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I. Introduction

The Center for Digital Democracy (CDD) believes that it is critical for patients and
health information consumers to be able to make informed decisions when
presented with risk-and-benefit information on direct-to-consumer (DTC)
prescription drug websites. We are concerned, however, that the FDA’s three-
pronged approach to this issue, focusing exclusively on risk-and-benefit information,
fails to take into account the structure and practices of contemporary online
pharmaceutical marketing, and will thus fall short of meeting the needs of
healthcare consumers. CDD urges the FDA to revise its study design to take
advantage of scholars and other researchers who can help it objectively obtain the
evidence it requires for further analysis on the need for social media health
marketing and consumer protection safeguards. Anything less will fail to provide
the due diligence that ensures American health consumers and patients will receive
the protection they require from the FDA.

The three studies, as presently proposed, do not effectively capture for analysis the
many ways that digital pharmaceutical marketing influences consumer decision-
making. Search, for example, is inter-connected to a wide range of techniques and
applications designed to influence consumer decision-making at all points of the
purchasing cycle.! The research design should take into consideration pharma
marketing’s overall approach, covering such items as the tracking and managing of
the “patient journey” online; the use of immersive multimedia content; the role of
neuromarketing, eye tracking, multi-variate testing, and other Web page
optimization techniques to influence perception and behavior, including through
non-conscious means; and the use of social media analytics and related viral
marketing. The FDA, in other words, is gravely mistaken if it believes it can assess



the full impact of digital drug marketing if the agency looks at the process solely in a
linear, piecemeal way.

Achieving Fair Balance (i.e., drug risk and benefit information) in the digital
environment is essential for protecting the public health and ensuring that
pharmaceutical and other health marketers treat consumers responsibly. But the
FDA needs to revise the dimensions of its current analysis in order to achieve this
goal. The agency, in short, needs to re-conceptualize and update its understanding of
digital DTC pharmaceutical marketing, as evidenced by its rather antiquated view of
the online marketing environment. “Increasingly,” the FDA naively observes in its
Federal Register announcement of the current inquiry, “prescription products are
promoted to consumers online in such formats as banner ads, Web sites, and videos.
The interactive nature of the Internet allows for features not possible with
traditional media (i.e., print, radio, and television), such as scrolling information,
pop up windows, linking to more information, and embedding videos.”? But the FDA
should be aware by now that digital marketing today is much more extensive, a 360-
degree juggernaut that features a wide range of techniques far beyond the scrolling
text and banner ads that the agency seems to regard as state of the art. As the
examples presented below will make clear, the online marketing environment has
evolved rapidly over the past several years, and its impact on consumers must be
assessed accordingly.

The FDA needs to examine, for example, how pharmaceutical and health sites and
services are designed and deployed by marketers to optimize their impact on users
(and how certain “landing pages” might change after an initial visit by a user) by
identifying the Web design techniques used (such as eye tracking, to determine
where information is more prominent or marginalized), and analyzing the
interactive features designed to ensure a user “converts” (i.e., engages in behavior
desired by the marketer). Second, the FDA should expose and assess the data
collection and social media marketing techniques (including neuromarketing) that
have already raised concerns by health professionals in other areas of Internet
commerce.?

The FDA studies collectively fall far short of offering a comprehensive assessment of
either the current state of online pharmaceutical marketing or, equally important, of
the new directions such marketing is taking. The FDA must be cognizant, then, of the
sheer complexity of DTC pharma marketing, which involves a broad mix of
traditional (print/broadcast) and digital (Internet/search/mobile) venues, and
which can be difficult to assess by isolating these several components. A recent
Google-sponsored study, for example, identifies the “amplifier” role played by
search engine marketing, which has both direct and indirect influences on
prescription sales.*

We will briefly address some of the key areas the new study design must
incorporate, including social media marketing, data mining, unbranded sites, 360-
degree marketing, mobile marketing, rich media, search engine marketing,



neuromarketing, and personalization/optimization techniques—that clearly need to
be a part of the FDA’s inquiry.

II. The Party

The Center for Digital Democracy (CDD) is a not-for-profit organization based in
Washington, D.C, working to protect the interests of both consumers and citizens in
the online marketplace. CDD has played a leading role in encouraging the protection
of consumer privacy, especially in relation to digital marketing and advertising. Its
work at the Federal Trade Commission has contributed to that agency’s recent
efforts to address digital marketing and data collection practices.>

III. The FDA’s Research on Digital and Social Media Requires Revision and
Should Address the Following Areas:

Data Mining: “You watch what they do.... You learn all you can”

Fundamental to any FDA research design to assess the impact of digital and social
media marketing and messages on health consumers is a thorough understand of
the role of data collection for personalized user profiling, tracking and targeting.
Surely the FDA is well aware of the proposals by the Obama Administration, the FTC
and the Congress to address the privacy issues related to digital advertising.6
Ongoing tracking and targeting of health users across the digital marketing system
is a major concern not only for patient privacy, but also because such data is used to
better hone campaigns designed to influence consumers in a myriad of ways. Health
marketers strive to harness the data collection and analysis capabilities of online
advertising in order to foster greater demand for prescription drugs. Unfortunately,
little information is currently provided on what is being collected from users of
health-related sites and how such data are used. But pharmaceutical marketers
know full well the powerful role data profiling plays in promoting the desired
consumer behaviors. For example, Digitas Health’s 2008 report, “How to Create
Massive Demand for Your Drug,” describes the new opportunities that
pharmaceutical companies have to reach people who are seeking health information
on a wide variety of conditions and diseases: “You can now deliver information
exactly when they need it most. Better yet, you can also see what they use and what
they ask about. Which means you can anticipate what they’ll need next, and provide
it before they ask.... You start by listening to these people and their doctors. You
watch what they do. You see what they’re looking for. You learn all you can.””

CDD has already provided both the FDA and the FTC with many examples of data
collection in the health consumer and patient marketplace.? For example, health
consumers are being targeted via “profiling systems” that serve to enable online
“lead generation” for the pharma marketplace. QH Connect conducts “continuous



profiling” to help health marketers target and acquire the “most qualified
consumers” using data involving:

e Diseases, conditions, and symptoms.

e Current treatments (Rx down to the brand level).
e Level of disease severity.

e Demographics.

e Geographic location.

e Lifestyle choices.?

