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n this age of patient empowerment, patients are 
going to the Internet first when they initially seek 
information about medical conditions and pro-
ducts (see “The Empowered Patient: What It 

Means for Pharma”; PMN Reprint #84-02; 
http://bit.ly/9brOD). According to Manhattan 
Research, more consumers used the Internet for 
health information than used their doctor in 2008. 
Social media sites, where people can meet and get 
advice from other patients and consumers, are 
growing rapidly and use of “Health 2.0” content has 
doubled in the past year, according to Manhattan 
Research. 

“We are moving from an era of communicating to 
consumers toward communicating with them,” said 
Meredith Abreu Ressi, Vice President of Research 
at Manhattan Research. She was speaking at the 
recent 2009 DTC National conference where she 
presented results from the Cybercitizen Health™ 
v8.0 Study.  

But pharmaceutical companies are timid about 
exploiting social networks where communicating 
with consumers (and physicians) is the raison 
d’etre. Abeu Ressi and other experts cite the lack 
of guidelines from the FDA as a major reason for 
pharma’s timidity (see “Socially Challenged 
Pharma”; PMN Reprint #84-03; 
http://bit.ly/11tWRJ).  

The 14 Letters were No April Fools’ Joke! 
There is no better example of why FDA needs to 
issue guidance on the use of the Internet by 
pharma-ceutical companies than the recent 
issuance of 14 letters by the FDA citing violations 
related to paid ads on search engine sites such as 
Google. At issue was the so-called “one-click rule,” 
which many pharmaceutical companies assumed 
was acceptable by the FDA (see pg 3).  

It turns out that the old adage about “assume”—ie, 
it makes an “ass” out of “u” and “me”—is very 
appropriate in this case because both pharma-
ceutical advertisers and the FDA were caught 
looking like “asses” in reports circulating in the 
media and on blogs.  

On April 1, 2009, just one day BEFORE news of 
the letters broke and FDA finally put the press 
release (dated March 31, 2009) on its web site, 
another, albeit fake, FDA press release was posted 
to Pharma Marketing Blog and republished on 
several other blogs, including Drug Wonks, which 
is widely read by pharmaceutical executives. The 
fake press release claimed that “FDA Issues First-
ever Draft Guidance on Pharma’s Use of Social 
Media!” (see http://bit.ly/bkey). Within minutes of  

my posting a notice of this on Twitter, hundreds of 
visitors flocked to Pharma Marketing Blog to read 
the amazing news.  

“The draft guidance,” said the fake press release, 
“provides (1) a simple method by which sponsors 
can insert a notice about reporting adverse events 
in their posts to social media sites, (2) ‘safe harbor’ 
conditions that relieve manufacturers of responsi-
bility for reporting adverse events they may hear 
about on social media sites, and (3) advice for 
manufacturers on the types of branded and un-
branded communications that fall under the rules 
set forth in the guidance.” 

Importantly, the fake press release also gave a 
credible reason why FDA should help pharma 
companies navigate FDA regulations by providing 
guidelines. It quoted Jean Ah Kang, special 
assistant to director Tom Abrams, as saying "More 
and more patients are seeking health information 
online and through social networks of their peers. 
The FDA's new guidance will help empower these 
patients with accurate information from manufact-
urers rather than relying upon unsubstantiated 
claims made by anonymous online sources.” 

An Unmet Need 
Why were so many people fooled even when Ah 
Kang was quoted in the press release as describ-
ing social media as “way cool!”? Many people 
wanted to believe that FDA finally was issuing 
guidance because the time is right. In fact, the time 
may also be near! 

Regulatory executives from several pharmaceutical 
companies have been meeting and discussing 
guidelines on how the drug industry can take 
advantage of social media for marketing and other 
healthcare communications purposes. The FDA 
has been involved as well, at least as observers. 
You’ll often find them attending digital pharma 
conferences these days, quietly sitting at the back 
of the room, listening. 

