May 2009
Vol. 8, No. 5

•
Published by

VirSci Corp.
www.pharmamarketingnews.com

www.virsci.com

Conference/Podcast Highlight

Ramifications of FDA Regulatory
Actions
Helping FDA Find
a New Media
Regulatory Pathway
Author: John Mack

PMN85-02

Find resources cited this article online at:
http://tinyurl.com/5hgxra
This article is part of the May 2009 issue of Pharma Marketing News.
For other articles in this issue, see:
http://www.news.pharma-mkting.com/PMNissueMay09archive.htm
Published by:

VirSci Corporation
PO Box 760
Newtown, PA 18940
infovirsci@virsci.com

Pharma Marketing News

Vol. 8, No. 5: May 2009

O

n April 2, 2009, the FDA issued 14 letters
informing drug companies that their search
engine ads, which included drug brand
names and indications but no risk information or fair balance, were in violation of the law.
This caught many in the drug industry by surprise
because they assumed the "one-click rule" applied;
ie, as long as the fair balance information was just
one click away—on another Web page—such ads
are allowed by the FDA. With the 14 letters, FDA
disagreed and quashed the "one-click rule."
Making a Case for New Regulations
Arnold Friede, counsel to the law firm McDermott
Will & Emery LLP, and former Senior Counsel at
Pfizer, believes that there is an opportunity now to
make a strong and compelling argument for the
adoption of rational regulatory policies by the FDA
that address the unique features not only of sponsored links, but of other kinds of new communication tools, such as social media.
According to Friede (as quoted in Eye On FDA
Blog; http://bit.ly/kFsi9): "Viewing the matter from
this perspective, FDA's approach of unilaterally
rejecting the con-tents of the landing page as a
component of the advertising is unquestionably
wrong as a legal matter. It may also violate the
First Amendment, which, as the Supreme Court
held in Hustler v. Falwell, requires that information
(in that case, a parody) be interpreted using a
'reasonable man' standard. (Every reasonable
person knows that clicking on the sponsored link
takes you to addit-ional and contextually integrated
information. It's like going beyond the front page of
the newspaper to get to the rest of the story.
Everyone knows you've got to the turn the page,
and they tell you as much, as do the hot links
here). And the principle that context determines
meaning has likewise been applied by the
Supreme Court in any number of related contexts
(e.g. in the Brown & Williamson case, which
involved the scope of FDA's statutory authority)."
Ramifications of Enforcement Letters
We’ll come back to FDA’s contentious regulation of
Internet advertising and what the industry is doing
to “help” it find a new path in that arena. But first,
as a prelude to that discussion, let’s review the
legal and other ramifications of these and other
FDA enforcement letters that marketers must
factor into their 2009 planning. Friede discussed
this at the recent DTC National conference held in
Washington, DC.
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“The agency has very much ramped up its enforcement activities since October last year,” said
Friede. “One thing that may not be apparent is how
some of these enforcement letters play out in
contexts other than responding to the FDA and
then moving on.”
“These letters, for example, affect your standing
with the public,” Friede reminded the audience of
pharmaceutical marketers. “No one wants to be
perceived as a violator.”
Effect on Company Valuation
If an FDA letter touches upon an area such as
efficacy that is crucial to the manufacturer’s long
term viability, Friede suggested that there’s an
opportunity for that letter to have an impact on
stock price.
Interestingly, the effect of FDA enforcement letters
on stock price has been studied by Dr. Thani
Jambulingam, Chair and Associate Professor in
the Department of Pharmaceutical Marketing at
Saint Joseph’s University. Jambulingam studied
the effect of the aforementioned 14 letters on the
stock prices of the companies that received the
letters versus a control group of drug companies
that did not receive letters. He briefly discussed the
study at a May 20, 2009 Philama (Philadelphia
American Marketing Association PharmaSIG)
panel discussion on "Pharmaceutical Marketing
within Today's Social Media Culture—Opportunity
or Nightmare?"
Continues…

