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Client Alert

FDA Chats Up Industry With Two New Draft Guidances on Social 
Media
Alan G. Minsk and Kelley Coleman Nduom

In June 2014, the Food and Drug Administration issued two draft guidance documents regarding 
product promotion and social media:  (1) “Internet/Social Media Platforms:  Correcting Independent 
Third-Party Misinformation About Prescription Drugs and Medical Devices”; and (2) “Internet/Social 
Media Platforms with Character Space Limitations – Presenting Risk and Benefit Information for 
Prescription Drugs and Medical Devices.”1   

While the draft guidances are not legally binding, they offer insight into FDA’s expectations and 
issues for industry to consider as it continues to develop social media campaigns.

The documents are the latest installments in a series of guidance documents the agency has 
promised to provide industry, in an effort to clarify the parameters and the agency’s enforcement 
interpretation on promotional messaging using ever-changing social media.2  FDA has requested 
comments by September 16, 2014.  It recognizes the issues are daunting and need industry input.  
This Bulletin summarizes some key points of the guidances and offers AGG observations.  For 
purposes of brevity, we will not describe all of the examples presented by FDA in the guidances.

Correcting Independent Third-Party Misinformation

Defining Control

 ■ As we have advised clients previously, control of the message is central to FDA’s 
determination of whether the product owner has regulatory obligations to comply with 
labeling and advertising requirements.

 ■ The agency makes clear that any correction is voluntary and not required by the agency.  
FDA’s intent is to provide guidance for “if they [firms such as manufacturers, distributors, or 
packers] choose to respond . . . to misinformation created or disseminated by independent 
third parties.” (emphasis added)

 ■ The new draft guidance does not apply when the firm is responsible for the product-specific 
communication (i.e., “owned, controlled, created, or influenced, or affirmatively adopted or 
endorsed, by, or on behalf of, the firm”).  

 ■ FDA defines “misinformation” as:   

positive or negative incorrect representations or implications about a firm’s product 
created or disseminated by independent third parties who are not under the firm’s control 
or influence and that is not produced by, or on behalf of, or prompted by the firm in 
any particular.  FDA has determined it may benefit the public health for firms to correct 
misinformation about their products (including, for example, situations in which a firm is 
aware of misinformation that may be dangerous or harmful to the public health).

1 See Internet/Social Media Platforms:  Correcting Independent Third-Party Misinformation About Prescription Drugs 
and Medical Devices, available at: http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/
Guidances/UCM401079.pdf and Internet/Social Media Platforms with Character Space Limitations – Presenting Risk 
and Benefit Information for Prescription Drugs and Medical Devices, available at: http://www.fda.gov/downloads/Drugs/
GuidanceComplianceRegulatoryInformation/Guidances/UCM401087.pdf.
2 See AGG Bulletin: http://www.agg.com/FDA-Stops-Being-Antisocial--Recent-Social-Media-Guidance-Breaks-the-
Silence-01-21-2014/
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http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM401087.pdf
http://www.agg.com/FDA-Stops-Being-Antisocial--Recent-Social-Media-Guidance-Breaks-the-Silence-01-21-2014/
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 ■ The draft guidance explains that the agency does not intend to take enforcement action against a firm that 
corrects misinformation in a truthful and non-misleading manner (within the parameters outlined in the guidance), 
even without meeting any other applicable labeling and advertising requirements.  Again, this relates to 
misinformation distributed by independent third parties, where the company is not responsible for the product-
related communications. The company must comply with applicable requirements relating to product information 
where it controls the message.

 ■ The agency recognizes that it is possible a company might host a discussion forum about its product but not 
participate in the discussion.  FDA recommends that the company “include an overarching clear and conspicuous 
statement that the firm did not create or control the UGC [user-generated content].” In other words, the company 
can make clear it is not endorsing or supporting the statement.

How to Correct Misinformation

 ■ Rather than providing the corrective information on the third-party forum, a company may choose instead to 
provide a “reputable source” as the contact person at the company where correct information can be obtained 
(e.g., providing the contact information for the firm’s Medical Affairs Department).