Examples of health and pharmaceutical data mining abound:

e The Alli website includes a registration requirement and Personal
Assessment quiz, both of which involve the collection of considerable
amounts of personal data.1?

e CML Earth, “a global, interactive social network dedicated to connecting the
CML [Chronic Myeloid Leukemia] community from around the world,” has
sections for “patients, caregivers, healthcare professionals, and patient
groups,” and asks for and makes publicly available detailed personal profiles
on each user.!! “... [I]f you choose to establish a profile and submit a story to
Novartis,” the site acknowledges, “certain personal information including
your screen name, city, country, photograph, and any medical information
revealed in your story will be publicly available on this site and accessed by
individuals in any country throughout the world.... Novartis has contracted
with third party web hosting firms and creative agencies to administer this
site. Your personal information, including any sensitive medical information
that you disclose, will be processed and available to those third parties as
well as employees of Novartis and the Novartis group of companies. These
individuals are located in countries that may not offer the same level of
privacy protection as your country of origin.”12

e QualityHealth’s “proprietary profiling technology” claims that “Over 20
million consumers have opted-in and registered with us to access healthcare
content, messaging, tools and offers.” Few consumers likely realize, however,
that they have consented to become the subjects of a “proprietary profiling
technology” that “captures... valuable information across over 100 individual
data points,” including “consumers’ conditions and preferred treatments”;
“doctor relationships and plans to visit the doctor”; and “insurance and
formulary coverage.”13

e Interactive ad firm Techlightenment—whose clients include
GlaxoSmithKline—embeds data collection technologies into social media
sites, with a social polling platform that allows companies such as GSK “to do
high volume polls and surveys, giving you more data and insight than is
available anywhere else.... Leveraging the data that social networks can give



you, we are able to add greater insight and colour to traditional polls and
surveys. We can deliver tens of thousands of respondents in days, not
months....

Embed your poll on Facebook, across the web or on mobile. Our platform
is flexible enough to be embedded anywhere, but still gain the benefits of
high respondent acquisition. This means we not only drive respondents
to your poll, but equally you can place this on your fan page or website to
gain a deeper understanding of your own audience....

Change every element of the poll or survey. Add your branding, change
the way the welcome and thank you pages look, even add lead capture or
like buttons to the thank you page. Our polls and surveys can be
customized in nearly everyway you can imagine.1#

Early in 2011, Health Union, an online health information and social media
company started by a former GSK marketing executive, launched
Migraine.com, a site designed to foster “interactions about health conditions
between and among patients, caregivers, professionals and providers.... The
site also features tools for migraine sufferers, such as a migraine journal,
symptom quiz, and a number of prescription drug coupons, such as $35 off
AstraZeneca's Zomig, and a discount on Ortho-McNeil's Axert
prescriptions.”1> Aggregating the comments of registered users, physicians,
and paid bloggers, the site is not always completely forthcoming in
identifying sponsored commentary.® Migraine.com, moreover, engages in
areas related to the health of youth, an issue that the FDA should be
proactively addressing.1”

Offline databases are increasingly incorporated into digital health marketing
strategies, enabling companies to amass greater amounts of detailed
information about individual consumers than they would be able to generate
from online sources alone. AOL Advertising, for example, uses outside data
sources for its targeting efforts on behalf of an over-the-counter
pharmaceutical company: “Existing brand consumers and key competitor
brand users were identified and targeted using household-level purchase
data from IRI, plus AOL Advertising’s demographic and psychographic
targeting solutions.”18 Digital pharmaceutical and medical marketers use a
variety of techniques to collect personal information and data from
consumers, including via so-called “free” giveaways of products tied to user
registration, the distribution of online discount coupons, as well as via
cookies, IP addresses, and other tracking techniques.

NetBase Solutions, whose clients include HCD Research, features automated
social media monitoring technology called ConsumerBase.1® According to
NetBase, “ConsumerBase... is the only solution that can extract actual
consumer preferences from terabytes of public and private information:



social media feeds, websites, and years’ worth of internal information such as
survey data, call center transcripts, and other documents.... ConsumerBase
mines billions of sources of information to surface new insights.... Every day,
you know what your consumers are thinking and feeling, and how they're
behaving.... Unlike other semantic technologies, NetBase processes over 100
billion sentences a month, enabling marketers to tap into vast sources of
public and private content.”20 HCD Research has documented the use of data
collection to assist in the digital marketing of birth control products and
cardiovascular medications.?!

e Online surveillance of consumer heath information extends even to the
monitoring and analysis of users’ cut-and-paste actions as they seek health
information.22

Alliance Health Networks, whose social network holdings include DiabeticConnect,
SleepConnect, ChronicPainConnect, HeartConnect, and DepressionConnect, offers
pharmaceutical companies an opportunity to develop relationships with individual
consumers using sophisticated data-mining tools.?? Alliance allows its clients to zero
in on specific medical conditions thru digital marketing, including data collection.
“As a healthcare marketer,” the company tells its clients, “you deserve to take full
advantage of the capabilities of the Internet to engage new customers and build one-
to-one relationships.... Our proprietary properties and powerful cross-selling
network are built specifically for the unique needs of healthcare marketing,
including our proprietary PersonaMatch co-morbidity ranking algorithm that helps
place your message in front of the right customers based on the prevalence of
related medical conditions.”?4 “PersonaMatch ... allows us to exploit the prevalence
of related medical conditions and to use predictive modeling to place correlated
healthcare advertising in front of the right consumers. For the first time, healthcare
advertising can be served up and driven by medical probabilities rather than simple
economic models. The effect is greater relevance to the consumer and greater
exposure for targeted products and services.”2>

Ad exchanges and demand-side platforms are being used for the real-time
auctioning of the right to target consumers based on their health and medical
information and concerns. An individual’s consumer’s health and medical behavior
is being auctioned in real time for targeted ad delivery. Increasingly, the targeting is
accompanied by what is known as “data optimization,” i.e., the use of various
information resources to build up a more complete profile of a user, which allows
for more fine-grained targeting.?® A consumer has no knowledge that their health
and medical information is part of a nontransparent and unaccountable process
selling them to the highest ad bidder. For example, Google/DoubleClick’s Ad
Exchange Health Focus has 36 categories, from Arthritis and Diabetes to Respiratory
Conditions and Sleep Disorders.”?” Another advertising exchange, CONTEXTWEB,
offers dozens of health-related targeting categories, including A.D.D., HIV/Aids,
Arthritis, Lung Cancer, Bipolor Disorder, Brain Tumor and Alzheimer’s Disease.?8
Yahoo's Right Media Exchange also targets via a health category.2° The Rubicon



Project and Rocket Fuel offer health targeting and data optimization services, as
well.30 Data brokers supply behavioral health-related data for targeting as well,
including eXelate and BlueKai.3!

Advances in data collection designed to take advantage of the growth of cross-
platform and multi-application digital marketing strategies, such as mobile phones,
even incorporate how consumers use online maps. For example, the Juvederm
cosmetic surgery website, created by Rosetta, uses location information and Google
maps to track consumers:

Powered by a strong functional design, the website highlights the benefits of use
in various facial areas through rich interactive tools. The Morphing Tool allows
the visitor to create a simulation of herself “before” and explore what she might
look like “after” treatment. The Clinic Locator encourages target audience
members to visit a clinic and ask for Juvederm® ULTRA by name.32

Techniques of Personalization for Targeted Digital Pharma and Health
Marketing

In their quest for increased market share, pharmaceutical companies have come to
recognize the importance of personalized websites that reflect the needs and
concerns of individual health consumers. As Rosetta consulting services and
healthcare executive Hari Mahadevan has observed, “Personalization is important
because that’s what the customer demands. Customer expectations have changed.
When you go to Amazon.com, you expect Amazon to know what you've purchased
and to offer you useful recommendations. The latest Google search personalization
is another great example. As soon as you begin typing in the search box, it starts
offering results. The mandate is to meet user information demands more easily and
faster. This both stems from customer expectations and creates new expectations
until it ultimately becomes a price of entry.”33

Personalized marketing techniques may lead to increased sales, but U.S. health
consumers should be advised of how their interactions with pharmaceutical and
medical sites have been designed to often stealthily take advantage of their
behaviors. The FDA’s research into digital marketing should include an assessment
of the various tools designed to secure a “conversion” of a user through a range of
optimization strategies. Many sites, for example, use the Adobe Online Marketing
Suite, promising as it does “a comprehensive portfolio of optimization applications
for Visitor Acquisition, Conversion, Online Analytics and Channel Analytics.... This
platform integrates data from multiple sources including web, mobile and social
media interactions as well as CRM, call center and point-of-sale systems. As a result,
marketers are empowered to automate highly personalized and relevant customer
interactions across multiple touch points, increase the efficiency of marketing
processes and spend marketing dollars more efficiently for maximum ROL.”3# In the
healthcare arena, we believe, the “maximum ROI” of health marketers should



certainly give way to maximum confidence on the part of consumers that the advice
and services they are receiving online are the result of fair and accurate information,
with the candid disclosures and consumer controls assured.

