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FACEBOOK

Using Facebook 
to develop 
online 
community 



TWITTER

Using Twitter as 
another 
communication 
avenue for company 
clinical trial and 
approval news



BLOGS

Using blogs to share 
information about 

company achievements 
and commitments to 

communities 



BLOGSFocuses on corporate and 
other healthcare related 
news, chronic diseases, 

corp. social 
responsibility, GSK 

people and musings on 
healthcare reform



YOU TUBE & WEBCASTS

Online channel about 
Parkinson's Disease that 
links to patient education 

site 



POTENTIAL PERIL AREAS 
OF NEW MEDIA

• Regulatory Compliance
• Kickbacks and False Claims
• Products Liability
• Intellectual Property



REGULATORY COMPLIANCE

“If drug companies or others working on behalf of 
drug companies wish to promote [their products] 
using social media tools, FDA would evaluate the 
resulting messages as to whether they comply with 
the applicable laws and regulations.  Our laws and 
regulations don’t restrict the channels that 
prescription drug companies choose to use for 
disseminating product promotional messages.”

• FDA Spokesperson Karen Riley, quoted in “Drug Firms Jockey 
For Space Online,” Washington Post (June 16, 2009)



FAIR BALANCE AND THE INTERNET

“The above sponsored links for 
TYSABRI provide a very brief 

statement about what the drug 
is for; however, this statement 
is incomplete and misleading, 
suggesting that TYSABRI is 
useful in a broader range of 

conditions or patients than has 
been demonstrated by 
substantial evidence or 

substantial clinical 
experience.”

FDA affirmatively reviews electronic-based promotional 
materials and claims -- Even when using a “new” medium 
such as the internet, promotional messages must provide 
complete and truthful information about the product.



FAIR BALANCE AND THE INTERNET 
J&J Warning Letter, May 12, 2009

• In webcasts, risk information must have comparable prominence to 

benefit information.
“The webcast fails to convey any risks specific 
to Ultram ER during the testimonial portion of 

the video, which encompasses the first six 
minutes of the video’s seven-minute running 
time.  While the video prominently presents 
efficacy claims about Ultram ER during this 

six-minute testimonial portion, the only 
specific risk information presented is 

relegated to the end of the video, where it 
is unlikely to draw the viewer’s attention.  
Furthermore, this information is presented in 
telescript format, with rapidly scrolling text in 
small type font, and with no accompanying 

audio presentation.  The presentation of this 
risk information lacks comparable prominence 

to the benefit claims contained in the 
testimonial portion of the webcast.” (emphasis 

added)



FAIR BALANCE AND THE INTERNET
• In April, 2009, FDA sent Untitled Letters to approximately 14 pharma 

companies stating that the use of sponsored links on internet search 
engines such as Google.com are misleading because they do not 
include product risk information.

“The sponsored links, however, fail to 
communicate any risk information, and 

their casual approach to TYSABRI 
treatment is extraordinary in light of the 

potentially lethal risks of the drug and the 
stringent controls over its distribution . . . 

By omitting the most serious and 
frequently occurring risks associated with 

the drug, the sponsored links 
misleadingly suggest that TYSABRI is 

safer than it is known to be.  We note that 
theses sponsored links contain a link to 
the product’s website. . . However, this 

does not mitigate the misleading 
omission of risk information from these 

promotional materials.”



THIRD PARTY USE OF INFORMATION

• FDA has informally recognized that some content about a 
company’s products may be on the web without the 
company’s knowledge or permission (anyone can post 
content to You Tube).

• A company will only be responsible for content that it created 
or put together.

• The key from an enforcement perspective is to determine the 
company’s involvement in the message - key considerations 
include:
– Did the company or a third party working on the company’s 

behalf (e.g., ad agency) create the piece?
– Did the company have control over any part of the activity, 

including prompting others to comment about the drug?



THIRD PARTY USE - 
ALTERING CONTENT

• FDA also understands that a 3rd party (e.g., the media) may 
alter the content originally created and approved by the 
company, for example, by showing only the benefit 
information and not including risk information in a news 
segment.

• Drug companies should protect themselves from enforcement 
with respect to unauthorized alterations or use by submitting 
promotional materials as proof of what the company intended 
to release into the public domain.

