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Letter to the Editor

Counterfeit Medical Devices: The Money You
Save Up Front Will Cost You Big in the End

W. Grant Stevens, MD, FACS; Michelle A. Spring, MD, FACS;

and Luis H. Macias, MD

Savvy Internet and e-mail marketers often tempt physicians
with “best price” promotional offers to purchase medical
devices that are “just like hot-selling models” of name-brand
devices. Featured technologies run the gamut and include
cold lipolysis, laser lipolysis, fractional radiofrequency
microneedles, fractional COZ laser, intense pulsed light hair
removal, cavitation, and microdermabrasion. Such devices
are being sold at a fraction of the list price of the name-brand
products, have no consumables, and can be purchased with
the click of a mouse. If it sounds like there must be a catch,
there is.

The majority of inexpensive products featured in promo-
tional e-mail blasts and other Internet advertisements are
counterfeit devices manufactured in China and imported
into the United States under false pretenses. Counterfeit
devices also originate from other countries, including Korea,
Japan, and Spain. Devices are considered “counterfeit” if
they infringe on patent rights, if they piggyback off well-
known trademarks and branding, and/or if they have been
falsely claimed to have clearance by the US Food and Drug
Administration (FDA) or to be affiliated with clinical studies.
For all these reasons and more, their use in a physician’s
practice raises serious ethical and legal issues.

A major hub for such products is Alibaba, a Chinese online
marketplace akin to a combination of Amazon and eBay.
Alibaba offers hundreds of thousands of counterfeit systems
claiming to be VelaShape™, UltraShape’, and Zerona® and
nearly 200 000 counterfeit Cryolipolysis” systems.

The overwhelming size of the counterfeit market merits
a discussion of the risks involved in purchasing and using
these products, which can be easily summed up as follows:
a physician jeopardizes his or her medical license, practice,
and reputation by using a counterfeit non-FDA-cleared
medical device.

At various conferences, we have spoken about our cri-
teria for evaluating new nonsurgical technologies. For a
new device to be considered for our practice, it must sat-
isfy our 3 key criteria: (1) it must be safe; (2) it must be
effective; and (3) it must make economic sense for the
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patient and the physician. Counterfeit medical devices fail
all 3 key considerations.

When we consider purchasing a new medical device or
system, we always begin by reviewing data from clinical
studies and by discussing the technology with trusted col-
leagues. For legitimate medical devices, published clinical
study results will exist that demonstrate safety, efficacy,
tolerability, and financial viability."” Counterfeit medical
devices do not have peer-reviewed, rigorous clinical study
data to support even basic claims of safety and efficacy.
And we’ve never heard a reputable trusted colleague dis-
cuss use of a counterfeit medical device; for those who
own one, it is an embarrassing secret. When you purchase
a counterfeit product, you sail into murky, uncharted
waters. The safety, efficacy, and economic sense of the
investment are completely unknown.

NO GUARANTEE OF SAFETY

Before clearing or approving a medical device, the FDA
reviews it rigorously for safety and efficacy. Counterfeit prod-
ucts do not undergo this scrutiny and therefore pose the risk
of serious injury to patients. We have worked extensively
with the CoolSculpting” Cryolipolysis” device, which incorpo-
rates important safety features (including Freeze Detect”) that
prevent the system from becoming too cold and causing
injury. We have received reports and photographs from
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Figure 1. This abdominal injury in a 50-year-old woman was caused by a counterfeit Cryolipolysis” system not cleared by the
FDA. Appearance of the injury on (A) day 1, (B) day 2, (C) day 7, and (D) day 13 following treatment with the counterfeit

system.

patients who were treated with counterfeit “Cryolipolysis””
devices and consequently suffered necrotic burns, blisters,
and scarring. Some patients have gone public with their expe-
riences of injury by counterfeit systems.® Figure 1 shows an
injury caused by a counterfeit Cryolipolysis~ system not
cleared by the FDA. It goes without saying that disfiguring
injuries are bad for business, damage reputations, and
increase the likelihood of malpractice claims.

UNPROVEN EFFICACY

Another concern is the efficacy of counterfeit devices.
Although some of them may not be powerful enough to
harm patients, they also may not be powerful enough to
achieve the desired outcome. At best, counterfeit devices
produce inconsistent results. Patients who feel that they
did not get what they paid for are unhappy patients. We do
not want unhappy patients; we want Patients for Life™.
Happy patients will return for additional procedures—a
hallmark of a successful practice.

LACK OF ECONOMIC SENSE

It does not make economic sense for the patient to pay for
a counterfeit service having unknown safety or efficacy.
And it certainly does not make economic sense for the
treating physician to be subjected to litigation. As compa-
nies intensify enforcement efforts for their intellectual
property, litigation over counterfeit devices that infringe on
US patents also will increase. Manufacturers of authentic
devices can target not only the manufacturer of the coun-
terfeit product but also the doctor using it, who may be an
easier target. Manufacturers of counterfeit products are
often based in China, where intellectual property rights do
not offer strong protection and can be challenging to
enforce. In contrast, US-based physicians are smaller tar-
gets with much at stake. In addition to enforcement efforts
by device manufacturers, various agencies have joined
forces in some cases of counterfeit medical devices, includ-
ing state health boards, state licensing agencies, the
Department of Justice, and the FDA. The FDA has issued
warnings about and recalls of counterfeit medical devices,
such as polypropylene surgical mesh®'® and blood glucose
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monitoring strips."! And it is possible that counterfeit

aesthetic-related medical devices will be recalled if a sub-
stantial number of injuries are reported.

Counterfeit medical devices pose even greater concerns
for non-US physicians, because in many countries the
guidelines for using medical devices are not stringent. For
example, in the United States, cold lipolysis must be per-
formed with a medical device that has been cleared by the
FDA. In Europe, however, the manufacturers of counterfeit
medical devices have more latitude and may operate with
a basic European Conformity (CE) mark rather than a med-
ical device CE mark. The lack of stringent guidelines and
enforcement allows the manufacturers of counterfeit medi-
cal devices to flourish in many regions of the world, includ-
ing Europe and Asia. The safety, efficacy, and financial
risks of using counterfeit medical devices are global
problems.

Most physicians devote a large part of their lives and
finances to the education, training, and experience required
to practice medicine. Counterfeit medical devices could jeop-
ardize all of this. Are they worth the risks?
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