Website trial-and-error testing techniques used to obtain the desired consumer
conversion (such as a purchase, the filling out of online form, the playing of a video),
similarly, may have their place in the promotion of consumer packaged goods,
where the choice of one detergent over another, or one’s preference for chewing
gum, may be considered relatively benign. But the notion of such an approach in
medical decisions, as suggested by Adobe’s Test&Target 1:1 application, must be
addressed by the FDA.3> “Adobe Test&Target,” the company explains, “empowers
online marketers to personalize the presentation of content and offers that a visitor
may find most relevant and compelling—increasing the likelihood of engagement
and conversion. With Test&Target 1:1, marketers can automatically target
individual site visitors rather than pre-defined visitor segments.

With large volumes of anonymous online traffic, marketers find it difficult to
determine which content or offers are relevant to individuals. Instead, marketers
rely on broader segments or personas, losing out on the opportunity to match
offers to individual preferences. In addition, progressing individuals through the
conversion funnel requires marketers to present relevant content across
multiple online interactions. Personalizing content and offers specifically to
individuals helps accomplish this goal and, in turn, increases returns on visitor
acquisition spend by improving conversion....

Adobe Test&Target 1:1 is the innovative leader in personalized targeting and
solves these challenges by providing the following benefits:

e Measurable increase in revenue to businesses by targeting and
personalizing content to individual online visitors

e Self-learning algorithms that minimize the investment required to target
individuals with personalized content and offers

» Facilitation of visitor progress into the conversion process by better
engaging them early on with relevant content

e Fully-automated targeting that allows marketers to focus on creating
compelling content and offers rather than on segmentation and targeting

e Customizable content serving can be optimized to any of several key
performance indicators, including revenue, conversion and click-through
rate.36

CPM Marketing Group uses digital marketing techniques to target health consumers
through such “one-to-one” strategies:

ICRM [Instant Costumer Relationship Marketing] is behavioral targeting
technology that enables you to tailor call center and Internet communication to
your current and prospective patients based on individuals’ past and present



medical indications or their risk for developing future conditions... Using
sophisticated data-mining algorithms for behavior identification, our system can
predict health outcomes and trends in behavior by analyzing healthcare
variables and co-morbidities associated with disease states. Cluster
segmentation methods don’t work for targeting, because they can’t provide
meaningful profiles on patients or members. Our predictive modeling techniques
address this information gap by accurately predicting health needs for the next
12 to 18 months—of both patients and non-patients alike—based on the most
complete, individualized data available.3”

On a number of occasions, pharmaceutical marketers have made clear their
intention to sway consumers when they are perhaps most vulnerable—at the
precise moment, that is, when they are about to make a purchase. Thus Everyday
Health, for example, stresses the need to “Influence Buying Behavior at Point of
Purchase. Connect your brand with consumers as they are making their purchasing
decisions with Drugstore.com, the leading online provider of over 45,000 health,
beauty, vision and pharmacy products including prescriptions and refills.”38
Healthline, similarly, promises that “Advertisements presented in context when a
consumer is ready to act will generate considerably higher conversion rates than
those found at general-purpose search engines or health information sites.”3?
Summarizing the aspirations of an entire industry, QualityHealth claims to “...break
down barriers to conversion by delivering targeted messaging that is informed by
our profiling insights and designed to drive desired actions for your brand. For
example, we can reach consumers just before their next doctor visit, as well as
follow up with reminders and relevant information, for maximum impact.”49

Social Media Marketing: “The deeper the engagement the richer the insights”

Pharmaceutical and other health companies increasingly strive to shape online
discussions by identifying and influencing “key opinion leaders” (KOLs). The Cadient
Group, a “leading provider of digital marketing services and technology-enabled
solutions for the healthcare industry” offers the “OneVoice Advocate”—"an agile
Web content management system (CMS) and portal framework powered by
advanced user management and content authoring tools, that enables rapid
deployment of peer communities, knowledge management, and collaborative
solutions.”#! And Cadient, following the prevailing interactive advertising standards,
is equally adept at conversation monitoring and Web analytics, as its REVEAL
Insights and Analytics package attests.*?

As an example of pharmaceutical marketing’s exploitative approach to social media,
arecent MicroMass Communications study “looked into the reasons people use
social media and found that most people fall into one of four segments with their
own keys to the kinds of messages they would find relevant and resonant.” One
group, dubbed “Power Socialites,” the report tells marketers, “can be your strongest
advocates, telling everyone about the wonders of your brand, or they can be your



most vocal enemy. They use social media as a megaphone. Get them on your side
early and you have a friend for life. Marketers should look for ways to help Power
Socialites amplify their perceived influence through web sites with Twitter and
Facebook feeds.” The way to reach another segment, “Sincere Influentials,”
according to the report, “is to help them gather and share peer advice. They use
social media to be better friends and parents and respond positively to cause-
related initiatives and programs that tap into mom-bloggers and other empathetic
influencers.”43

Equally revealing, a recent entry in the MicroMass blog offers pharmaceutical
marketers a crash course in evading existing advertising regulations:

In pharma, chances are setting up a Facebook page or a YouTube channel is just
an extension of the same content you have on your site. Comments will be
turned off, and there won’t be any two way communication. But why? How many
of us have actual asked our regulatory teams why this is the case, and how we
can get around it?

If you ask, you'll most likely learn about the term “Learned Intermediary.” This
term is a legal doctrine that states a pharmaceutical or medical company is not
liable if they have provided proper education to a learned intermediary who
then interacts with customers or patients on the Brand’s behalf. The industry has
been using this as a platform for years on the professional side, supporting
everything from Key Opinion Leaders (KOLs) to Speakers Bureaus. Despite this,
pharma has been slow to adopt the same methodologies with consumers.