March 2009 Podcast with Dr. Jean-Ah Kang, Special 
Assistant to Tom Abrams at DDMAC in charge of Web 2.0 
policy development available at:  

http://www.eyeonfda.com/eye_on_fda/2009/03/a-conversation-with- 
fdaddmac-about-pharma-social-media-and-web-20.html



UPCOMING OPPORTUNITY TO 
REQUEST FDA GUIDANCE

• Public meeting scheduled for November 12-13, 2009.
• Written comments may be submitted through February 

28, 2010.

• Topics of FDA interest include --
– Scope of responsibility and accountability
– Manner of fulfilling regulatory requirements
– Parameters for linking between sites
– Adverse event reporting



POTENTIAL PERIL AREAS 
OF NEW MEDIA

• Regulatory Compliance
• Kickbacks and False Claims
• Products Liability
• Intellectual Property



ANTI-KICKBACK STATUTE

• Anti-Kickback Statute (42 U.S.C. § 1320a-7b(b)) makes 
it a criminal offense to:
– knowingly and willfully
– offer, pay, solicit or receive
– any remuneration (in cash or in kind -- cash, services, 

anything of value)
– to induce (or in exchange for)
– the purchasing, ordering, or recommending of any good or 

service reimbursable by any federal health care program
• Intent-based, but requisite intent may be inferred from 

the circumstances.
• Exposure if one purpose -- not even primary purpose -- 

is to induce.



ANTI-KICKBACK STATUTE

• Almost anything of value provided to a 
prescriber or referral source can implicate the 
broad scope of the statute:
– Work done by the company for which the physician 

gets sole credit (e.g., ghostwriting)
– Public relations work, such as press releases
– Free publicity
– Web hosting



FALSE CLAIMS ACT

• False Claims Act (FCA) (31 U.S.C. §§ 3729-33) makes it 
unlawful (civil) to:
– knowingly (which can be shown by reckless disregard for the 

truth)
– present a false claim for payment, or
– use a false record or statement to get a claim paid or approved, 

or
– cause a third party to do either of the above

• “Knowledge” = actual knowledge, reckless disregard, 
deliberate ignorance.
– Must prove only by preponderance of the evidence



FALSE CLAIMS ACT

• Under "implied certification" theory, violations of 
regulatory requirements may be adequate predicate 
for FCA violation.
– Example: A US District Court recently allowed qui tam 

plaintiff to proceed on theory that GMP violations could 
form the basis of an FCA suit in the context of a Defense 
Department contract for the production of anthrax vaccine. 
(BioPort)

• Prosecutors (and some courts) have held that 
kickback violations also result in FCA liability.
– Theory: Government would not reimburse for 

goods/services that are the subject of the kickback, 
companies therefore "cause" false claim to be submitted.



FALSE CLAIMS ACT
• Private citizens ("relators") may bring an action under the FCA by 

filing a qui tam complaint, which is filed under seal and served on the 
Attorney General.

• Government required to investigate and make decision on whether to 
“intervene”; if so, government takes over investigation.

• If government does not intervene, private qui tam relator may pursue 
the action on his/her own (though government may still participate in 
the case).

• Successful qui tam relators can receive: 
– Up to 25% of eventual recovery in cases where government 

intervenes 
– 30% where relator pursues case on his/her own

• Vast majority of major health care fraud cases in past 10 years 
involved qui tam complaint.

• DOJ and HHS OIG officials have said there are many qui tam 
complaints against pharmaceutical manufacturers in the pipeline.



ENFORCEMENT

• Justice Department Announces Largest Health Care 
Fraud Settlement in its History:
– Pfizer pays $2.3 billion for alleged fraudulent marketing.
– Criminal fine of $1.195 billion.
– $1 billion to resolve allegations under the civil False 

Claims Act regarding alleged illegal promotion of four 
drugs that resulted in false claims to be submitted to 
government health care programs for uses that were not 
medically accepted indications and thus not covered. 

– Whistleblower lawsuits filed three different federal districts 
(KY, MA and PA) triggered the investigation.

– Key allegation: Promoting the drug using ghostwritten 
journal articles that never disclosed the company's role. 



POTENTIAL PERIL AREAS 
OF NEW MEDIA

• Regulatory Compliance
• Kickbacks and False Claims
• Products Liability
• Intellectual Property



QUESTIONS?
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