 ■ FDA states that “appropriate corrective information” should be: 

 □ relevant and responsive to the misinformation;
 □ limited and tailored to the misinformation;
 □ non-promotional in nature, tone, and presentation;
 □ accurate;
 □ consistent with the FDA-required labeling for the product;
 □ supported by sufficient evidence, including substantial evidence, when appropriate, for prescription 

drugs;
 □ either posted by the company in conjunction with the misinformation in the same area, or, if provided 

to the author of the misinformation, reference the misinformation with the intent that the correction be 
posted in conjunction with the misinformation; and 

 □ disclose that the person providing the corrective information is affiliated with the firm that manufactures, 
packs, or distributes the product.

 ■ The company should provide the FDA-required labeling, such as in a link that goes directly to the labeling or a link 
that opens a PDF file of the labeling in a new window.  FDA advises against links to a promotional website or a 
promotional address. 

 □ We believe FDA is comfortable with correcting misinformation to properly educate, but it does not want 
such corrections to become promotional opportunities.

 □ Firms are cautioned not to provide information that goes beyond correcting the misinformation and 
crosses into proactive promotion.  For example, if a company fixes information specific to one indication, 
it should not discuss other approved indications. 

 ■ Companies are not expected to correct all misinformation in a forum; however, if a company chooses to correct 
misinformation in one portion, it should correct all of the misinformation in that clearly defined portion of a forum 
on the Internet or social media.  The company cannot choose to respond only to negative misinformation in the 
forum (whether in one defined area or over several postings) or correct overstatement of risks while ignoring other 
information that overstates a product’s benefit (i.e., be careful about selective correction).

 ■ If a company provides corrective information to the independent third party, FDA will not hold the company 
responsible for the third party’s subsequent actions (or lack thereof).

 ■ Companies are not required to submit corrections to FDA.  However, the agency suggests that firms maintain 
records in case the agency has questions, such as the nature or content of the misinformation, where it appeared, 
the date it appeared, and the content and date of the corrective information. 
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 ■ While FDA does not specifically identify Wikipedia by name, it refers to an “Internet-based, interactive, 
collaboratively edited encyclopedia.”  The agency recommends that, if there is misinformation, the company might 
contact the webpage author and provide corrective information to the author.

Character Space Limitations – Presenting Risk and Benefit Information

 ■ The agency clarifies that this guidance applies to character-limited forums, such as Twitter and internet search 
engine “sponsored links.”  Networking platforms (e.g., Facebook) and banner advertisements are excluded, as the 
agency believes they do not have the same character space restrictions. 

 □ The exclusion of banner advertisements seems to show the agency’s focus on character space 
restrictions, as compared to overall space restrictions. 

 ■ The agency acknowledges that for some products with complex indications or extensive serious risks, the firm 
should reconsider using character-limited platforms if an accurate and balanced presentation of risk and benefit 
information, in addition to other required information, is not feasible.  In such cases, the agency notes that a 
“reminder” promotion may be used instead (assuming the product does not carry a black boxed warning).

 ■ Benefits and risks should be presented in a comparably prominent manner.
 ■ Benefit information should be accurate, non-misleading, and reveal material facts (e.g., limitations of use or the 

indicated population).  For prescription drugs whose prescribing information contain a Highlights section, the 
“Indications and Usage” portion can serve as a reference for what material facts should be disclosed.

 ■ In determining whether the risk information is appropriately comparable to the benefit information, the agency will 
consider: (1) whether the risk information qualifies any representations made about the product, and (2) whether 
the risk information is presented with a prominence and readability comparable to the benefit claims.

 ■ Risk information including, at a minimum, the most serious risks associated with the product should be presented 
together with benefit information within the character-space-limited communication.  

 □ For prescription drugs, FDA recommends including all risk concepts from a boxed warning (in bolded 
text), all risks that are known to be fatal or life-threatening, and all contraindications.  If the product has 
none of these, the most significant warnings or precautions should be communicated.  For animal drugs, 
risks including potential injury to human handlers/animal patients and risk of drug residues entering the 
human food chain should be included.