Figure 1: Possible Consequences of FDA Enforcement
Letters. “Every ad is a walking congressional oversight
hearing,” said Friede.
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Jambulingam’s hypothesis was, as Friede suggested, that the 14 companies’ stock prices would
decrease more than the control group. In fact, the
opposite was observed: whereas the average drop
in capitalization of the 14 companies was 3.9%,
the control group had a decrease of 5% in capitalization. Dr. Jambulingam concluded that the
letters had an industry-wide effect.
Advertising May Go Dark
FDA letters may also require advertising to go dark
until compliant ads can be created to replace the
violative ads. While that is happening, competitors
have the opportunity to increase their advertising
and possibly gain market share. “These consequences are often something folks often don’t think
through,” said Friede.
While it hasn’t happened in the drug area, there’s
always the possibility of the FDA seizing products.
In its warning letter (http://bit.ly/W2wOd) to General
Mills regarding anti-cholesterol claims made on the
Cheerios box, the FDA stated “Failure to promptly
correct the violations specified above may result in
enforcement action without further notice. Enforcement action may include seizure of violative products and/or injunction against the manufact-urers
and distributors of violative products.” A similar
warning appeared in each of the 14 search engine
ad letters that the FDA sent to drug companies.
Shifting Regulatory Environment
“There may come a day,” predicted Friede, “where
FDA may want to flex it muscles and send a strong
letter, especially with the new administration and
under acting FDA commissioner Joshua
Sharfstein.”
The Cheerios letter, which was sent weeks after
Friede made his comment, is a good example of
FDA muscle flexing. To many observers, the FDA
went too far in first issuing a Warning letter rather
than an untitled letter and also suggesting that
Cheerios, under the current package labeling,
must be considered a drug and must submit an
NDA before it can make efficacy claims (see pg 4).
“It would be prudent for companies to consider
whether or not the regulatory environment is
shifting based on the evidence of the infamous
14 letters and the Cheerios warning. It may be
time to strategically review and take stock all
current promotional materials to assess with a
new and highly critical eye to question again
whether or not there is a potential violation.
Because the message so far out of FDA is that
just because you have been engaged in a
promotional practice for some time, doesn't
© 2009 VirSci Corporation (www.virsci.com). All rights reserved.
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mean that it won't be the subject of future
regulatory actions. There is no statute of
limitations on promotional practices and their
eventual regulation by the FDA." Mark Senak,
EyeOnFDA Blog (http://tinyurl.com/oa26ty).
Profits Could be Affected
“You may see an FDA action for ‘disgorgement’ or
restitution,” Said Friede. That is, FDA may require
that profits attributable to an alleged false or misleading advertisement be forfeited. Aside from
having the authority to do this, Friede pointed out
the difficulty in calculating the dollar amount of
profit attributable to an ad campaign, especially an
Internet ad campaign. Pharmaceutical marketers
themselves are notoriously inept at making such
ROI calculations (see “Why Pharmaceutical
Marketers Ignore ROI”; PMN Reprint #76-01;
http://bit.ly/H5GbN).
In a recent case, however, the FDA did team up
with 27 state attorneys general in an unusual
crackdown that required Bayer to run corrected TV
ads to correct previous Yaz marketing. According
to the NY Times, "Under a settlement with the
states, Bayer agreed … to spend at least $20
million on the campaign and for the next six years
to submit all Yaz ads for federal screening before
they appear." $20 million over 6 years pales in
comparison to a typical DTC campaign and is mere
"chump change," said Bruce L. Lambert, a professor of pharmacy administration at the University of
Illinois at Chicago.
Every Letter Has Another Life in Court
“Every warning letter or notice of violation has
another life,” said Friede, “an evidentiary life.” This
includes a life in consumer fraud class action litigation, product liability cases, etc. (see Figure 2,
pg 5). “Every overstatement of efficacy or understatement of risk can be the basis of a consumer
fraud action,” said Friede. The damages being
sought aren’t just related to profit. Insurance
companies, for example, can claim that it should
not have re-imbursed its covered patients who
used a drug that was not efficacious as claimed in
the ads.
Organizing the Response
Meanwhile, the FDA continues to send out enforcement letters. In response to the recent 14
letters concerning search engine ads, Friede and
colleague Bob Nicholas, convened a video
conference on May 12, 2009. The purpose of the
meeting was to discuss organ-izing a collective
response to FDA's enforcement initiative on the
Continues on pg 5…
PMN85-02
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Cheerios vs. the One-Click Rule: Are FDA's Priorities "Askew?"