FDA, Tear Down This Wall! 
Lack of Internet guidance from the FDA sustains a 
“wall” between the Internet and pharmaceutical 
marketers. This was discussed at the recent Social 
Pharmer Boston “Unconference” organized by 
Shwen Gwee, author of Med 2.0 Blog and Leader 
of New Media Initiatives at Vertex Pharmaceut-
icals. At that meeting, Josh Bernoff, co-author of 
the book "groundswell - winning in a world trans-
formed by social technol-ogies" and Principal 
Analyst at Forrester Research, actually charac-
terized FDA as a wall between pharmaceutical 
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companies and consumers (see 
Figure 1; also “Report from the 
Social Pharmer ‘Unconference’”; 
PMN Reprint #84-04; 
http://bit.ly/COKoH).  

Call for Public Hearing 
Perhaps there are many people—
even within the FDA—who want to 
see this wall perpetuated indef-
initely. But I am not one of them. 
That is why I have called on the 
FDA to convene a public hearing 
where it can get a well-rounded 
picture of the importance of the 
Internet—and especially social 
media—in improving the health 
literacy and well-being of patients. 
That is the best basis upon which 
to develop draft guidance for use 
of the internet by pharmaceutical 
marketers. 

For too many years the FDA has neglected to 
issue guidance to the pharma industry on how it 
will enforce its regulatory authority over Internet-
based promotions. Instead, FDA seems to depend 
entirely on formulating policy by issuing warning 
letters. In contrast, FDA has often issued specific 
guidance with regard to TV and print ad-vertising. 

The FDA defends its lack of Internet guidance by 
saying that the same principles apply to the Inter-
net as apply to other media. That argument is not 
rational nor is it an extension of how the FDA treats 
other media, such as broadcast TV. 

The FDA, for example, has long recognized that 
there are limitations inherent in a 60-second TV 
commercial that required it to issue guidance on 
how to comply with fair balance regulations when 
using that medium. Similarly, there are limitations 
inherent in a 70-character Google adword. Yet the 
FDA refuses to issue any specific guidance for the 
use of adwords by pharma marketers. 

Let's continue to focus on adwords as just one 
specific example of how lack of guidance from the 
FDA has caused problems. 

Lessons Learned from the “One-Click Rule” 
Without specific guidance from the FDA, pharma 
marketers came up with their own rules for how to 
use adwords and remain compliant with FDA 
regulations. One such "rule" was the one-click rule 
(see “The ‘One-Click Rule’: Rant or No Rant?”; 
http://bit.ly/zwRcO). The recent issuance by FDA of 
14 letters against that practice, however, proved 
how slippery the slope is when pharma marketers 

are left without specific guidance on what's accep-
table and what's not acceptable on the Internet. 

Now, pharma marketers have come up with an-
other "rule" or work-around: the use of "redirect" 
URLs in adwords (see “The Next FDA Concern 
May be the Use of ‘Redirect’ URLs”; 
http://bit.ly/WJvWe). The question remains, 
however, how will FDA interpret this practice in the 
future? Is FDA right now drafting warning letters 
against this practice? 

There are probably many other examples that 
could be cited demonstrating how the Internet is 
unique from other media and deserves special 
guidance from the FDA. This is especially true 
when considering Web 2.0 applications such as 
social media. 

We may not know all the possible unique ways in 
which pharma marketers can get into regulatory 
trouble on the Internet. It's possible that the FDA 
itself cannot foresee all these gray areas. Maybe 
that's why it is reluctant to issue guidance. 

Lack of Knowledge is No Excuse 
However, lack of knowledge of new technology 
and how it is being used by consumers, pharma-
ceutical marketers, health professionals and other 
stakeholders should NOT be an excuse for FDA's 
lack of guidance in this area. 

That is why it is necessary for the FDA to convene 
a PUBLIC HEARING where ALL stakeholders can 
participate in a discussion of the issues and pro- 

Figure 1. The FDA Wall. Source: “How To Do A Social Application In 
Life Sciences Without Getting Fired”; http://bit.ly/tGZTt  
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vide the FDA with a good understanding of the 
Internet as it exists today and tomorrow. That un-
derstanding and knowledge can then be the basis 
for issuing guidance that will allow the pharma-
ceutical industry to contribute to the conversation 
online. 

