
Eleventh Annual Pharmaceutical Regulatory and 
Compliance Congress and Best Practices Forum 
October 20, 2010

Vernessa T.  Pollard
Arnold & Porter LLP

FDA Social Media Regulation and Enforcement: 
Emerging Trends and Guidelines for 
Pharmaceutical Manufacturers



Agenda

Social Media Overview
Regulatory Environment
– Recent FDA Enforcement

Emerging Social Medial Rules 
Compliance and Risk 
Management Strategies

2



Consumers rely on social media to make 
decisions about their health . . .  

3

Sources:
1: Jupiter Research, Online Health: Assessing the Risk of Social and One‐to‐One Media, February 2007.
2: iCrossing, How America Searches: Health and Wellness, January 2008. 
3: Envision Solutions LLC, Diving Deeper into Online Health Search, February 2007.

54 million U.S. consumers 

 
connect to others or to 

 
content created by others 

 
regarding health or medical 

 
information1

88% of the results from health‐

 
related searches contain user‐

 
generated content in the first three 

 
pages of the search results2

70% of consumers believe that
medical information provided by 

 
their  peers is credible, even if 

 
the peers are not medical 

 
professionals or experts3



Healthcare providers rely on social media to make  
treatment decisions . . .
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Source: Hall & Partners online survey of 411 physicians, May 20 and June 8, 2009; reported in American Medical News, January 11,

 

2010.

86% of U.S. physicians use
the Internet to gather 

 
health,
medical or prescription 

 
drug
information

71% start with a search 

 
engine (usually Google)

21% search for information 

 
while a patient is in the 

 
room



Social Media Present New Questions,  
Challenges, and Regulatory Risks 
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Many readers can publish their opinions on company messages

Readers may misinterpret Company comments and respond 
accordingly

Comments may be removed or edited, but responses may remain, 
removing context 

Space constraints (140 characters for Twitter; blogs have 
individualized comment restrictions) limiting use of warnings, 
contraindications, disclaimers or nuance

Comments posted on blogs or in response to a tweet may last forever 
(e.g., the Wayback Machine)



Emerging Questions for Regulated Industries 
Risk Information and Warnings
– Should warnings and risk information appear in summaries 

of search results? 
Monitoring and Defensive Blogging 
– Should companies monitor and post corrective product 

information on third party blogs? 
– Must companies monitor third party blogs for adverse 

events?
Engagement and Promotion
– Should companies contribute factual or scientific information 

to wikis, blogs, or hybrid sites that allow users to share or 
update content?

– Should employees engage in product-related discussions on 
social networking sites?

Disclosure Obligations 
– Must employees or representatives disclose their affiliations 

on social networking sites?
– What  are a company’s disclosure obligations when 

contributing content to scientific or informational  sites? 
6



Current State of Social Media Regulation

7

Regulators view social media as an extension of  
traditional media and generally apply the same rules
– FTC regulations prohibit unfair and deceptive trade practices 

(e.g., FTC Act § 5; 16 C.F.R. § 255.5 (endorsement rules))
– SEC regulations prohibit fraudulent statements and protect 

against the disclosure of nonpublic or misleading information 
(e.g., Regulation FD; Exchange Act Rule 10b-5)
FDA regulations prohibit false or misleading statements and 
require disclosure of warnings and risks (e.g., Federal Food, 
Drug, and Cosmetic Act (FDCA)  § 502; 21 C.F.R. Part 201)

But they recognize the need to adapt existing rules to 
address the unique challenges presented by social 
media



FTC and SEC Social Media Policies 
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FTC Guides Concerning the Use of 
Endorsements and Testimonials in Advertising, 
16 C.F.R. § 255(b) (2009)
– Require commentators to disclose company affiliations in blogs and other 

forms of social media
– FTC’s focus appears to be on advertisers, not endorsers

SEC Guidance on the Use of Company Web Sites, 
17 C.F.R. §§ 241, 271 (2008)
– “A company is not responsible for the statements that third parties post 

on a web site the company sponsors, nor is a company obligated to 
respond to or correct misstatements made by third parties.”

– The company could, however, be responsible under the “adoption theory” 
or “entanglement theory” if it adopts, endorses, or approves a statement.



FDA’s Social Media Policy?
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Public Hearing on Social Media, November  12-13, 2009
– See 74 Fed. Reg. 48083 (Sept. 21, 2009); Docket No. FDA-2009-N- 

044
FDA requested comments on:
– Risk Communications and Warnings

• Unique FDA logo for company-sponsored sites or FDA-approved content?
• Use of “roll-over” technology for accessing risk information?
• Limits on product promotions on twitter, mobile phone applications, or other 

media with limited space for risk information ?
– Use of links

• Uniform signal for risk information in sponsored links?
– Responsibility for third party statements 

• Limited to paid testimonials or authorized employee statements? 
– Adverse Event Reporting

• Adverse event monitoring/reporting obligations limited to information on 
company-sponsored sites?

