom 3230 fo $8060 per sessiomn.
Ciher acne remedies Inclede some Binth
cantral pills, which lower [eslosiErane, 4
Borrmone that helps make skin oily. Pre
scription antibiotic pills or creams can
hielp kil hacterin And chemical pesals
md  petinoids like adapalene (brand
mamve Differing and tretinoin (Retin=A)
hiclp too, by preventing desd skin cells
T @i gl pranes

Ovversthe-oouinter (FEaMEnlE — whik-
4, clepnsing pads, creams and gels —
olven use either beEnsoyl peroxikde or sali
cylic or glhycolic ackd, which slough off
dead skin oells, Beneoy] peroxids alse
Kills Bacteria. Dostoors say these reme-
dies bring about mild improve ment.