More and more patients are seeking health infor-
mation online and through social networks of their 
peers. Guidance from the FDA on the use of these 
media by pharmaceutical companies will help em-
power these patients with accurate information 
from manufacturers rather than relying upon un-
substantiated claims made by anonymous online 
sources. 

There is a Precedent 
I propose, therefore, that the FDA convene a 
public hearing similar in structure to the public 
hearing it convened in 1996 (see “FDA and 
Internet”; http://bit.ly/1RQ8n). At that hearing 
dozens of experts were organized into several 
panels and participated in Q&A sessions with 
representatives from the FDA and attendees. 
Panelists included representatives from organ-
izations such as the following: 

• Advertising Agencies 
• Consumer Advocacy Groups (eg, AARP, 

Public Citizen, etc.) 
• Health Web Sites 
• Interactive Media Agencies 
• Legal Firms 
• Medical Communications Companies 
• Medical Journal Publishers 
• Medical Journalists 
• Pharmaceutical Companies 
• Physician Organizations (eg, American 

College of Cardiology) 
• State Attorneys General 
• Technology Companies 

Any public hearing today would have to include 
health and medical bloggers and other citizens 
engaged in social media that reaches out to 
patients and consumers. It would also have to 
include technology companies that did not exist in 
1996 (eg, Google!). 

A Clear Path Needed 
Neither Bernoff nor any other social media pro-
ponent expects the FDA to get completely out of 
the way. Instead, FDA must show pharma a clear 
path around the wall, which should only inhibit the 
"bad guys" from getting through. Right now, how- 

ever, some "bad guys" have a clear path to social 
media to promote all sorts of elixirs and worthless 
information about dangerous products. 

How can FDA help pharmaceutical companies 
provide useful, balanced product information via 
social networks? Guidelines, guidelines, guide-
lines! Guidelines are the path around the wall. 

But there are many possible paths around the 
wall—not just any path will do. It must be the 
correct path and especially a path that EMPOW-
ERED PATIENTS—part of the groundswell that 
INVENTED social media—decide is appropriate or 
at least acceptable. Consumers want to help, but 
not if they are kept out of the loop when it comes to 
developing the ground rules of engagement. 

That is why I believe a PUBLIC HEARING that will 
include patient advocates and other stakeholders 
is important BEFORE FDA and the drug industry 
decide among themselves what the path will be. 

If guidelines are developed with input from all 
stakeholders, the drug industry will begin its jour-
ney around the wall and find the citizens there 
greeting them with flowers, not roadside bombs! 

Opinions on FDA Public Hearing 
Do you agree that the FDA should seek public 
participation BEFORE issuing guidance? That was 
the main question posed in a recent Pharma 
Marketing News survey that collected 129 respon-
ses since the survey was started on 2 April 2009 
(take the survey here: http://bit.ly/qatrr).  

This survey presented respondents with several 
different procedures the FDA could follow to 
develop guidance for the use of social media for 
the promotion of drugs and other medical products 
it regulates. These are: 

1. Before issuing and draft guidance, FDA 
should convene a public hearing in which 
ALL the stakeholders can put on record their 
suggestions and concerns. 

2. FDA should consult privately with drug 
companies and then issue draft guidance 
open for public comments according to 
normal rulemaking procedures. 

3. FDA, without ANY prior consultation with 
drug companies, should issue draft guidance 
open for public (including industry) com-
ments as per normal rulemaking procedure. 

4. If FDA solicits public comments—no matter 
in what fashion—it should publish ALL the 
comments it receives. 

Continues… 
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As noted above, the FDA often convenes public 
hearings, which may or may not be followed by 
guidelines that use the hearings as information 
sources. The FDA, however, is NOT obligated to 
convene such public hearings. "Before FDA pre-
pares a draft of a Level 1 guidance document,” 
says the FDA web site, “FDA can seek or accept 
early input from individuals or groups outside the 
agency. For example, FDA can do this by partici-
pating in or holding public meetings and work-
shops." “Can” does not mean “will always.” To be 
even more explicit: “FDA will not seek your com-
ment before it implements a Level 1 guidance 
document if the agency determines that prior 
public participation is not feasible or appropriate.”  