The same practices we use to identify KOLs can be leveraged to identify
consumer advocates, and educating them to deliver a message will fall
under the learned intermediary doctrine. These consumer advocates, and
many times the entire disease communities they belong to, can have far reaching
impacts. And these impacts aren’t limited to online interactions. This advocate
centered model is about social marketing, not just social media. It focuses on
influencing behavior in all aspects of treatment, from online research to the
discussions in the waiting room. Consider this example: Which is more likely
to influence? A branded Facebook page, or a group of consumers
recommending your brand on Facebook in response to someone visiting
their physician?44

Blue Diesel, similarly, works across an array of platforms and media to engage
consumers, a marketing approach it calls “fusionary,” and which is made possible
“by developing a seamless, consistent, and engaging brand experience across all
relevant channels. It’s a highly evolved form of marketing.”#> And once again, the
emphasis is on managing the dialog between brands and consumers, a conversation
that the FDA must monitor and assess if it is fully to understand the new interactive
marketing paradigm as it applies to pharmaceuticals and healthcare. “Through our
integrated blend of creative thinking, insightful strategy, and marketing know-how,”
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Blue Diesel explains, “we make sure that your audiences listen to what your brand
says. They respond. And most importantly, your brand answers back.”46

As Ann Friedman Ryan, senior vice president and director of CRM and interactive at
CommonHealth’s consumer group EvoLogue, has observed, “Online social
networking and user-generated content is an important part of the new media
landscape. It allows us to go where our customers are, and to integrate into their
lives, as well as to benefit from a halo of credibility just by the nature of the medium,’
she says, citing “friends” in a social network or relevant content in a contextual
placement. “By using those kinds of channels, we’re able to keep our finger on the
real-time pulse of what’s going on with our target audience....”4”

)

Such rhetoric, common in the digital marketing field, should raise concerns at the
FDA. Equally troubling is the claim that health marketers are now able to identify a
consumer’s “digital footprint,” as Razorfish Health Analytics explains, illustrating the
growth of social media data mining in the pharma sector. “... [E]veryone leaves a
digital footprint,” the company declares. “A footprint that is ever growing as more
and more devices and data streams enter the market. But factor in all the Web users
out there, and the numbers get a bit dizzying. Precisely why we apply rigorous
methods and custom tools to measure and identify patterns. Icing on the
mathematical cake: Our Edge tool provides you a dashboard to easily (we promise)
track it all in real time....”48 Armed with such knowledge, marketers can then shape
consumer-buying decisions: “We can see people’s likes and dislikes, how they
behave alone and in groups and we see it all on a grand scale of millions,” Razorfish
continues. “That’s a pretty nice focus group.... And, we don’t simply react to choices
users make—through our digital knowledge, advanced consumer research and deep
analytics, we can create awareness, anticipate needs and drive decision.”4° Rarely
have the manipulative intentions of pharmaceutical marketing been expressed so
clearly.

New surveillance tools, moreover, have been developed to monitor conversations
among social network users to identify what is being said about a particular issue or
product. Marketers then work to insert brand-related messages into the social
dialogue, often by identifying and targeting individuals considered brand “loyalists”
or “influencers,” and encouraging them to generate buzz through their networks of
friends. Increasingly, advertisers are using Facebook’s marketing apparatus—which
is largely invisible to its users—to develop a brand presence on its pages so it can
strongly connect to the social communications of a very large pool of consumers.50 “
AM NURSE,” for example, “where RNs, LVNs and related professionals exchange
what’s on their minds,” is a product of i2Zwe, which promises to help its clients
“leverage the webographic algorithms that match your campaigns with the people
you want to reach.”>1 Ultimately, much of social marketing is a form of viral
advertising that is designed to trigger peer-to-peer support for a brand or product.>2
When used to promote pharmaceutical and health-related products, the practice
raises particularly serious issues. While drug companies may argue that they use
social networks in order “listen” to their consumers, social media marketing is a key
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advertising technique designed to influence perception and shape information about
a brand, without a clear understanding by the public of the techniques and targeting
used.>3

Special attention must be paid to the ways that pharmaceutical marketers attempt
to influence the various online conversations about particular brands and products.
Companies such as GlaxoSmithKline are using digital ad strategies focused on
“engagement” to deepen the marketing connection with their targeted consumers.>*
IMC2, an interactive advertising agency, boasts that it “fosters engagement to build
sustainable relationships between brands and people.”>> The FDA needs to evaluate
the design and use of “engagement” strategies online designed to dramatically shape
how consumers respond to pharmaceutical and health marketing messages.

The FDA’s research design must assess the role of purposeful pharma-generated
online “buzz marketing” strategies designed to favorably shape a health consumer’s
attitude. For example,

e Heartbeat Ideas’ promises pharma marketers that it can help them “influence
behavior” via the triggering of “viral media” and “eCRM” programes. It claims
that its “viral marketing” campaigns provide “content that sticks to its
audience” on behalf of its clients (which have included Lilly, Johnson &
Johnson, and Merck). The company’s “e-Landscape” application “deploys
proprietary software “spiders” to “crawl” the Web and “dig out vital
datapoints....” The company’s Buzzscape product is another example of social
media surveillance used to hone pharmaceutical campaigns, enabling
marketers to “extract the most relevant conversations from among the

millions of blogs and media outlets buzzing around the Internet....”>¢

e Among its “Solutions for Pharma-Health Marketers,” Nielsen Online offers
“BuzzMetrics services, supported by our expertise in measuring and
analyzing online buzz and word-of-mouth, deliver insights to proactively
manage online exposure:

e How patients and caregivers feel about your brand, product or service—
in their words

e Specific issues that are being discussed around your brand, products or
organization

e Events, trends and issues influencing the buzz around your brand

e Insights into the doctor-patient relationship and analysis of
doctor/healthcare professional discussions relevant to your brand

e Guidance to proactively manage, minimize or avoid potential issues
surrounding your reputation

e Tools to leverage CGM to drive brand credibility and ultimately sales.>”

e The social network PatientsLikeMe (PLM), similarly, offers a new service
exclusively to its industry partners, called PatientsLikeMeListen. In addition
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to giving pharmaceutical companies “unprecedented insight on how your
brand is perceived,” the monitoring service also provides its partners with
startling amounts of personal data from the online conversations, including
participants’ gender, age, time on treatment, time since diagnosis, disease
progression, disease type, symptoms, longitudinal variation, and supporting
therapies.>8

Any FDA research into consumer understanding of digital health marketing
communications should also assess how data gathered from these new forms of
patient-oriented focus groups have been used in the campaign.

In seeking information and advice from seemingly independent health bloggers,
patients and other consumers rely on what they believe to be genuine, unsolicited
testimonials. But often these statements are the products of arrangements with
spokespersons who are compensated for their comments. Sanofi-aventis U.S., for
example, maintains a formal program called A1C Champions, “a patient-led
approach to diabetes education” involving “people with diabetes who share diabetes
self-management and lifestyle strategies based on extensive training and their
personal experience.” These participants are also paid spokespersons for Sanofi-
aventis, who “receive a speaker fee for each presentation” they make.> Such is also
the case with the Facebook site, ADHDMoms, which, while acknowledging the fact
that the physicians participating in the program are paid consultants, obscures the
fact that several of the “moms” involved in the site are also paid by McNeil Pediatrics,
a Division of Ortho-McNeil-Janssen Pharmaceuticals, Inc.6? The failure to disclose
such sponsorship arrangements may, in fact, violate the FTC’s recently revised
Endorsement guidelines, which the FTC extended to the Internet.