First published in Pharma Marketing Blog, Wednesday, May 13, 2009 (http://tinyurl.com/qru6s3)
Pharma advocates are all a-Twitter about FDA's recent Warning letter to
General Mills regarding Cheerios, the breakfast food. FDA says the
labeling on the Cheerios box makes unauthorized health claims, namely
"you can Lower Your Cholesterol 4% in 6 weeks."
FDA said to make such a claim, General Mills must submit a New Drug
Application (NDA) with clinical trial evidence to support that claim. In
other words, FDA considers Cheerios to be a drug when General Mills
makes such claims on the box:
"The product is also a new drug under section 201(p) of the Act [21
U.S.C. § 321(p)] because it is not generally recognized as safe and
effective for use in preventing or treating hypercholesterolemia or
coronary heart disease," said the FDA letter. "Therefore, under section
505(a) of the Act [21 U.S.C. § 355(a)], it may not be legally marketed
with the above claims in the United States without an approved new drug
application."
Well, all my Twitter pals are Twittering about this and Mark Senak (EyeonFDA Blog) thinks the FDA
has its priorities "askew" because FDA chose to issue a rare Warning Letter rather than an "Untitled"
letter.
"When issuing a regulatory letter,” Senak said, “the FDA has a choice—either issue a Warning Letter
which suggests a violation is so serious that it creates a public health threat—or an untitled letter or
notice of violation which suggests something annoying but less severe. Here, the FDA issued a
Warning Letter. For Cheerios. Hello?" (See "FDA Issues Warning Letter on Cheerios - Priorities Askew";
http://tinyurl.com/ppnswb).
Senak also compares this FDA action with the 14 untitled letters it issued regarding a particular
method of pharma search engine marketing (see "The 'One-Click Rule': Rant or No Rant?";
http://tinyurl.com/5t398p):
"Yet," said Senak, "when FDA's DDMAC issued its infamous 14 letters on April 2 which suddenly
declared the years' long practice of Search Engine advertising off limits to companies, the FDA
removed from the search engine scene notices about drug treatments when a user is doing a health
search about a particular condition. That means now, if you search on a term like 'diabetes
treatments' as I did this morning, and you may see an ad that suggests that you can cure your
diabetes naturally without drugs."
I agree that a Warning
letter may have been
overkill and that there
is a problem when
charlatans are free to
claim cures with impunity (ie, nothing but
"patient" testimonials
and bogus clinical trials
that have not been
reviewed by the FDA).
An example is the paid
ad for "Natural Diabetes Treatmnt" seen
in the screen shot on
right.
Continues…
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When I click on "Natural Diabetes Treatmnt" I am brought to a site that claims "Lower your blood
sugar, safely and effectively with absolutely NO SIDE EFFECTS !! GUARANTEED !!"
The other two top ads (in the #1 and #2 positions) are for Lantus.com and Junivia.com, two FDAregulated products for the treatment of diabetes. One is produced and marketed by Sanofi-Aventis
and the other by Merck. Both of these, by the way, are just one degree more balanced in its claims
than is the "Natural Diabetes Treatmnt" ad.
Two out three is not a bad score for the pharmaceutical industry! and nobody should imply—as Senak
did—that the FDA's warning letters to drug companies about search engine ads will result in a "public
health threat" because it "takes the drug ads out of the search equation."
Senak's search example proves that drug search ads are not out of the equation.
Senak also claims that the FDA has "declared the years' long practice of Search Engine advertising off
limits to companies." That simply is not accurate. The FDA declared a "certain" tactic off limits; ie,
using the drug brand name in conjunction with the indication without including side effect information.
I do not think, therefore, it is accurate to portray the FDA priorities as being "askew." Rather, as Bruce
Silverglade, director of legal affairs for the Center for Science in the Public Interest, said: "the agency
is exerting its authority under President Barack Obama.” This is something that everyone—including
Senak—has wanted the FDA to do ever since it was hobbled by the Bush administration.

use of sponsored links in prescription drug advertising, and, more generally, on FDA's overall approach to regulating the internet as a distinct
medium of communication.
The meeting was open to representatives from
pharmaceutical companies, advertising agencies,
internet media companies, trade associations and
their individual member companies, and others
who have a legitimate interest in the evolution of a
responsible FDA approach to internet communication.
Many of the participants in the May 12 meeting
expressed interest in forming an ad hoc coalition to
help shape FDA’s policy on internet communications. Friede followed up a few days later with a
proposal for initial supportive work.