Many respondents to the PMN survey agree that it 
is “appropriate” for the FDA to have public partici-
pation in issuing guidance for use of the Internet 
and social media by pharmaceutical marketers. In 
fact, PhRMA also called for a public process. "FDA 
should initiate a public process, which could take 
the form of a meeting or draft guidance, rather than 
regulating by warning letter in an area where there 
is now a lack of clear standards," said Jeffrey K. 
Francer, Assistant General Counsel, PhRMA. His 
comment was made during a recent 45-minute 
ePharma Pioneer Club conference call hosted by 
Pharma Marketing News. The subject of the call 
was “Overcoming Barriers to Pharma's Engage-
ment in Social Networks.” Listen to the podcast 
archive here: http://bit.ly/2lPG2K.  

Survey Results 
The great majority (79%) of respondents to the 
survey are employed at pharmaceutical companies 
(23%) or at agencies that have pharmaceutical 
clients (56%). Eighty-eight percent (88%) of 
respondents were from the U.S. See Figure 2, 
below, for more information about respondents. 

Survey respondents overwhelmingly supported 
some kind of public process to inform the FDA 
about the Internet and social media (see Figure 3, 
pg 6). Eighty-nine percent (89%) of ALL respon-
dents (93% of pharma respondents vs. 87% of 
agency respondents) agree strongly or somewhat 
that before issuing any draft guidance, FDA should 
convene a public hearing.  

Respondents were much more divided on the 
alternative process whereby the FDA would con-
sult privately with pharmaceutical companies and 
then issue draft guidance for public comment. Fifty 
percent (50%) of ALL respondents were in favor of 
this option and 26% were not (54% of agency 
respondents and 66% of pharma respondents 
favor this approach, whereas only 28% of “other” 
respondents were in favor). See Figure 4, pg 7. 

Best of Both Worlds 
The lone “Current or former FDA or other govern-
ment health agency employee or staffer” survey 
respondent strongly supported the public hear- 

Figure 2. Profile of Survey Respondents and Support for Industry. “Agency” includes any marketing/marketing 
research/advertising/communications agency/company/consultancy having pharmaceutical companies as clients. 
“Other” includes several academic/student respondents plus 1 current or former FDA or other gov’t official. 
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ing option and was neutral regarding the public 
comment option. “Hold a similar two-day public 
hearing, then publish a draft guidance for a 90 day 
comment period,” commented this respondent. 
“Use the APA [Administrative Procedure Act] 
procedures.” This would be the best of all worlds. 
See “Guidance for FDA and Industry: Direct Final 
Rule Procedures” (http://bit.ly/PuvZa).  

No matter in what fashion the FDA solicits com-
ments—whether it be by public hearing before 
issuing guidance or collecting comments on draft 
guidance or both—79% of ALL respondents agree 
that all comments should be published by the FDA 
(76% of pharma respondents and 79% of agency 
respondents agree). 

Figure 3. Summary of Survey Responses. See also Figure 4, pg 7. 
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A Moving Target 
Several respondents provided comments to ex-
plain their responses. A few suggested that the 
Internet and social media present the FDA with a 
“moving target” that would be difficult to keep up 
with. “Biggest fear of all, is that a governmental 
body is controlling and regulating a space that they 
know nothing about. (Online advertising and 
marketing.)” commented an anonymous agency 
person. 

“Whatever decision is made, these guidelines will 
be spread widely among many, many other 
industries and quoted in the press just as often,” 
said Susan Stipa, VP, Pharma Biotech, Devine + 
Powers. “Let's drive for the definitions of ‘social 
media’ to be clearly described without being too 
narrow & restrictive. The guidelines need to look 
out at least 2-3 years and grant a high level plat-
form from which to make/guide future decisions. 
Given the speed in which this tech develops and 
moves the comments to draft will be outdated by 
the time Twitter multiplies its users by another 
1000X!” 

“The FDA first needs to accept that Web 2.0 is a 
‘brave new world’ and it cannot be restricted by 
current FDA regulations,” said Michael Liebowitz, 
VP Group Copy Supervisor, Cline Davis & Mann. 