Search Engine Marketing: “Search marketers spend billions each year to
acquire new customers”

In its effort to understand the role of search in the pharma marketing process, the
FDA must incorporate industry research on promoting visibility and purchase of
branded drugs. From 2007 to 2010, search engine marketing (SEM) investments by
the pharmaceutical industry grew a staggering 351 percent.®! As Google’s health
industry marketing director recently wrote, “[O]nline health information is driving
users to take action...,” citing a survey Google conducted showing that 52 percent of
consumers who used search services to address health issues “made a self-
diagnosis; 49% started an over-the-counter treatment; [and] 46% told a doctor
about a symptom I/someone else had.” While Google claims that such data illustrate
how “patients are using the information they gather to make better, more informed
health care conditions,” the digital health marketing system poses risks in terms of
misinformation and the encouragement of consumers to seek out drugs and
treatment whether they actually need them or not.6?
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A recent academic study reveals the potentially significant role that SEM can play in
pharmaceutical sales (and, given the dominant place it has in search traffic, the
correspondingly important role that Google plays in the pharmaceutical
marketplace):

Using Google Trends and Google Insights for Search data, the search terms
Lipitor (atorvastatin calcium; Pfizer, Ann Arbor, MI) and simvastatin were
evaluated for change over time and for association with Lipitor revenues. The
relationship between query data and community-based resource use per
Medicare beneficiary was assessed for 35 US metropolitan areas.

...Google queries for Lipitor significantly decreased from January 2004 through
June 2009 and queries for simvastatin significantly increased (P <.001 for both),
particularly after Lipitor came off patent (P <.001 for change in slope). The mean
number of Google queries for Lipitor correlated (r = 0.98) with the percentage
change in Lipitor global revenues from 2004 to 2008 (P <.001). Query
preference for Lipitor over simvastatin was positively associated (r = 0.40) with
a community's use of Medicare services. For every 1% increase in utilization of
Medicare services in a community, there was a 0.2-unit increase in the ratio of
Lipitor queries to simvastatin queries in that community (P =.02).

...Specific search engine queries for medical information correlate with
pharmaceutical revenue and with overall healthcare utilization in a community.
This suggests that search query data can track community-wide characteristics
in healthcare utilization and have the potential for informing payers and policy
makers regarding trends in utilization.®3

Consumers using leading search engines are unaware of how their information is
collected, analyzed, and used for online ad targeting and data sales. Search
marketing for health conditions has evolved into a highly sophisticated practice that
can target information seekers through a variety of techniques, including the sale of
related keywords, so-called organic search marketing, and reaching consumers
through what is called “top of the search funnel.” Microsoft has numerous guides for
BING advertisers to target seekers of health information, including those concerned
about diseases and drugs.4

Consumers should find their way to a given health-related site according to the
perceived merit and relevance of a site, and not simply as a result optimization
technologies designed to drive traffic rather than to deliver accurate information.
And the FDA must ensure that health consumers online are not subject to
manipulative search engine marketing (SEM) schemes designed to infer needs from
consumer search behavior and shape the results accordingly. The FDA’s research
design should assess, for example, the role of applications such as Adobe’s visitor-
acquisition technology. “Search marketers spend billions each year to acquire new
customers,” Adobe explains, “across an expanding group of channels—search,
display, email, mobile, video—yet lack a systematic way to determine how to
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optimize their investment in visitor acquisition. Adobe SearchCenter+, powered by
Omniture, empowers marketers to optimize SEO [search engine optimization] and
SEM acquisition strategies that maximize the return on online ad spend:

e Enable experimentation on the site with A/B and multi-variate testing

e Increase search marketing lift with advanced automated bid rules

e Reduce customer acquisition costs by optimizing ad spend allocation

e Increase cross- channel lift by measuring SEO and paid campaigns

e Apply lessons learned from bidding for search keywords to other channels.®>

As it revises its research design to incorporate contemporary digital marketing
practices for search, the FDA should draw upon the resources provided to
marketers from such leading marketers as Google, Yahoo, and Microsoft.6¢

Rich Media and Video Advertising: “tracking everything from interaction with
the ad ... to how much time a consumer spent on the ad and ultimately
conversion”

As in other areas of online commerce, pharmaceutical companies are increasingly
turning to rich-media applications to promote their products. Adobe/Omniture are
among the leading proponents of multimedia advertising, which they refer to as
Rich Internet Applications (RIAs), and which, because of their engaging (and
sometimes immersive) nature, raise their own set of concerns in the pharmaceutical
marketplace. Omniture explains, for example, that

In the Web 2.0 world, Rich Internet Applications (RIAs) are becoming the new
standards for enhancing customer experience. But with the promise of a better
user experience, companies must also consider whether or not the investment in
RIA is leading to desired business results. This can only be done through
measurement and optimization.... RIA Optimization, a feature of the Omniture
SiteCatalyst® platform, takes the guesswork and inaccuracies out of RIA
measurement. Instrumenting and measuring each type of RIA environment, in
its native development language, significantly increases accuracy. This means
more reliable information for crafting optimization strategies and ultimately a
better user experience.®”

Adobe’s description of its video analytics technology illustrates why the FDA needs
to address the role of rich media and video in promoting such effects as “virality” in
medical and health campaigns:

... [T]he new challenge and goal of marketers publishing video is gaining insight
into the effectiveness and performance of online video and associated campaigns.
With that comes challenges in measuring video content, its potential virality
across video- sharing sites, and understanding the potential for consumer
acquisition and conversion.
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Adobe SiteCatalyst software allows marketers to measure and optimize video
by:
e Providing insights for video performance such as viewer interaction and
conversion
 Identifying the most viewed video milestones to find the sweet spot for ad
placement for maximum return on investment (ROI)
e Measuring how viral video campaigns perform and their potential impact
on customer acquisition and conversion
e Improving monetization of video advertising across the most popular
video-sharing sites such as YouTube.8

The use of online videos to influence consumer decision-making can have a much
greater impact than traditional TV advertising.®® According to Yahoo, its new
Enhanced Interactive Video Ads maximized engagement for an unnamed
“pharmaceutical giant” over the course of a 10-week campaign that “repurposed an
existing cardiovascular drug commercial to play on the Yahoo! Enhanced Interactive
Video Ad and used the advanced features of the ad format to augment the
commercial asset....

The format’s first brand element was a five-second introductory ad that resolved
into a banner above the video player, providing immediate and persistent brand
exposure for the cardiovascular drug during the video content’s entire run. This
feature also resulted in a click-through rate that was two to three times higher
than traditional video ads.

A click on the banner launched a rich media canvas that was completely
integrated into the video player experience. It featured the video ad, for which
the company repurposed an existing television commercial. As the video ad ran,
the pharmaceutical company’s product information scrolled automatically in a
special disclosure field below the video window of the unified ad canvas. After
the auto-play, consumers could replay the video ad and scroll through or
download the additional product information as many times as desired.
Additional ad elements allowed the pharmaceutical company to provide a click-
through to their promotional and informational website and a downloadable pdf,
including a discussion guide for the consumer to print and share with his or her
doctor.