FDA guidance expected in 2010



Current FDA Rules Will Influence 
Future Social Media Policy
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FDA has broad authority to regulate the content of 
product labeling as well as advertising for drugs and 
restricted devices

But there are Constitutional limits . . .
– Consumers have a right to receive information.  

• Virginia Bd. Of Pharmacy v. Virginia Citizens Consumer Council, Inc., 425 U.S. 
748 (1976)

– Government regulation of truthful, nonmisleading commercial speech 
must be narrowly tailored to achieve a substantial government interest. 

• Central Hudson Gas & Elec. Corp. v. Pub. Serv. Comm’n of New York, 
447 U.S. 557 (1980); Thompson v. Western States Med. Ctr., 535 U.S. 
357 (2002)

– Government may not restrict the content of non-commercial speech
• WLF v. Friedman, 13 F. Supp. 2d 51 (D.D.C. 1998)



Labeling and Advertising Must Be 
Truthful, Accurate, and Balanced 
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The FDCA prohibits the sale or distribution of “misbranded” products
– See 21 U.S.C. § 331 (listing “prohibited acts” including misbranding)

Misbranding can result from:
– “False or misleading” product labeling or advertising

• Statements that are factually true may be misleading, depending on how presented
• Claims and statements must be substantiated

– Non-compliant product packaging, labeling or advertisements
• Packaging, labels, and consumer information must contain required information
• OTC products must have “adequate directions for use”
• Risk/benefit  information must be presented in a fair and balanced manner

– Narrow exceptions for Rx products Ads (e.g., reminder ads, help-seeking ads)

FDA has broad enforcement discretion
– Heckler v. Chaney, 470 U.S. 821, 831 (1985) (FDA’s decisions regarding 

how or whether to exercise its enforcement authority are a matter of agency 
discretion) 



False and Misleading Statements also Restricted by 
the “Intended Use” Doctrine
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Intended use refers to the “objective intent” of the persons legally 
responsible for marketing the product, and is shown by

– Labeling (e.g., packaging, user manuals, medication guides, other information that is 
integral to a transaction or necessary to ensure safe use of the product)

– Promotional statements (e.g., advertising, sponsorships, or other activities intended to 
raise awareness of a business or product, or encourage the use or sale of a product 
(speaker, audience, surrounding content/graphics are important factors))

– Other statements made by or on behalf of the marker (e.g., securities registration, 
patent filings, testimonials, oral statements by sales reps, depictions of conduct or 
use)

– Actual knowledge of the marketer as to end user intent

Product-related speech may be evidence of a product’s “intended use” (e.g., 
evidence that a product is an unapproved drug)

– Wisconsin v.  Mitchell, 508 U.S. 476 (1993) (First Amendment does not prohibit 
evidentiary use of speech to establish motive or intent)

– Whitaker v. Thompson, 353 F. 3d 947 (2004) (FDA’s use of speech to establish a 
product’s intended use does not violate the First Amendment)
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Virtually all product-specific materials issued by a 
manufacturer or marketer are subject to regulation either 
as labeling or advertising

Press releases, direct-to-consumer broadcast 
advertisements, letters to physicians, reprints, sales force 
materials, slide decks, magnets, etc. may be labeling, 
advertising, or evidence of intended use

These principles apply to explicit and implied claims, oral 
statements, and third party statements adopted by a 
marketer

The “Message” Matters More Than The “Medium”



Recent FDA Enforcement Activities: 
Another Source of Guidance on Social Media?
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In the past four years, FDA has issued 
Untitled Letters and Warning Letters relating 
to promotional statements and other product-
related content in social media

The letters reflect FDA’s willingness to apply 
existing rules and requirements to product 
messages in social medial social media

However, FDA’s letters raise questions that 
remain unanswered 
– (e.g., how to address new technology/innovations 

not contemplated in the existing rules or letters?) 



