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COMBATING COUNTERFEITS

HOW DERMS HELP KNOCK

OUT MARKET IMITATORS

By Lisette HIIton | sTarF coAResPONOENT

FOR DERMATOLOGISTS, battling the growing problem of drug counterfeiting
requires wariness and commonsense, says a Food and Drug Administration expert
who spoke at Cosmetic Boot Camp, held recently in Aspen, Colo.

“Medical practitioners are very key
players in combating counterfeits and
making sure that the supply chain is
safe for patients, and for practitioners,”
says Karen Rothschild, Esq., regulatory
counsel with the FDA Center for Drug
Evaluation and Research.

Overthe past 18 months, the FDA has
gstablished the Office of Drug Security,
Integrity and Recalls, which includes
the Division of Supply Chain Integrity,
where Ms. Rothschild works. As part
of this effort, the agency sent infor-
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mational letters to doctors and other
medical practitioners who, according
to FDA evidence, had purchased drugs
from unlicensed suppliers — whether
intentionally or unintentionally.

“We warned against the use of any
drugs from unlicensed suppliers
because they may be counterfeit,”
and urged practices not to use any
of these drugs — and to share infor-
mation that would help the FDA
prosecute the unauthorized sellers.
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Phony products
not worth risk
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Dermatology Times presents the
first discussion in a series on fillers
and neuromodulators, which was
conducted at the recent Vegas
Cosmetic Surgery and Aesthetic
Dermatology Meeting. Experts
across the field discussed best
practices for use and key issues
surrounding product differences,
challenges, patient care and
consent, and adverse events. Our
first part focuses on the growing
counterfeit market, lessonslearned
and ethical practice pearls.
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RESEARCHERS have recentlyiden-
tified gamma delta T cells as having
an important role in the pathogen-
esis of psoriasis. This breakthrough
in the pathogenesis of the disease
could have far-reachingimplications
in terms of more targeted therapies
for psoriasis in the future.
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Increasing plobalization

Such efforts are necessary, she
says, because the supply chain has
changed.

“With globalization and many
more parties involved in the
manufacture and distribution
of drugs, we see more opportu-
nity for malfeasance,” in forms
including unapproved, counterfeit
or otherwise dangerous products.
Additional perils could come from
adulterated drugs, stolen drugs,
expired drugs and improperly
stored or handled drugs.

“Counterfeiters are getting
increasingly sophisticated and
smart,” Ms. Rothschild says.
“You can't simply look at a pill or
package and say, ‘That's counter-
feit."” Accordingly, she offers the
following suggestions for avoiding

unapproved drugsand theirsellers:

» “If it looks too good to be
true, it probably is.” Unauthorized
distributors frequently send email
and fax blasts touting incredible
deals, she notes. If somethinglooks
questionable, Ms. Rothschild says,
“Ask questions, request a pedigree
from the distributor, or contact the
manufacturer.”

» Onlypurchase FDA-approved
drugs. Drugs approved in other
countries but not by the FDA are
illegalinthe United States, she says.
“Even with drugs from Canada, it's
difficulttoknowwhatoneisgetting.
And anyone can put a Canadian
maple leaf on their website and
say ‘we're Canadian.’ Most of them
aren't.”

» Inspect and double-check.
“Look at the expiration dates and
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lot numbers, the name ofthe active
ingredient and routes of adminis-
tration. (See: Fraudulent versions
of Botox found in the United States:
http://www.fda.gov/Drugs/Drug-
Safety/ucm349503.htm.) And make
sure the labelingisin English.”

» Monitor patient feedback. “If
you're getting new adverse events
that a product has not previously
been associated with,” she says,
“consider thatit could be a counter-
feit product.”

» Know your trading partners.
“All wholesale distributors in the
United States must be licensed in
eachstatetowhich theydistribute.”
State websites list this information,
and the FDA has provided links to
these websites at: www.fda.gov/
Drugs/DrugSafety/Drugintegrity-
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andSupplyChainSecurity/ucm281446.hitm.
Verifying licensing info doesn't guarantee
that a distributor is legitimate, Ms. Roth-
schild says. “Butit’s one of the best ways we
have right now to do that.”