In addition to being highly engaging, the Yahoo! Enhanced Interactive Video Ad
campaign was also very efficient. The pharmaceutical company used Yahoo!’s
targeting capabilities to reach consumers who may have been specifically
interested in its cardiovascular drug product.”’®

The measured results of the video ad are even more revealing, in that “More than 40

percent of those users who saw the interactive ad canvas stayed for the entire 60-
second video..., 58.8 percent interacted with the supplemental content rollover,”

16



while only “8.3 percent interacted with the scrollable disclosures module.” Thus
however effective video ads may be as marketing tools, they come up far short as a
conduit for risk-and-benefit information, which, according to the Yahoo case study,
over 90 percent of the viewers ignored.

Describing its “rich media” advertising products, PointRoll explains that

Rich media is digital banner advertising that drives response with interactive
elements such as video, data collection, couponing, polling and much more. A
rich media ad can be as full featured as a mini-website and just as measurable,
tracking everything from interaction with the ad itself and the various elements
within to how much time a consumer spent on the ad and ultimately conversion.

Additionally, rich media advertising—unlike standard banners—offers brand
managers the tracking functionality of a traditional web site, including how
much time a consumer spends interacting with an ad and how they interacted.
Within rich media ads, online users can interact with pharmaceutical brands by
watching video and TV spots, downloading coupons or free trial offers,
participating in patient surveys/polls, and even setting medication reminders in
their personal email or calendar programs.’!

A number of pharmaceutical companies, moreover, have established YouTube
channels for marketing purposes, including Abbott, AstraZeneca, Bayer, Boehringer
Ingelheim, Excedrin, GlaxoSmithKline, Alergan’s Lap-Band System, Janssen-Cilag’s
Living with ADHD Channel, Lilly, Lunesta, Novartis, Pfizer, Sanofi Pasteur, and
TevaNeuroHealth.”2 The FDA’s new research proposal should take advantage of the
growing number of reports on how to deploy and measure digital video services.”3

Mobile Marketing: “Being mobile is relevant like never before”

Many of the same consumer data collection, profiling, and behavioral targeting
techniques that have raised concerns in the more “traditional” online world have
now been brought into the mobile phone marketplace, where U.S. consumers
increasingly rely on their wireless devices for a wide range of services, including
sensitive transactions related to health.”# According to McKinsey & Co. research, the
mobile health market currently represents a $20 billion “opportunity” in the U.S.
alone, and $50 billion worldwide.”> “Mobile’s ability to provide superior targeting
beyond age and gender,” notes Peter Nalen on the Compass Healthcare
Communications blog, “to include location, time of day and day of week, and to
facilitate two way communication between advertisers and consumers, makes it one
of the main reasons that mobile is now. Not only does Mobile have a ubiquitous
presence—with us 24 /7—it can also reach more people, more efficiently, and with
greater targetability. By building relationships via timely, relevant and valuable
interactive conversations, Mobile can form the basis for strong long term
relationships.”76

17



Major drug store chains, such as CVS and Rite Aid, have turned to mobile
applications to drive traffic to their stores. Rite Aid, for example, recently introduced
an SMS service that alerts customers when their prescriptions are ready to be
refilled or picked up. In order to participate in the program, however, consumers
must divulge considerable amounts of personal information, in the course of signing
up for a MyRiteAid.com account and completing the required MyPharmacy online
profile.”” CVS, similarly, has released a pair of iPhone applications, one “to let plan
members manage and pay for their prescriptions using their mobile devices,” and
another “that encourages shopping through the use of sales and offers.”’8 Again, the
privacy implications of these “convenience” applications must be examined.”®

The FDA’s investigation must examine a variety of applications on a variety of
platforms at various stages along the research-to-marketing continuum, including
such novel approaches as marketing via mobile devices, smart-phone apps, and “QR
codes” (mobile barcodes). As a recent report from Edelman Digital explains,

QR (quick response) codes have been getting a lot of attention lately. In fact,
according to the startup Jumpscan, QR code scanning increased by 1,200 percent
from July to December 2010 and a February survey (PDF) of U.S. smartphone
users found that 65 percent of users have seen a QR code and 32 percent of
smartphone users have scanned one....

QR codes have an immediate benefit to marketers and advertisers by providing
individuals with a one-step way to find more information about a product or
interact with a brand.... So how can QR codes be implemented within the health
space? Currently, these codes are being used for everything from patient
education to medication adherence. Food and drink packages can now link to
interactive calorie trackers and personal information about a patient’s diet plan.
Additionally, codes attached to medication labels link to prescription
information and drug interactions as well as physician and pharmacy contact
numbers.

QR codes are not a new technology but are making a surge especially within the
health industry.80

Edelman has also described the new role of health-related apps within the
expanding mobile marketing environment:

Apps are dominating the health industry with currently more than 8,000 health
related apps available on iTunes. In fact, in 2011, 14 percent of adult Americans
will use a mobile health app and estimates are that by 2015 there will be 500
million mobile health applications. Mobile is lowering the activation energy
required for individuals to engage in their health allowing more consumers the
opportunity to take an active role in managing their personal wellness. However,
according to B] Fogg, we are still in the Friendster stage of mobile health
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technology. As companies begin to move further into the mHealth space, they
need to think about how to trigger the right sequence of baby steps for effective
behavior change.8!

Mobile phones, rapidly approaching ubiquitous status in American society, have also
become a new consumer research platform. “Being mobile is relevant like never
before,” explains a recent Knowledge Networks newsletter, “and that can help you
learn things about society, products and brands that were never before possible.”
Knowledge Networks’ new product, Quant, “uses smartphones not only for
traditional information gathering, but also ‘on-the-go’ and ‘in the moment’ research
that meets the unmet needs of almost every researcher and every industry.

QuantM engages participants in research in a whole new way, and makes use of
research-based smartphone apps to make information requests of participants -
be they surveys or other ‘tell-me’ requests.

The key constructs of the Quant™’s Mobile Solution Suite are:

v Wi

Eliminate recall

Gather information at point of: decision/experience/consumption
Enrich the data: associate information with photos and GPS

Understand consumers over time (diaries or ethnographies)

Recognize that engaging with people in the way they want to be engaged
is a means to getting closer to their behaviors and attitudes—and mobile
is the place of choice for many Americans....

As a result, examples of what QuantM can provide are:

Shopper Experience/Insights to understand when, where, and why
people buy

Ad/Media Exposure by reminding people at a predetermined frequency
to record all ads they've seen and how it made them feel

Product Experience with IHUT and usage feedback requests

Health Care Insights - collecting data for clinical trials on the latest over-
the-counter product, so that they can accurately claim that the 'new
formula suppresses your cough for 12 hours'
Exploratory/Ideation/Diaries to understand consumption patterns or
habits

Social/Public Policy by capturing in-the-moment behaviors and attitudes
MD-detail® - whereby we interview 100 PCPs within 24hrs of being
detailed by pharmaceutical sales rep for Product X.

