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Agenda
• Introduction and Overview

– Matt Malloy (Associate General Counsel, The Procter & Gamble 
Company)

• FDA Perspective
– Dan Kracov (Partner, Arnold & Porter)

• Industry Perspective
– Jeff Francer (Associate General Counsel, PhRMA)
– Robert Pineda, (Assistant Counsel, Regulatory, Merck & Co., 

Inc.)
• FTC Perspective

– Rich Cleland (Assistant Director, Division of Drug Advertising 
Practices, Bureau of Consumer Protection, FTC)

• Faculty Round Table



Internet Communication Tools

• “Conventional” internet promotion
– Product, company websites
– Banner and other online advertisements
– Promotional e-mail

• Online personal promotion (E-Detailing)
• Paid search advertisements, keyword 

advertising
• Social media



What is Social Media?
• From Wikipedia – “Information dissemination through 

social networks using highly accessible and scalable 
publishing techniques”

• AKA - “Social media is people having conversations 
online”

• Contrast with industrial media (e.g., TV, radio, 
newspapers)

• “User-generated content” (UGC) predominates
• Inherently participatory, with an emphasis on social 

networking



Key Aspects of Social Media

• A dialogue, not a monologue
• Authenticity is valued – reflects a distrust 

of conventional advertising, and more faith 
in the recommendations of others

• Accelerated timing - often happens in real 
time



Examples of Social Media

• Social Networks (MySpace, Facebook)
• Blogs, Micro-blogs (Twitter)
• Online chat
• Podcasts
• Discussion, message boards
• Media sharing (YouTube, Flickr)
• Collaboration (Wikipedia)
• Virtual worlds (Second Life)



Source:  http://www.fredcavazza.net/files/Q2-08/SocialMediaLandscape.jpg

http://www.fredcavazza.net/files/Q2-08/SocialMediaLandscape.jpg


Growth of Social Media

• How many of you trust your friends and relatives 
more than advertisers?

• How many of you go online to research products 
or read reviews before you buy an item?

• How many of you read a blog on a regular 
basis?



Growth of Social Media
• Among online activities, visiting social media 

sites is now more popular than e-mail
• Time spent on social networks is growing at 3x 

the overall internet activity rate
• Facebook reports over 300 million active users 

(and the fastest growing demographic is age 
35+)

• Generation Y (the offspring of Boomers) average 
> 16 hours per week online, and 96% of them 
have joined a social network



Does Business Care about 
Social Media?

• Across U.S. advertising industry, spending on New 
Media was about 16% of all marketing spending in 2008; 
forecast to increase to 27% ($160 billion) by 2012

• Potential consumers are moving there, rapidly
• Opportunity to create consumer advocates – the viral 

aspect of social media may make it more cost-effective 
than traditional means of promotion

• Concern about market fragmentation



Should the Pharmaceutical 
Industry Care?

“For companies, resistance to social media is futile.

Millions of people are creating content for the social Web.

Your competitors are already there.

Your customers have been there for a long time.

If your business isn’t putting itself out there, it ought to be.”

BusinessWeek, February 19, 2009



Pharma Companies Are Already 
Involved with Social Media

• Proactively
– Sponsoring patient support communities – for both products 

(branded) and disease states (unbranded)
– YouTube videos

• Passively
– Pharmaceutical products (and companies) are the subject of 

online discussions
– Social media is unavoidable (e.g., Google Sidewiki)





Regulation of Social Media

• It’s not the medium, it’s the message
• The message may be regulated by FDA or FTC
• Other who may care

– State governments, AGs
– Competitors
– Plaintiffs bar

• Pharmacovigilance obligations – aka, even if 
you aren’t talking, you may have to listen



Other Legal Considerations
• Intellectual property rights

– User-generated content can implicate copyright, 
patent, trademark, publicity and other IP rights

• Privacy laws
• General advertising and commercial speech law

– Claim substantiation
– Defamation, obscenity law

• Promotion partners (e.g., new media advertising 
agencies) are often legally unsophisticated



Is Internet Promotion Different?
• Little formal guidance from FDA, but some 

enforcement action
• Even outside the pharmaceutical industry, the 

law often lags the technology
• Not much evidence to date that FDA sees any 

difference with internet communications (aka, it’s 
the message, not the medium)

• Will there be special accommodation for social 
media?