assisting the coalition in formulating a management structure for itself, based on the firm’s
significant past experience with similar joint efforts.
“With respect to legal, regulatory, and policy recommendations, the coalition will need to respond
to FDA’s recent wave of 14 notices of violation
(NOVs) that largely attack sponsored links and, at
least in one case, addresses a banner ad,” said
Friede.
Friede contends that the coalition must present an
argument that the FDA’s actions were “incorrect as
a matter of current law (e.g. risk information available via the landing page should be considered an
element of, and not distinct from, the statements in
the search results that contain the sponsored link).”
Continues…

Reaching Consensus
“There are several approaches that an ad coalition
might pursue,” said Friede in the proposal.
“Accordingly, the threshold activity must be to
reach consensus around legal, regulatory, and
policy recommendations and to devise a strategy
to pursue these recommendations with FDA and
elsewhere.” The proposal addressed this initial
phase. A subsequent proposal will be focused on
implementation of the strategy.
Friede proposed two or three substantive meetings
of the ad hoc coalition to develop legal, regulatory,
and policy recommendations and devise a goingforward strategy. Friede’s law firm would aid in the
process by developing, conferring with members of
the ad hoc coalition outside of the meetings to
seek input and feedback on these documents, and
© 2009 VirSci Corporation (www.virsci.com). All rights reserved.
Pharma Marketing News

Figure 2: The Evidentiary Life of a Warning Letter.