MD-diary® - delivering a prospective oncology chart audit to assess
current treatment trends in Breast Cancer using a sample of oncologists
from our Physicians Consulting Network.82

Mobile marketers have also turned their attention to physicians and healthcare
professionals. Noting the common uses for smartphones among health care
providers—"Checking Email (85%) Jotting down notes and memos (72%)
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Prescription drug reference (50%)”—Augme Mobile Health enables “instant
communication for patients and health care providers to receive product
information, samples, or educational materials through any mobile device. Plus, our
exclusive behavioral tracking, analytics, and database targeting capabilities are
designed to work seamlessly with pharma brands’ physician and patient
databases.”83 Noting that 81 percent of physicians will have smartphones by 2012,
HCPlexus targets doctors with “personalized products... designed to make
physicians’ lives easier, so they can focus on healing patients.” In the process,
HCPlexus focuses on delivering targeted ads, with its Brand Launch Program
(“Advertising can drive qualified physicians to the brand contact center, drive
eSample fulfillment and access to branded and unbranded websites”) and through
its Physician Relationship-Building program.84

The impact of location and mobile advertising for health and medical products
requires an examination by the FDA. How various mobile “apps” are promoted—
such as through “calls to action” on very small screens—needs careful evaluation.
For example, as part of its “Get Ready for Bed” campaign, Johnson & Johnson
subsidiary McNeil Consumer Healthcare launched an iPhone app on behalf of its
Tylenol product. “The Tylenol PM Sleep Tracker iPhone application lets users track
their sleep hours and moods, see their sleep history over time, add notes and
customize their icons and get tips to help them sleep better.... Tylenol PM Sleep
Tracker ads across [mobile ad network] AdMob'’s network issued a call-to-action
urging consumers to click through to the App Store to immediately download the
application.” The “ad campaign that ran across iPhone sites and applications drove
close to 3,000 downloads and increased Tylenol’s ranking in the App Store from No.
120 to 14, which in turn drove additional organic viral spread of the application.”8>

Stealth Sponsorship: “Unbranded experiences ... reduce regulatory risk since
your brand isn’t mentioned”

While branded pharmaceutical websites appear to be the most effective online
marketing tool, a number of companies have also resorted to more covert means,
including unbranded or “lightly branded” sites, to raise awareness of particular
conditions and diseases—for which, not coincidentally—the company happens to
have a treatment.86

There are a number of unbranded online patient communities whose activities
warrant FDA scrutiny, including the following examples:

e CFvoice.com: “An online community for people of all ages living with cystic
fibrosis. A place for motivation, inspiration and connection to the CF
community.” Only at the very bottom of the home page, in small grey letters,
is there any mention of possible site ownership, in the form of a copyright
notice: “©2011 Novartis Pharmaceuticals Corporation.”8”
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How I Fight MS: “Five People. One Goal: to live victoriously with MS.” The site
lacks a full, clear disclosure of the company behind the site: EMD Serno.88

About Heavy Periods: The site was developed by Grey Healthcare Group,
which specializes in social media advertising, although there is no mention of
this fact on the site itself.8°

Voices in PAH (“Share your Thoughts. We're listening”), a site devoted to
those living with pulmonary arterial hypertension, collects information from
its users and shares that data with others (“through Twitter, Facebook, and
right here on Voices in PAH”), while keeping disclosure of its corporate
sponsor (Gilead) to a minimum.?0

“New Way RA” is a condition-specific online talk show directed at those
suffering from rheumatoid arthritis that fails to adequately disclose its
sponsor relationship with Centocor Ortho Biotech, Inc. Such unbranded sites
are designed to minimize appropriate sponsorship information, while
simultaneously fostering data collection.?!

StarttheTalk.com is an unbranded Genital Herpes site created by One to One
Interactive for GlaxoSmithKline.%?

Other unbranded condition-specific sites include Novartis’ 1in3people.com
hypertension information site, and Voices of Meningitis. “To promote
awareness of meningitis, a bacterial infection that is potentially life
threatening, Publicis Modem created an unbranded Web site featuring video
testimonials of families that were somehow affected by the disease. The idea
was to inspire parents to take action and have their children vaccinated. To
drive traffic to the site, the campaign included Flash banners on key mom
sites, while rich media banners showcased the testimonials. Pre-roll ads were
placed on online TV services, and custom in-banner video solutions brought
a mini version of the site to the user. The campaign also had its own
Facebook page.”?3

The Facebook page Sounds of Pertussis is the creation of Sanofi Pasteur and
Publicis Modem, although this fact is not evident on the Facebook page
itself.%*

Any FDA study of digital marketing should also include an analysis of the role and
impact of unbranded (or covertly branded) YouTube channels that a number of
pharmaceutical companies have introduced:

InBedStory is Bayer Schering Pharma’s effort to use animated comic strips to
explore erectile dysfunction, with links to a similarly unbranded website,
InBed.?>
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e My Treatment Decision, a channel devoted to breast cancer, is actually
designed to promote Genomic Health’s Oncotype DX Recurrence Score test.%

e FluFlix Video Contest, launched in 2007, is Novartis’ effort to attract user-
generated content on behalf of its various influenza remedies.?”

e Growth Hormone Therapy is Genentech’s channel in support of its Nutropin
prescription drug.”8

e Parkinson’s Matters is Boehringer Ingelheim’s effort to raise awareness and
understanding of Parkinson’s Disease.??

e Stroke Prevention, similarly, is another Boehringer Ingelheim production.100

e Stay Smart Stay Healthy is a “new-media venture designed to deliver
guidance, and to support awareness and understanding of the healthcare
industry,” produced by Humana.101

e UC Success is an unbranded site promoting Asacol as a treatment for
ulcerative colitis.102

Unbranded sites, focused on a specific disease or health condition but sponsored—
behind the scenes—by a pharmaceutical company that markets a treatment for the
disease or condition are at best a deceptive practice. This is especially true of those
sites that purport to be user-driven communities, but that depend on paid
consultants for much of their content. Dose of Digital’s Jonathan Richman describes
the benefits—to pharmaceutical companies—of unbranded sites: “Unbranded
experiences ... reduce regulatory risk since your brand isn’t mentioned, people can
have ‘off label’ discussions where they talk about indications where your drug isn’t
approved. It allows them to have the type of interaction they expect (i.e., one that
isn’t constantly censored by a company worried about regulatory risks).”103

Minority Marketing: “More and more marketers are recognizing the
importance of advertising to this market”

African-American, Hispanic, and other multicultural groups are being targeted for
health products and medical services based on information collected concerning
their ethnicity or race. While some sites claim that they have received opt-in
permission to target by ethnicity, the use of online racial profiling in digital health
marketing without meaningful disclosure and consumer control poses potential
new concerns about discrimination.

[t is incumbent upon the FDA to monitor non-English-language pharmaceutical
marketing as well, to determine whether forms of racial and ethnic profiling and
data collection are being used, as well as whether a site fairly provides Spanish-
language consumers with accurate information.104

As Hispanic marketing specialist Terra points out, “...7,601,000 unique visitors, or
40.2% of the US Hispanic online audience has visited content in the health category,
of which 29.4% have visited content within the health-information subcategory, and
6.7% have visited content within the pharmacy subcategory....” Terra also singles
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out the Stop & Shop chain, which “has announced that all of its Pharmacies now
offer Spanish language prescription labels and information.”105

Youth Marketing: “What is the first thing a parent will likely do upon learning
their child is inflicted with this ailment?

