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edical device marketing is different than
Rx drug marketing, which is something I
learned at the recent PharmaMed Marketing & Media Conference hosted by Med Ad
News. At that conference, Jill Serbousek, VP
Business & Marketing Strategy at Medtronic, presented a case study of a marketing campaign for
the Prestige Cervical Disc, which a $75,000 market
research study told her was one of the "ugliest and
scariest products on the market."
Device Marketing ROI
What surprised me was how easy it was to reach
the breakeven point; ie, the point at which income
from new orders equaled marketing expenditures.
In the case cited, Medtronic reached this goal in 2
weeks.
Serbousek estimated that among the 5 million
spine surgery candidates out there in the US, she
only needed to capture 125 of them to break even
on this very successful marketing campaign that
reached 6.2 million local TV viewers. 80.5 million
radio (especially satellite radio) listeners, 4 million
print readers, and 73 million Internet browsers.
Worried about ROI? Medical device marketers
don't need to worry about no stinkin' ROI!
Of course, this is possible because medical
devices such as the Prestige Cervical Disc are
pretty expensive and have a high profit margin.
Pills, on the other hand, are cheap in comparison
and although new and improved small molecule
therapies can command premium prices, these
pale in comparison to the prices of
biotech/specialty biologic drugs and devices.
Big Pharma Shift
Many traditional Big Pharma companies realize
this and are re-organizing their business models to
focus on cancer, Alzheimer’s, and other diseases
requiring complex biologicals, which they hope will
increase or at least maintain their high profit
margins.
Pfizer, for example, recently decided to abandon
its efforts to develop medicines for heart disease
and focus instead on these more-profitable areas.
Pfizer’s plan calls for cutting jobs in R&D and
buying the technology it needs from biotech
startups.
The shift toward higher-priced biologicals has lead
to reform attempts within European countries that
include risk-sharing and other agreements that
ensure payers—eg, EU governments—get
reasonable value for the money they spend. For
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more on this, see “Value-based Pricing” (PMN
Reprint #76-04; http://tinyurl.com/4chyy2) and
“Drugmakers Urged by UK to Lower Prices.”
Pharmaceutical marketers will be affected by this
shift to specialty drugs because traditional
marketing and sales campaigns may not be
appropriate for complex products, which need to
be delivered or prescribed by specialists. There are
fewer of these specialists than there are general
practitioners, which means that fewer sales reps
Continues…

Drugmakers Urged by UK to Lower
Prices
Source: Pharmalot; http://tinyurl.com/46navr
The UK government is pushing for lower initial
prices for new drugs and, in return, is saying the
National Health Service will pay more later if the
meds are proven to offer greater effectiveness, The
Financial Times reports.
The move is seen by government officials as an
answer to whether patients should be allowed to
obtain NHS treatment for cancer and other meds
that NICE, the National Institute for Clinical
Excellence, judges to be clinically effective but
insufficiently cost-effective for the NHS to pay for,
the FT writes.
Senior government officials say some drugs will be
allowed once a review is completed later this
month. But in an attempt to reduce the scale of the
problem, weekly negotiations are taking place with
the Association of the British Pharmaceutical
Industry, the trade group, over a “risk-sharing”
scheme as part of a new long-term drug pricing
contract.
Under the scheme, companies would initially lower
the price sufficiently to get a drug under NICE’s
threshold for approval. There would then be clearer
rules for raising the price as evidence of clinical
effectiveness grows.
Such deals have already been struck for a small
number of drugs and have long been advocated by
pharma execs, including Glaxo ceo Andrew Witty.
The talks under way are an attempt to systemize
the approach as part of the new pharmaceutical
price regulation system being finalized for the start
of next year (back story). Obstacles remain to risksharing, not least the wide gap between the price
for many of these new drugs and the level that
would lead to NICE approval, the FT writes.
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are necessary to sell to them. Also, institutional
sales will become much more important. This takes
advantage of the economy of scale—fewer reps
are needed to service an institution than individual
medical practices.
Also, the number of patients for these treatments is
measured in the hundreds of thousands versus
tens of millions for patients taking anti-cholesterol,
which means much less broadcast DTC (direct-toconsumer) advertising is justified. After all, why
waste millions to reach thousands?