Recent FDA Enforcement: 
Risk Information and “Facebook Share” Social Media Widget 

Recent Warning Letter demonstrates that FDA is applying to social 
media content the same rules it applies to promotional content in 
traditional media 
FDA stated that product-related content available through a “Facebook
Share” social media widget raised the following issues:

– Failure to reveal facts that are material in light of the representations made
– Failure to communicate risk information and therefore suggested that the product 

is safer than has been demonstrated by substantial evidence
– Failure to provide complete information about the product so as not to mislead or 

broaden its indication
– Representing or suggesting that a product is safer or more effective than another 

drug

Source Document: FDA Warning Letter to Novartis Pharmaceuticals Corporation (July 29, 2010), available at 
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/EnforcementActivitiesbyF 
DA/WarningLettersandNoticeofViolationLetterstoPharmaceuticalCompanies/UCM221325.pdf
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http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/EnforcementActivitiesbyFDA/WarningLettersandNoticeofViolationLetterstoPharmaceuticalCompanies/UCM221325.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/EnforcementActivitiesbyFDA/WarningLettersandNoticeofViolationLetterstoPharmaceuticalCompanies/UCM221325.pdf


Recent FDA Enforcement: 
Unbranded Disease Awareness and Third Party Sites
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Recent Warning Letter suggests that FDA may hold companies accountable 
for content on “unbranded” or  third party websites, blogs, etc. if links to 
those sites appear on the company’s website or evidence suggests an 
implied link 

Responsibility and liability may depend on factors such as:
– The number of connections between the “unbranded”/third party site and the 

company site;
– The degree to which the company controls or funds the third party site; 
– The degree to which the linked site is integrated with the company messaging 

and products (e.g. color schemes, references, etc.); and
– Whether the linked site focuses exclusively or primarily on company products.

The more interdependent or integrated the two sites, the greater the 
likelihood that FDA will consider the third party site to be labeling or 
advertising and hold the company responsible for its content – even 
despite pop-up disclaimers. 

Source Document: FDA Warning Letter to Novartis Pharmaceuticals Corporation (April 21, 2010) available at, 
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/ucm210191.htm

http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/ucm210191.htm


Recent FDA Enforcement: 
Consumer Videos and Testimonials
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Recent FDA Warning Letter suggests that company may have a duty to 
correct non-compliant or misleading statements about its product on third 
party blogs, websites or other media if the company responds to the third 
party statements or adds to the third party content

The failure to correct misleading third party statements may imply that the 
company tacitly approves such statements, particularly where:

– The third party site contains statements the company could not otherwise make 
(e.g., unsupported superiority claims and claims that minimize risk information, 
promote off-label uses, or otherwise violate the FDCA) 

– FDA’s may believe it has a stronger case if companies engage in only selective 
responses, for example, responding only to negative comments about its product 

Source Document: FDA Warning Letter to Slate Pharmaceuticals (March 24, 2010), 
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/ucm208007.htm

http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/ucm208007.htm


Recent FDA Enforcement: 
Sponsored Links and Risk Information 
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On March 26, 2009, FDA sent Untitled Letters to 14 major pharmaceutical manufacturers 
for sponsored link advertisements on internet search engines (e.g., Google)

FDA alleged the links were misleading due to:
– Omitted risk information,
– Overstatement of efficacy, 
– Inadequate communication of indications, and 
– Failure to use the required established name for specified drug products.

Despite the fact that the sponsored links contained a link to the branded product websites, 
FDA found such links “insufficient to mitigate the misleading omission of risk information 
from these promotional materials [the sponsored links].”

A result of these 14 Untitled Letters has been a dramatic decline in sponsored link 
exposures across the pharmaceutical industry.

Source Documents: The full batch of Untitled Letters are available (under “April 2009”) at 
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/EnforcementActivitiesbyFDA/WarningLetter 
sandNoticeofViolationLetterstoPharmaceuticalCompanies/UCM055773

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/EnforcementActivitiesbyFDA/WarningLettersandNoticeofViolationLetterstoPharmaceuticalCompanies/UCM055773
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/EnforcementActivitiesbyFDA/WarningLettersandNoticeofViolationLetterstoPharmaceuticalCompanies/UCM055773


Guiding Social Media Principles: 
Manufacturers and Marketers Responsible for 

Content They Create, Own, or Control
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Paid or authorized testimonials, celebrity endorsements, and 
authorized product placements 
– (e.g., celebrity is paid to discuss and endorse product in a blog or 

twitter post)
Statements of employees and agents authorized or directed 
by the company; context and speaker likely determinative of 
regulatory requirements and scope of responsibility 
– (e.g., Chief Medical Officer (CMO) discusses clinical trends, recent 

studies, and opinions on product on social networking site which is 
frequented by HCPs; HCPs are in the CMO’s network)

– Employees should disclose their connection to the company when 
acting on the company’s behalf

– Disclosure may also be appropriate in other contexts, depending on 
the subject matter and audience 



Guiding Social Media Principles: 
Manufacturers and Marketers May be Responsible for 
Third Party Content They Sponsor, Adopt, or Endorse
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Third party (e.g., consumer and HCP) statements, 
opinions, advice to other third parties about a product if 
adopted or used by company in a promotional context
— (e.g., company-sponsored website links to a consumer blog about 

positive experiences and health benefits associated with off-label 
use of a drug)