 □ For medical devices, if a risk is associated with a particular identifiable use or population, each of those 
risks should be included. 

 ■ FDA recommends including a direct hyperlink to a web page providing risk information (e.g., a website devoted to 
providing comprehensive product risk information, a particular page within a website devoted to risk information, 
or a PDF file providing comprehensive risk information).  A hyperlink to the home page of the product’s 
promotional website alone would not be sufficient. 

 □ URL shortening services may be used, but the agency recommends a URL that identifies the page as 
providing risk information (e.g., www.product.com/risk).  The URL address should not be promotional in 
tone. 

 ■ Firms should include both the trade/brand name and established name (generic name) of the product.  The 
established name should be listed directly to the right of, or directly below, the brand name.

 ■ The landing page for each hyperlink provided should include both the brand and established name for the 
product.  Additionally, for prescription drugs, at least one dosage form and quantitative ingredient information 
should be displayed in direct conjunction with the brand and established names.

 ■ Common abbreviations, punctuation, and other symbols may be used to help provide the required information 
within the character limitations (e.g., ampersands (&), dashes, and chemical ingredient abbreviations may be 
used). 
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AGG Observations 

 ■ Control, control, control.  The two latest FDA draft guidances continue FDA’s theme that a company’s control of 
the message is an important factor when evaluating whether the company has regulatory obligations.  Companies 
that control the message must comply with applicable labeling and promotional regulatory requirements.  A 
company that wants the commercial benefits of social media must also recognize it assumes the potential 
regulatory and liability risks.

 ■ In all social media guidances, one of FDA’s goals is to educate the consumer.  Whether responding to requests 
for off-label information, correcting third-party misinformation, or addressing risk and benefit information where 
there are character-space limitations, FDA seeks to ensure that truthful, complete, and prominent information is 
provided (e.g., link or reputable source).  The agency discourages using educational opportunities as excuses for 
promotional messaging.

 ■ FDA recognizes the challenges with social media (e.g., character space limitations, the volume of information 
on the Internet, and the use of third parties to generate material).  The agency is attempting to find a balance 
between the company’s regulatory obligations concerning product promotion versus the inevitable inability for the 
company to monitor and control other independent parties’ messages.  The fact that, for example, the agency will 
not require correction of misinformation on an independent third-party site or a company can correct some, but 
not all, misinformation that might exist in cyberspace indicate an agency acceptance of certain limitations.

 ■ While FDA appreciates the potential benefits of social media in product promotion and information dissemination, 
it will not suspend its regulatory expectations for compliance.  There is no requirement that companies use social 
media; if they do, they must consider the regulatory and liability consequences.

 ■ Practically speaking, it seems very difficult for companies to send out tweets, particularly on the pharmaceutical 
side, that can provide the required fair balance and full risk-benefit information.

 ■ It is possible that FDA might issue more guidance in the future, but it appears that, from an advertising/
promotional perspective, it may feel it is done, at least for now.

 ■ The draft guidances focus on FDA’s interpretation and expectations.  Companies must also consider potential 
liability and commercial exposure.  Therefore, any social media planning requires the input of different groups of 
a company, including commercial, medical, regulatory, legal and potentially quality assurance and compliance, 
depending on the specific postings.  Furthermore, companies might want to revisit existing standard operating 
procedures and evaluate whether revisions and subsequent training are needed.

AGG Complimentary Webinar

Join us on Monday, July 14, 2014 from 11:30 am – 1:00 pm EST as FDA attorneys Alan Minsk and Kelley Nduom, explain 
the new guidances, make recommendations and take questions from the audience. Register Here.3

3 http://w.on24.com/r.htm?e=813452&s=1&k=6053D35E0EFE6AFEA1B47B87DFFA7872

http://w.on24.com/r.htm?e=813452&s=1&k=6053D35E0EFE6AFEA1B47B87DFFA7872
http://w.on24.com/r.htm?e=813452&s=1&k=6053D35E0EFE6AFEA1B47B87DFFA7872
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