Anti Device DTC Sentiment on the Rise
The same logic could be applied to medical
devices, yet more and more medical device
manufacturers, such as Medtronic and Styker, are
launching DTC campaigns for their products. As
we will see, however, some device marketers are
focusing on non-traditional—ie, non-broadcast—
channels to reach appropriate consumers.
An oft-heard criticism of device DTC advertising
campaigns is that devices require “very
sophisticated medical understanding that few
individuals in the lay public could realistically
expect to gain from a DTCA campaign.” Such was
the sentiment expressed by William E. Boden, MD,
Professor of Medicine and Preventive Medicine,
University at Buffalo, in written testimony before a
September 17, 2008, hearing by the Senate
Special Committee on Aging held an oversight
hearing on Direct-to-Consumer (DTC) advertising
for restricted medical devices.
The Committee heard testimony from several
medical, advertising, and consumer experts who
raised concerns regarding medical device
advertisements to consumers. In his closing
statement, Senator Herb Kohl, Committee
chairman, said, “Already in the House, Chairman
Dingell and others are asking for such moratoriums
on DTC ads for pharmaceuticals. We've heard
testimony this morning that similar restrictions may
be necessary for DTC medical device ads.”
Afterward, Kohl sent a letter to Congressman Bart
Stupak, chairman of the Committee on Energy and
Commerce Subcommittee on Oversight and
Investigations, asking him to combine investigative
efforts regarding direct to consumer
advertisements for prescription drugs with medical
device DTC ads.
Kevin J. Bozic, MD, MBA, Board of Directors Chair,
American Association of Orthopaedic Surgeons
(AAOS), stated before Kohl’s committee that “the
practice of marketing medical devices directly to
the consumer rather than to the physician has
become the subject of significant debate. DTCA
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[direct-to-consumer advertising] of devices,”
testified Bozic, “may not inform patients about the
differences in product design, composition of
materials, strength of the devices, or proper clinical
indications.” He also said that “many
advertisements are incomprehensible to the
American public, which studies have shown on
average read at an eighth grade reading level.”
“Most information,” said Bozic, “particularly in print
advertisements, is edited from the FDA approved
labeling requirements targeted to health care
professionals. Side effects and risk information are
often formatted on the back of a print
advertisement and are therefore, generally
neglected by readers. Additionally, the font size of
the print advertisement is significantly smaller
when conveying risk information as opposed to the
benefit information. Smaller font size is particularly
difficult for seniors to read as their vision becomes
less acute during the aging process.”
AAOS Survey
Bozic presented data from a 2007 AAOS published
study that evaluated the influence of DTCA in
orthopaedics by surveying practicing orthopaedic
surgeons who perform hip and knee replacement
procedures and patients who where were
scheduled to undergo hip or knee replacement
surgery. The following excerpt from Bozic’s
testimony summarizes the results of this study.
“We found that DTC ads had a substantial
influence on both patient and surgeon decision
making. However, we also found that patients and
surgeons differed considerably with respect to their
opinions on the value of DTCA as a source of
information regarding hip and knee replacement
surgeries. The majority of surgeons believed
patients who were exposed to DTCA were
confused or misinformed about the appropriate
treatment for their condition, had unrealistic
expectations regarding the benefits of a specific
type of procedure or implant, and requested types
of surgery or implants that were not appropriate for
them, whereas less than 1⁄3 of surgeon
respondents believed patients who were exposed
to DTCA were more educated regarding their
condition or their treatment options.
“In contrast, the majority of patient respondents
believed advertisements educated them about
their medical conditions and helped make them
more aware of new technologies, joint implants, or
types of surgeries, and only 18% of patients
thought advertisements confused them about the
appropriate treatment for their condition.”
Continues…
PMN78-02
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Some of the important findings of the AAOS study
include:
• Greater than 98% of surgeon respondents had
experience with patients who were exposed to
DTCA.
• 74% of surgeon respondents believed that
DTCA negatively impacted their relationships
with their patients.
• 78% of surgeons believed that their patients
were confused or misinformed about the
appropriate treatment for their condition based
on an advertisement, and 84% of surgeons
believed patients who were exposed to DTCA
had unrealistic expectations regarding the
benefits of a specific type of procedure or
implant.
• In contrast, only 18% of patients believed that
DTC ads confused them about the appropriate
treatment for their condition, and only 37% of
patients believed that such ads were
misleading in their claims.