“The agency needs to be flexible 
in its decisions on matters such as 
fair balance placement. It would 
be interesting to see where the 
FDA currently stands on Web 2.0, 
per #3 above [see pg 4], but I 
wouldn't want that draft to be 
considered as the law. Also, I 
would like to see the FDA issue 
fewer blanket regulations and 
treat some things on an ‘as need-
ed’ basis. New ways of delivering 
a message are created every day 
and any new regulations would be 
outdated very quickly.” 

“A lot of this can resolved easily if 
all sides are involved right at the 
start and all parties involved are 
on the same page,” commented 
an anonymous agency person. “I 
think this is going to be an issue 
that changes and evolves at a 
much faster rate than any pre-
vious advertising regulatory 
concern the FDA/PhRMA has 
faced, which is going to require 
some major pre-planning and a lot 
of cooperation.” 

The Skeptics 
While the majority of respondents were in favor of 
FDA calling for a public hearing, there were those 
who were skeptical (see box on pg 8 for the truly 
skeptical). “The FDA has to make a judgment call 
on how best to proceed but given their regulatory 
‘culture’ as well as mission,” said Kelley Connors, 
President, KC Healthcare Communications. “I 
would not expect them to operate outside of the 
traditional unless patients (not pharma) get involv-
ed through advocacy groups.” 

Mark Gleason, Managing Partner, HyGro Group, 
Inc. didn’t think any new FDA guidance was 
necessary at all and suggested that the industry 
should develop its own internal guidelines, which 
would be voluntary. “Social networking commun-
ication that is produced by pharma is commercial 
speech and the guidelines on the industry’s obli-
gations are pretty clear,” said Gleason. “Adverse 
event guidance is part of the MedWatch guidelines 
and that is pretty clear. The industry managed to 
figure out how to do a website, eDetailing, etc. 
without guidelines. How is it the industry is in-
capable of developing their own internal guid-

Figure 4. Survey Responses. Options for Public Comment. The bottom 
option is a very typical method of obtaining public comment and is 
probably the option that PhRMA prefers. 
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What Good Can Come from a Public FDA Hearing on Social Media? 
From Pharma Marketing Blog by John Mack 
 

"The reality of that actually happening is very small..." 

"Does the public even want to talk with pharma companies?" 

"If the FDA opened hearings to the public they would get an earful of what 
they don't want to hear or acknowledge..." 

"Another reason the FDA is not going to get into social media as a 
marketing tool is that the evolution of social media is continuing at a very 
fast pace..." 

"...at this time I'm sure the FDA wants to try and head to calmer waters." 

"With an anemic forecast for pharma sales for 2009 and more layoffs 
expected I also can't see pharma hiring more people to manage online 
social media initiatives." 

Wow! Fellow blogger Rich Meyer really dissed my call for a public hearing hosted by 
FDA on use of social media (or Internet in general) by pharmaceutical companies in his 
post "Why the FDA will not conduct a public hearing on social media." 

Never mind that 88% of respondents to a survey agree that before issuing any draft 
guidance on the use of the internet by pharmaceutical companies, FDA should convene 
a public hearing in which ALL the stakeholders can put on record their suggestions and 
concerns. That includes 63% who "strongly agree." Even 56% of US Pharma 
respondents strongly agree! 

What Rich fails to see is that the pharmaceutical industry is getting into social media 
marketing whether consumers want a conversation with pharma or not. And the 
industry is devising its own guidelines behind closed doors WITHOUT any input from 
patients, consumers, physicians, or other stakeholders. 

And whether or not the FDA wants to hear it or will even develop guidelines for the 
industry, a public hearing will inform them, the drug industry, and ourselves about how 
the public views pharma's entry into THEIR world! 

I will also remind Rich that the last time the FDA held a public hearing on the Internet a 
lot of good came from it even though the FDA did not issue specific internet guidelines. 

One result of that hearing was the birth of a grassroots coalition I helped organize to 
develop a set of ethical principles guiding the use of the Internet for health information. 