• Stay tuned…





FDA’s Developing Approach to the 
Internet and Social Networking 

Communications

Dan Kracov
Arnold & Porter LLP
Pharmaceutical Regulatory 

 
and Compliance Congress
November 11, 2009
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FDA and Online Promotion
• Not a new issue –

– FDA Part 15 Hearing on Advertising and Promotion 
on the Internet held on October 16, 1996

• Included discussion on “Internet Chat Rooms and News 
Groups” and “Website Linkages”

• The  technology -- and societal/business role of 
the Internet -- has obviously evolved since then, 
but an Internet-specific regulatory approach has 
not been adopted    
– See FDA Risk Communication Draft Guidance (May 

2009) 
• The Agency applies the same principles of risk disclosure 

“…to all promotional pieces, regardless of the medium 
used…”
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FDA and Online Promotion

• When is online content labeling and/or 
advertising from an FDA perspective?

• When does it constitute evidence of intended 
use of a product?

• When does it trigger regulatory responsibilities 
(e.g., correction, reporting, etc.)?
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Potentially Relevant Policies/Guidance

• Reminder Ads
– Includes name of product but does not include the indication(s) or other 

representations or suggestions relative to the drug product
– Not for products with boxed warnings
– Not in conjunction with help-seeking ads

• Guidance on Consumer-Directed Broadcast Advertising of 
Prescription Drugs and Biologics
– “Major Statement” of product risks
– “Brief Summary” or “Adequate Provision”

22



YouTube

• September 25, 2008 Warning Letter to Shire 
Development, Inc. Regarding Adderall XR®

– Video testimonial featuring Ty Pennington – “talk about an 
Extreme Makeover, I’m like living it.”

• Shire acknowledged involvement in the development and 
dissemination of the video (also a version on the Adderall XR 
website)

• Not submitted to FDA under Form 2253
• Omitted important risk information
• Broadened the indication by suggesting unapproved uses
• No substantial clinical evidence of effect on cited behaviors and 

feelings
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Sponsored Links
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Sponsored Links (cont’d.)
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Sponsored Links (cont’d.)

• 14 Notice of Violation Letters (dated March 6, 
2009) Citing Sponsored Links on Internet 
Search Engines (e.g., Google) as Misbranding 
Violations
– The links “[m]ake representations or suggestions about… 

efficacy…but fail to communicate any risk information 
associated with the use of the product.”

• The fact that the sponsored link contains a link to the product 
website “does not mitigate the misleading omission of risk 
information from the promotional materials”

– i.e., no “one-link” rule
– Some products had boxed warnings in labeling
– Inadequately communicate full indication
– Failure to use the required established name
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Sponsored Links (cont’d.)

• Result of NOV Letters:
– Sponsored link exposures to U.S. Internet users 

immediately declined more than 59 percent (comScore, 
Inc. (October 1, 2009)

• From 10.5 million exposures during the week ending March 29 
to 4.3 million during the week ending April 5

– Fall continued over the next several months – 84 percent overall 
from March to June

• Are Patients Getting the Drug Information They Need?
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November 12-13, 2009 
FDA Part 15 Public Hearing 

• “Promotion of Food and Drug Administration- 
Regulated Medical Products Using the Internet 
and Social Media Tools”

• CDER, CBER, CDRH, CVM
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Internet Tools and FDA Regulation

• Meta-Tags (key words and search engine optimization)
• Blogs
• Microblogs (e.g., Twitter)
• Podcasts
• Social Networks and Online Communities (Facebook, 

MySpace, etc.)
• Video-sharing
• Widgets (e.g., on-screen tools)
• Wikis
• Sidewiki
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“No, I didn’t.  I never said there 
should be no government regulation.”



Questions? 

Dan Kracov 
Arnold & Porter LLP 

Daniel.Kracov@aporter.com 
(202) 942-5120
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