• Only 5% of surgeons believed patients were
more educated regarding the specific risks and
benefits of joint replacement surgery as a
result of exposure to DTCA, while the majority
of patients surveyed believed that
advertisement were helpful in educating them
about potential health conditions and their
treatment options.
• 52% of surgeons indicated that at times they
felt pressured to use a particular brand of
implant based on a patient request, and 74%
of surgeons believed patients who had been
exposed to DTCA at times tried to influence
their treatment in a way that could be harmful
to them,
• 60% of patients indicated that they had formed
an opinion about the type of surgery or specific
implant that was appropriate for them before
consulting with a doctor, and 52% of patients
indicated they were more likely to request a
specific type of surgery or brand of implant
from their surgeon after seeing or hearing an
advertisement.
“The differences between surgeon and patient
perceptions of DTCA found in our study,” said
Bozic, “underscore the need to improve the
dialogue between patients and surgeons regarding
the treatment options for their condition to facilitate
true shared decision making.”
Which Agency Regulates What?
Daniel Shultz, MD, Director of FDA’s Center for
Devices and Radiological Health, submitted
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comments to Kohl’s committee that explained how
the FDA and FTC regulate medical devices.
Under the Federal Food, Drug, and Cosmetic Act,
FDA has regulatory authority over the labeling of
all medical devices. However, FDA’s regulation of
medical device advertising is limited to a subset of
medical devices. The Federal Trade Commission
(FTC) regulates the advertising, as opposed to the
labeling, of most medical devices the Federal
Trade Commission Act, which prohibit false or
misleading advertising of certain products that FDA
regulates.
FDA regulates the advertising of certain devices,
which are known as restricted devices, which are
not subject to the Federal Trade Commission Act.
Thus, FDA regulates the advertising of restricted
medical devices while the FTC regulates the
advertising of non-restricted devices.
Most Class III premarket approval devices—such
as some implants and life-supporting or lifesustaining devices—have been restricted as a
condition of approval.
Consumers Union Recommendations
According to testimony by Ami Gadhia, Policy
Counsel with Consumers Union (CU), the FDA
“currently conducts almost no oversight of DTC
advertisements for implantable medical devices.” A
story published by NJ Star Ledger quoted an FDA
spokeswoman as saying that “the agency does not
require device companies to submit ads for review
prior to dissemination and has no staff devoted
solely to device promotions. As a general principle,
she said, the agency requires that ads be ‘truthful
and not misleading,’ and include ‘relevant
warnings.’”
“The warnings of side effects [in medical device
ads] are generally non-existent or minimal,” said
Gadhia, “saying such things as ‘there are potential
risks’ and ‘potential for complications.’ We found
no advertisement that advised consumers of the
very real possibility of deadly infection or to seek
out surgical facilities with low infection rates.
For example, while Biomet’s website lists a separate risk page and seems unusual in giving a full
paragraph to possible complications, their website
video advertisement (http://tinyurl.com/4lqsac),
featuring Mary Lou Retton, fails to mention (as of
September 11, 2008) infection or how serious the
side effects can be.”
Specifically, CU makes the following recommendations:
Continues…
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• FDA should be required to mandate that all
print and electronic advertisements, including
Internet advertisements, for implantable
devices such as knee, hip, heart, valves,
cosmetic implants, and other devices, warn
consumers about: 1) the very real danger of
health care-acquired infections that can and do
result from surgery and follow-up care; and 2)
the expected life span of the device before
failure occurs.
• CU supports better oversight of medical
devices ads (as we do for drugs), including an
FDA review process before the ads are issued.
• FDA needs more resources for reviewing DTC
ads and taking enforcement action when
advertisements are unlawfully misleading,
deceptive or unbalanced. Often,
• FDA does not issue a warning letter until
months after a deceptive or misleading ad has
been widely aired.
• Last week FDA posted a new web page on
DTC drug ads which includes a presentation
on how consumers can tell a "legal" drug ad
from an illegal one and direct actions that
people can take to report issues they might
have with any ad they see. However, this
service only deals with drugs and we believe
that implantable devices should get similar
attention.
Device DTC: Imagine How Far It Will Go!
An ad from Stryker for its knee replacement
illustrates how some early medical device
broadcast DTC ads
exaggerated benefits and
downplayed risks.