PMN85-02

Pharma Marketing News

Vol. 8, No. 5: May 2009

An Alternative Framework
The coalition, according to Friede, would develop
an alternative framework for consideration. This
alternative framework would also address other
near term communications issues, such as e-mail
to physicians and how disclosures of risk information, if any, in the “subject” line should be addressed.
Longer term, Friede suggested that the co-alition
should take into consideration the develop-ment
and implementation by FDA of a rational legal,
regulatory, and policy approach to social media
more generally. “Developing and articulating that
framework should be part of the group’s longer
term conversations and objectives,” Friede said.
With respect to strategic planning, Friede says the
coalition will need to consider the array of paths
that can be pursued in seeking to affect FDA
policy, for example.:
• Developing a comprehensive written
submission to FDA (a) setting forth why the
interpretation by the Division of Drug
Marketing, Advertising, and Communications
(DDMAC) in the NOVs is wrong as a matter of
current law and misguided as a matter of FDA
(and public health) information policy and (b)
proposing an alternative paradigm for FDA
regulation of fair balance disclosures in
sponsored links, banner ads, e-mail to
physicians and consumers, and other similar
communications techniques.
• Developing complementary submissions to
other agencies, such as the FTC’s Bureau of
Consumer Protection that has historically
exhibited a greater appreciation than DDMAC
for the public health benefits of rational
information dissemination policies.
• Pursuing and participating in meetings at FDA
and elsewhere to advance the coalition’s
arguments, e.g. with DDMAC, FDA’s Office of
Chief Counsel, Senior Management in the
Center for Drug Evaluation and Research, the
FDA Commissioner’s Office, and possibly at
HHS and the White House.
• Filing a formal Citizen Petition asking FDA to
adopt a comprehensive proposed approach
that the coalition would develop, articulate, and
fully support factually and as a matter of law,
regulation, and public health policy.
Friede left open the option of pursuing a legislative
approach, which could be pursued by aligning with
groups that have been influential in prior legislative
debates about FDA advertising regulation.
© 2009 VirSci Corporation (www.virsci.com). All rights reserved.
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The Reasonable Man Standard
During a Pharma Marketing Talk audio interview
(see ), Friede mentioned the newly released FDA
guidance on “Presenting Risk Information in
Prescription Drug and Medical Device Promotion.”
"It is true that FDA in the Draft Guidance officially
adopts the 'reasonable man' standard for interpreting advertising and promotional claims,” said
Friede. “And the agency also says that in
interpreting advertising it attends to the First
Amendment. Both are nice and long overdue.”
Friede, however, blasted FDA's right to define
"reasonable man" without any external input from
stakeholders. “FDA continues to aggrandize entirely to itself the right and the ability to decide what
the 'reasonable man', whether physician or consumer, understands in the context of any given
promotional piece,” said Friede.
FDA does not use the term "reasonable man," but
the more politically correct and accurate "reasonable consumer" or "reasonable consumer standard." FDA cites the FTC definition of this
standard:
"[W]e examine the practice from the perspective of a consumer acting reasonably in
the circumstances. If the representation or
practice affects or is directed primarily to a
particular group, the Commission examines
reasonableness from the perspective of that
group."
Friede pointed out that "by contrast, the FTC's
Deception Policy Statement, from which FDA
explicitly borrows the 'reasonable man' standard,
acknowledges that except when the claim is
explicit on its face, the Commission will usually
consider consumer survey evidence in determining
what meaning to ascribe to the advertising.”
"FDA's apparent unwillingness to consider anything but its own views in determining what the
‘reasonable man’ thinks suggests that adoption of
that standard may amount to nothing more than
elevation of form over substance,” said Friede.
“And it belies the agency's professed attention to
the First Amendment."
Friede is in favor of crafting a response from his ad
hoc coalition that hinges on the concept of "reasonable man." He argues that when the "reasonable
consumer standard" is properly applied in the case
of Adwords, for example, the result is that "people
understand that if they have an interest in learning
the information, they simply click on the link [in the
Adword].
Continues…
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There's a more than credible case to make that the
linked information—the information on the landing
page—should be considered a component of the
advertising and not distinct from it," said Friede in
my interview (find link to podcast below).
This is akin, says Friede, to print ads where the
complete prescribing information appears on the
back side of the ad.
The FDA, however, seems focused on the main
part of the advertising piece and NOT what's on
the back of a print ad and, by extension, not what's
on the landing page of a Web ad. It cites an example of this on pg. 5 of the Guidance using language from a fictitious print ad. FDA clearly is
concerned in this case that the risk information is
included on the promotional page and is presented
in a manner comparable with the benefit information.
If you consider an Adword to be similar to a print
ad in a magazine, then you might interpret the FDA
guidance to mean that Adwords must also contain
risk information that is comparable to the benefit
information in the Adword.
Real Problem is Lack of New Media Guidance
But that brings us to another problem that Friede
also talks about: the problem of interpreting what
the FDA thinks about Internet ads based on its
guidance for print and TV ads.
"FDA is applying the same rules to all promotional
communications regardless of the medium," says
Friede. "This is a serious problem in the context,
particularly, of new media, which has different
technological capabilities and limitations."
Friede, IMHO, is a "reasonable man" and we
should listen to what he says.
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Junk Hides the Gems
By John Kamp, Executive Director, Coalition
for Healthcare Communication
The new leadership at FDA has an opportunity
to take a fresh approach to the current media
environment and the health information
seeking patterns of both doctors and patients.
Industry efforts such as those suggested by
Friede are needed to help FDA find this new
regulatory pathway.
FDA's current marketing rules primarily focus
on the FDA label for each drug. This focus may
have been appropriate when adopted during
the era of Dr. Marcus Welby, but FDA
marketing regulation has lost its edge in the
age of Obama and Web 2.0.
If FDA wants its drug marketing rules to matter
to the increasing number of doctors and
patients who use the Net as a source of
information, FDA is going to have to create
rules that support and enable more FDA
regulated information on the Net. The 14 letters
on search advertising had the opposite effect.
Much information now available on the Net is
unreliable, if not outright dangerous. For more
FDA regulated, reliable information to be
available, FDA must aggressively suppress the
bad while enabling the good. That will require
closer cooperation with the FTC to bring
effective enforcement against the sellers of
snake oil, and new, clear guidance to the
industry to support more and better FDA
regulated information. FDA must forsake the
old model that fears industry supported
information, and instead embrace and foster it.
Otherwise, the junk hides the gems.
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Towards a Rationale
FDA Policy Addressing
the Internet and Social
Media
Arnold Friede talks about organizing a collective response from
representatives of the pharma industry to FDA's
recent enforcement initiative on the use of sponsored links in search ads and more generally, on
FDA's overall approach to regulating social media
and the Internet.
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