Targeting the parents of children has also become a basic marketing strategy in the
medical and healthcare industry, especially for those companies involved in social
media marketing. The FDA should especially conduct research into how digital and
social media marketing are being used to promote psychiatric drugs to young
people.

... [C]onsider the behavior of your patient. Thinking first about the behavior of
your patient will guide you to the right platforms. For example, if you are dealing
with an ailment that generally impacts children, what is the first thing a parent
will likely do upon learning their child is inflicted with this ailment? Most
parents search for answers and will head to Google to find them. The trick is to
ask yourself, what type of information are they looking for in this search? If they
are searching for insight on treatment options, severity and past experiences,
you can gear your social media efforts to reflect that. You should also survey
what online sources of information already exist. Have you considered Google
Health as a source of information for patients? Better still, have you tracked
down the sources of information that feed into Google Health and ensured its
accuracy? If you are not proactively addressing these questions you are leaving
your online presence to chance. What about a platform such as Yahoo! Answers?
Have you scanned the discussion taking place there to get a sense for the
sentiment about either your brand or the common concerns of dealing with a
particular ailment?106

Online Health marketers are working to promote the adoption of powerful
pharmaceuticals for the “pediatric and teen depression market,” taking advantage of
vulnerable parents and caregivers. Through online surveys and analysis,
information regarding “fears or concerns” about the use of drugs to treat depression
and “specific medications used” is gathered. Pharmaceutical companies have
adopted digital marketing strategies, including online “sequential messaging” to
parents, to spur sales of specific drugs. Everyday Health, for example, is engaged in
research designed to promote the use of "pediatric and teen depression” branded
pharmaceuticals.19” PKU.com, similarly, a site devoted to phenylketonuria, has a
section that specifically targets teens.198 Such marketing practices involving youth
health concerns require special safeguards and immediate attention from the FDA.

Neuromarketing: “Shopping centers in the brain”
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Neuromarketing is increasingly employed to research, design, and implement online
advertising campaigns—including those for health and medical products.19° Google
and YouTube, for example, have commissioned eye-tracking studies to refine their
digital marketing messages. The FDA needs to ensure its investigation reflects such
work. According to a recent MediaPost report, “MRC International has worked with
Google in Sweden to test banner ads on YouTube through the company's eye-
tracking technology.... [T]The platform known as EyeTrackShop, an online ad-
tracking platform developed by MRC, gives marketers insight into how ads or Web
sites are perceived by consumers who opt in to the study. Data is gathered, and
results are available within 48 hours. The platform relies on computer Web cameras
to determine what people look at on the Web page, and then collects the data.”110 As
MRC International explains, “Eye tracking tests can improve your ROI, because they
tell you where your customers look and how they do it.” The company offers “Post-
testing of your advertising campaign,” it explains to prospective clients, “where we
compare the results of different media placements, for example how effectively the
placements of Ads works in different formats and channels such as newspapers or
on different websites.”111

NeuroFocus, a firm that specializes in the application of brainwave research to
advertising, programming, and messaging, uses “neurological testing [that] delves
down to the subconscious mind,” far below such “corrupting factors” as education,
language, and cultural variances.11? Measuring as many as 64-128 sectors of the
brain at 2,000 times per second, NeuroFocus promises results that are
“unambiguous, accurate, and actionable.” In the words of NeuroFocus CEO A.K.
Pradeep, because each response is “subconscious” and delivered in one-third of a
second, the result is “a scientific measurement without biases and pitfalls.”113 In
2008, the Nielsen Company made a “strategic investment” in NeuroFocus.114

Pradeep has described the research in support of his company’s approach to
neuromarketing:

...[W]e have identified 67 specific ‘best practices’ that should be implemented
when words and images are presented on a screen (any screen, from a TV or PC
to a mobile phone or movie theater). They are the result of advanced
neurological research into various brain functions, and especially research that
has delved into the mysteries of diseases like Alzheimer’s, and brain conditions
like ADD/ADHD, obsessive/compulsive behavior, and bipolar disorder.11>

Among the pharmaceutical companies that have turned to NeuroFocus for
assistance is Alcon, which sought help with a 30-second DTC TV spot for Pataday, a
new prescription eye drop. “They wanted precise neuroscientific measurements of
exactly how allergy sufferers responded to this new DTC ad.”116

The use of “subconscious-response” neurological metrics, such as “Evoked Response

Potential” and other measures focused on “attention, emotion, memory, [and]
engagement,” analyzing how consumers react to particular ads in order to create
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new ads that appeal directly to consumers’ subconscious raises questions about
fairness and deception in marketing. Instead of a rational discussion of the potential
advantages and risks associated with a particular drug, pharmaceutical
neuromarketing can be used to deliberately bypass the rational decision-making
process.117

Other companies have turned to similar techniques, including functional magnetic
resonance imaging (fMRI) and eye-tracking studies, in an effort to assess the
effectiveness of various advertising campaigns. Google, Microsoft and Yahoo and
others have all conducted research involving neuromarketing.11® The ad firm
Draftfcb, whose pharmaceutical clients include Lilly, Merck, and Pfizer, is
increasingly focusing on neuromarketing, through its new “Institute of Decision
Making.”11° And researchers in the User Experience department at Digitas Health
have created psychological profiles to “recognize and capitalize on the needs and
values of health information seekers:

In recent research conducted with 21 participants explicitly interested in
specific health-related topics, we mapped their behaviors to three distinct
personas and formulated a strategy for each.... In persona-driven design,
research-based profiles are used to find and illuminate the path to success,
rather than to define it. While defining a campaign objective based upon a
demographic profile establishes measurable goals, referring to personas
throughout the design process allows the creative and media teams the
opportunity to evaluate or test content, interaction, creative, and placement
before the campaign goes live...."120

According to Olson Zaltman Associates, a leading firm focused on promoting
subconscious connections for marketers, whose pharmaceutical clients include
AstraZeneca, GlaxoSmithKline, Immunex, Johnson & Johnson, McNeil, Merck, Oticon,
and Pfizer, “Only 5% of thought occurs consciously. It's the other 95%—the ‘hidden
knowledge’—that we uncover and understand to shed light on the challenges
organizations face today. Olson Zaltman Associates combines patented scientific
processes with sharp business acumen. Using these resources, we delve into the
hidden meanings that drive human behavior and affect people’s decisions about the
actions they take, the views they hold, and the products they buy.”121

Marketers are particularly interested in research that addresses how “specific
patterns of brain activation predict purchasing,” the potential “shopping centers in
the brain,” and the neurological basis of purchasing.122 Such practices, particularly
alarming in the health and pharmaceutical context, should be included in the FDA’s
current investigation.

We are dismayed that the FDA appears still to be struggling with understanding the
state of digital marketing at this crucial period—when more US consumers (and
prescription-writing health professionals) rely on online and mobile services. The
three studies proposed by the FDA are inadequate. We urge the commission to bring
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in independent experts in digital marketing, as well as consumer and professional
health organizations, to help it design a set of studies that can provide a more
reliable analysis into how online health consumers understand and can address
contemporary digital pharmaceutical and medical marketing practices. CDD stands
ready to assist the agency.

Respectfully submitted,
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