In the ad, a 62 year-old
woman with a Stryker
knee replacement—who,
according to the
company's Internet site, is
a real person named
Barbara Cotoia, "an active
grandmother of six"—
starts walking from New
York City, across Amish
country, over hill and dale,
prairie and Monument
Park, up Aztec steps
somewhere, and finally
descends the mountains in California for a fantastic
view of the Golden Gate bridge. Then, just like
Forest Gump, she turns around and starts back!
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At the beginning of this cross-country trek, the
voice over suggests "You'll be surprised how far
[Stryker knee replacement] can take you."
FDA once criticized a Vioxx TV ad that showed a
60-something gentleman with arthritis knee pain
skateboarding after taking Vioxx. The FDA claimed
that the ad went to far on the benefit side. The ad
was eventually changed to show the guy hobbling
along on one good knee, not two!
Clearly, the Stryker knee ad exaggerated the
benefits and may also have minimized the risks.
But the ad was never cited by the FDA (nor the
FTC, for that matter).
Courting Physicians, Medical Device Style
While many orthopaedic surgeons oppose medical
device DTC advertising, some are benefiting from
cozy relations with device manufacturers and even
receive lucrative “consulting” fees.
In February, 2008, Kohl’s committee held a
hearing entitled “Surgeons for Sale? Conflicts and
Consultant Payments in the Medical Device
Industry,” to examine the financial interactions
between medical device companies and surgeons,
which often involve substantial payments in the
form of consultant fees, educational grants,
royalties, funding for clinical trials, travel and gifts.
An investigation undertaken by the committee has
shown some of these payments to be “grossly
excessive, illegitimate, and often not properly
documented,” according to a statement released
by Kohl.
“These types of unethical
payments are not anecdotal, but
rather have been pervasive and
industry-wide for far too long.
The physicians who take their
money are equal participants
and equally culpable,” said
Chairman Kohl. “If these
physicians are essentially
putting their medical judgment
up for sale, where does the
patient’s well-being fit into the
equation?”
Innovative Online Device
Marketing
In her PharmaMed presentation,
“Engaging Patients and
Healthcare Professionals Online,” Jill Serbousek
provided insights into an online campaign to
market Medtronic’s Prestige Cervical Disc to
patients and physicians.
Continues…
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Part of Serbousel’s strategy was to build and
maintain award-winning, content-rich Web sites
like www.back.com, www.iscoliosis.com,
www.necksurgery.com, and
www.maturespine.com. As she explains on her
blog (www.insidespine.com):
At Medtronic, we host a variety of patient-focused Web
sites that are designed to help patients learn more about
their spinal conditions and treatment options, including
therapies that include Medtronic technologies. To date,
these sites have become award-winning resources for
over 25 million patients and continue to be popular
sources of information.
When we built these sites, there were few sites available
on the Web for patients with spinal conditions, and
since then it hasn't changed much. We've been able to
improve the sites with the help of our visitors, spinal
surgeons all around the world, and patients. The most
amazing and satisfying part of the Web sites for us are
the numerous e-mails that we receive from visitors. We
don't publish these, but we do read every one of them
and learn a great deal.
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To develop content for these sites, Medtronic put
surgeons to work as writers, editors, and advisors.
According to Serbousel, none of these surgeons
were paid, which makes Medtronic’s lawyers
happy. Instead, Medtronic gives these and other
surgeons free promotion on its esurgeon.com web
site. The sole criterium for getting a listing on this
site is that physicians treat patients with lumbar
and thoracic spine conditions and use Medtronic
products. The doctors also create the content (see
Figure 1).
Since there are only about 5,000 spinal surgeons
in the US, Medtronic can spend the necessary time
and effort working with their customers who, says
Serbousel, “are fun to work with.” It was a but a
small step to get some of these surgeons to write
for the web sites because Medtronic already works
with them to write surgical techniques and
brochures—presumably as part of a paid consulting arrangement. Contributions to the websites,
however, are not part of a paid consulting
agreement.
Continues…

Figure 1. Content from esurgeon.com
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Medtronic also interviews patients and puts their
stories on their doctor’s esurgeon.com site—with
editorial input from the doctors.
This sort of close and synergistic relationship
between physicians and marketers is probably
very common in the medical device arena, but
virtually unheard of in the drug industry. It simply is
not possible to establish such relationship with tens
and hundreds of thousands of general
practitioners. However, as the drug industry
morphs to focus more on specialty drugs and
biologicals, it will have much to learn from device
marketers – unless, of course, Kohl and Grassley
head ‘em off at the pass!
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