But because the FDA did not issue specific guidelines left the drug industry able to read 
the tea leaves and come up with their own interpretation of what was within 
regulations and what was not. The folly of that was demonstrated when the FDA issued 
its "14 letters." 

Rich is right that the Internet is evolving at a very fast pace. But that is NO reason not 
to have a public hearing. In fact, it is the BEST reason to have such a hearing now. 
Only the FDA can do this in order for the results to be heard round the world. All our 
little Tweetups and white papers won't amount to a hill of beans because it is just the 
industry and its agents speaking for the public, not with the public! 
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ance that is compatible with commer-cial speech 
and MedWatch regulations?” 

Gleason also suggested that proponents of social 
media have not made a case for social media 
return on investment and it may take years for 
pharma to really require guidance. “As most of the 
proponents of social networking have been rela-
tively ineffective at demonstrating the economic 
benefits for most applications, it won't attract the 
manpower and investment for it to become a stan-
dard marketing tool,” said Gleason. “Remember, 
eDetailing took years and clear ROI outcomes to 
gain a level of adoption.” 

“I think there is a general trend toward trying to 
regulate (control) the Internet. I think that such an 
objective is like 'trying to put gates on an open 
plain',” said an anonymous Health Web Site 
respondent. 

Alternatives to a Public Hearing 
While some respondents were skeptical, they also 
thought of new ways to bring this issue to the 
pubic. “I'm wary that this public forum model didn't 
work previously in 1996 (no new guidelines were 
issued). What has changed?” asked David 
Stevens, Director of Innovation, eMedFusion.  

Stevens, nevertheless, offered a new approach. 
“Ideally, the FDA ought to position this important 
question in the form of both a live hearing and an 
online forum. I realize the latter would be ironic, 
but, I believe, effective. To be effective, this en-
deavor really ought to be pushed by patient organ-
izations. Ultimately, this is all about better patient 
outcomes. If we marketers are seen as the drivers, 
we're doomed.”  

Jan Heybroek, President, The Arcas Group also 
had a similar idea. “The FDA should harness the 
power of the internet and especially embrace the 
use of social media to solicit input and feedback on 
their plans,” said Heybroek. “It would be a great 
showcase and could point to the thinking of the 
FDA in practice.” 

“FDA should have the ability to equitably meet with 
multiple stakeholders with differing perspectives 
even if these are not public meetings,” said John 
Murray, President/Principal, Regulatory Contract-
ing and Consulting, LLC. “It is unlikely that a simple 
public meeting or even a series of them will be 
adequate to inform policy. The process, however, 
must be transparent.” 

FDA Just Too Stubborn to Issue Guidance? 
“Based on Mark Senak's recent DDMAC interview, 
I don't believe the FDA will issue a guidance at all,”  

said Mellissa Shepherd, a patient recruitment 
professional. “It firmly believes its existing guide-
lines cover online advertising. It's actually a pretty 
smart decision. By not making a decision, it doesn't 
have to keep up with the ever-changing online 
environment and can issue "warnings" as it sees 
fit. Now, is that the best way to manage the situ-
ation? I don't think so. But it appears as though 
that's the direction the FDA is heading.” 

Other respondents just think the FDA should 
proceed as it does in other cases because social 
media does not warrant special attention. “FDA 
should approach this issue the same way they do 
for other topics,” said an anonymous consumer 
respondent. “Social media use does not warrant 
special processes, special consideration, or special 
procedures. FDA's goal is to keep the public aware 
of potential safety concerns that Pharma and 
advertising agencies tend to gloss over or hide in 
efforts to get product use.” 

Dmitriy Kruglyak, CEO, Trusted.MD Network 
reminds us that it’s just not about social media to 
begin with. ““This should not be about ‘social 
media’ but about ALL aspects of Internet mar-
keting, social or not,” said Kruglyak. “Search and 
banner ads for example are not social media. I am 
most concerned about the uninformed and irre-
sponsible attitude taken by FDA with warning 
letters to search marketers. I believe the pharma 
marketing community needs courage to confront 
FDA head on.” Kruglyak foresees a “witch hunt” on 
Internet marketing (see http://bit.ly/8y4SZ).  
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