» Eliminate the middleman, where
appropriate. Though Allergan hasa distrib-
utor network from whom physicians can
order Botox (onabotulinumtoxinA), she
says, the company drop-ships the product
directly to physicians. Many practitioners
don't even realize there shouldn't be a
middleman in this part of the transaction.

» Report suspected counterfeiters, In
this regard, Ms. Rothschild says, “We would
love dermatologists' help.” One of the easiest
waysinvolvessendingamessage todrugsup-
plychainintegrity@fda.hhs.gov. For general
questions for the Office of Drug Security,
Integrity and Recalls, call 301-796-3130.

An eye on prices

Dermatologist Mary P. Lupo, M.D,, adds
that every time she receives a fax regarding
unrealistic botulinum toxin pricing, “I give
that to my local sales representative.” Addi-
tionally, she says, she has seen practitioners
buy perhaps three vials of legitimate Botox
annually, andimporteverythingelse. When
people have an active account with the
legitimate manufacturer, she says, there
seems to be difficulty tracking how much
legitimate product they're actually using.
“It's very frustrating,” says Dr. Lupo, who is
based in and is co-director of the Cosmetic
Boot Camp.

Consumers’ desire for increasingly
cheaper neuromodulator injections drives
the counterfeiting, adds Kenneth Beer, M.D.
In his market, he says, botulinum toxin
prices have fallen from $12 per unit to $9.

“What happens at $5 a unit?” Derma-
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“If you're getting
new adverse
events thata
product has

not previously
been associated
with, consider
that it could be
a counterfeit
product.”

Karen Rothschild, Esq.
Washinglon

tologists can explain to prospec-
tive patients that their costs to
purchase the product remain the
same, he says. Therefore, on a
rational level, “People understand
that it's impossible. Nevertheless,
they still purchase the product
from less principled practitioners
— evenwhen they rationally know
that they cannot be getting the
actual product thatis being adver-
tised.” Dr. Beer is a co-director of
the Cosmetic Boot Camp and a
dermatologist in private practice
in West Palm Beach, Fla.

Online dangers

VicNarurkar, M.D,, saysthe counter-
feitingproblemisnotlimited to FDA-
regulated drugs. Regardingskincare
products, hesays, “There'samassive
arrayofonlinedistribution,” some of
which comes from “diverters” who
buy legitimately from manufac-
turers, then resell products to unau-
thorized distributors, Dr. Narurkar
is a co-director of the Cosmetic
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Boot Camp and associate clinical
professorofdermatology, University
of California, Davis.

To address these problems,
manufacturersare beefing up their
tracking capabilities. For example,
Dr. Beer says, one vendor imple-
mented a tracking system that
in 2012 allowed the company to
identify and cut off five suspicious

purchasersrepresenting millions of

dollarsinbusiness. Aesthetic-sector

vendorsalsoare consideringadding
increasingly sophisticated tracking

toolssuch asradiofrequencyidenti-
fication (RFID) chips to their prod-
ucts, he says.

To combat unscrupulous deep
discounters, Ms. Rothschild says,
“Present yourselves asresponsible
players — not only that you're prop-
erly trained and qualified, but also
thatyouare getting FDA-approved
products from the legitimate U.S.
supply chain, which is among the
safest in the world.”

Along with regulating and
approving drugs and medical
devices, she explains, the FDA also

approves the packaging, labeling

and manufacturing processes
used to make drugs it approves.
Conversely, “If people are getting
foreign drugs or even foreign
versions of U.S. drugs, we do not
inspect those manufacturingsites.
We do not know if they are manu-
factured according to our quality
standards,” she says. DT
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Disclosures: Dr. Lupois atrainer and
clinical investigator for Allergan, and a
trainer for Medicis/Valeant, but has no
ownership interests in these compa-
nies. Dr. Narurkar is a clinical investi-
gator for Allergan, Soltaand Zeltiq. Dr.
Beer is an investigator and consultant
for Allergan, Medicis/Valeant and Merz.
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