Unbranded disease awareness websites, blogs, etc.
– FDA can determine who owns/registered the websites
– DDMAC evaluates the “Net Impression” created by indirect references or 

links to products or sites to determine if they are promotional in nature
– FDA considers whether the third party site has a similar look-and-feel as the 

branded sites (e.g., are the two sites “perceptually similar”)



Guiding Social Media Principles: 
Risk Information and Warnings Required for 
Product-related Messages in Social Media
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Product messages presented in media with limited or 
inadequate space may create greater regulatory risks
– Potential confusion of reader
– Inability to fully satisfy “fair balance” and other promotional and 

labeling requirements
Some groups have urged FDA to allow companies to 
adopt flexible approaches to presenting risk information, 
such as:
– Providing risk information and warnings in an abbreviated 

summary with links to supporting documents and detailed 
information

– Allowing companies to provide an FDA-approved summary with 
basic product information and most significant risks



Social Media Guiding Principles: 
Adverse Event (AE) Requirements May Apply

Mandatory AE reporting required for:
– Rx Drugs and Biologics

• 21 U.S.C. § 355(k); 21 C.F.R. §§ 314.80 and 314.98
– OTC Drugs and Dietary Supplements

• 21 U.S.C. §§ 379aa and 379aa-1
– Human Cell and Tissue Products (HCT/P)

• 21 C.F.R. § 1271.350(a) 
– Medical Devices

• 21 U.S.C. § 360i; 21 C.F.R. Part 803
Requirements triggered when a responsible party:
– “becomes aware” of a drug, biologic, or medical device AE, or
– “receives” information regarding an HCT/P, OTC drug or dietary 

supplement  AE
Source of AE information generally not determinative of 
obligation to report

22



Social Media Guiding Principles: 
Current AE Guidance May Be Instructive
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International Conference on Harmonization (ICH) - Draft Guidance for 
Industry: E2D Post-Approval Safety Data Management: Definitions 
and Standards for Expedited Reporting (2003) provides:
– Minimum required data elements for an Adverse Drug Event (ADR) are:

• an identifiable reporter,
• an identifiable patient, 
• an adverse reaction, and 
• a suspect product

– Lack of any of these four elements means that the case is incomplete, but 
a sponsor is expected to exercise “due diligence” to obtain the missing 
data elements

• FDA has not provided clear guidance or expectations on how to 
satisfy the “due diligence” requirement in various social media 
settings

Source document available at: 
http://www.fda.gov/RegulatoryInformation/Guidances/ucm129457.htm

http://www.fda.gov/RegulatoryInformation/Guidances/ucm129457.htm


Social Media Guiding Principles: 
Current AE Guidance May Be Instructive (cont’d)
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The ICH Guidance also states:
– Sponsors “are not expected to screen external 

websites for ADR information.”
– “However, if [a Sponsor] becomes aware of an 

adverse reaction on a website that it does not 
manage, the [Sponsor] should review the adverse 
reaction and determine whether it should be 
reported.”

– “[Sponsors] should regularly screen their websites for 
potential ADR case reports.”



Strategies for Industry:  
Leveraging Social Media and Managing the Message

25

Clarify Company’s Goals and Objectives
– Marketing or Research?
– Customer service, outreach, and engagement?

Bottom Line: Defining desired return on investment is key to achieving 
appropriate strategic and functional alignment

Determine which Group/Department will “own” it
– Marketing or Investor Relations?
– Legal or Regulatory Affairs?
– Medical Affairs or Corporate Compliance?

Bottom Line:  Responsibility and “ownership” should be clearly 
defined

Create clear guidelines for participation in social media
– Employee personal vs. company engagement
– Company social media review and engagement

Bottom Line: Social Media activity and content should be integrated 
into existing promotional review and corporate compliance policies



Strategies for Industry:  
General Rules for Social Media Engagement 
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Invest in learning and innovation
– stay ahead of emerging media

Identify topics/sites for which proactive engagement will be useful or 
necessary and develop a script/guidelines for those topics/sites
– e.g., specific therapeutic areas, adverse events, industry-specific 

regulatory/legislative issues, etc.
Develop clear rules on who can speak for the company and when 
– e.g., distinguish between employee’s personal use of social media and 

authorized posting on behalf of company
Transparency is key – “Stealth” communications create regulatory 
risks 
– e.g., unfair and deceptive trade practices

Defensive blogging and site monitoring may create ongoing 
obligations to monitor and correct (proceed with care)
– document retention and archiving protocols may be necessary for managing 

litigation risks
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Questions?
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