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DIGITAL ALERT 

Response and Recommendation: FDA Warning Letter to Novartis for Facebook Sharing 

August 6, 2010 

Prepared by: Jonathan Richman, Director of Social Media 

Executive Summary 

Early this week, the FDA issued Warning Letters to Novartis for the website for their product Tasigna. The 
main issue in the violation was content that was shared via social media. The Tasigna site had Facebook 
sharing buttons that, like other sites, automatically generate content for sharing. The content of this content is 
what the FDA cited. This content is drawn from META description tags on the website. These tags are invisible 
to visitors, but are used by search engines.  

The FDA argues that the content in these META tags should include fair balance (risks, side effects, warnings, 
etc.) since they had the drug name and indication. The FDA did not have an issue with Facebook sharing in of 
itself, but rather the content that the site generates automatically, which cannot be changed by the user.  

Bridge recommends a review of META tags on all sites that come under FDA oversight. We do not recommend 
the removal of sharing tools including Facebook Like buttons or ShareThis. The issue is the content, not the 
medium. We recommend that these META descriptions be amended to have a more general message that 
does not require fair balance, but is still useful to search engines and users. In addition, META tags should be 
part of the standard legal, regulatory review for all website development. 

More detailed information follows. 

Background 

On July 29, the FDA’s marketing regulations arm, DDMAC, issued a Warning Letter to Novartis for the 
marketing of prescription drug, Tasigna. The letter and supporting documentation was published on 8/4/2010 
on the FDA website (http://bit.ly/aT7Oz5).  

The main issue identified in the letter was the use of a Facebook sharing button that was integrated within the 
website for Tasigna. This button allowed visitors to share content from the site with their friends on Facebook, 
as is common on many website. When users clicked the button to share the content, the post that was 
generated for users’ Facebook Walls contained text that DDMAC asserts lacks fair balance. The image below 
shows what the generated content looks like: 

 

http://bit.ly/aT7Oz5
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Since this content includes both the drug name and indication, fair balance including side effects and warnings 
must be included according to DDMAC regulations. Since this does not, DDMAC deems this a violation. 
Novartis is considered responsible for the shared content since it was generated based on information from 
their site and because Facebook users have no way to edit the content (they may add a comment, but can’t 
edit the content itself). 

DDMAC further called out the use of ShareThis tools as having the same issue. In other words, this is not an 
issue exclusive to Facebook. 

These are the relevant parts of DDMAC’s letter: 

 “... the shared content for Tasigna generated by the Facebook Share social media widget was developed by 
Novartis and, although Facebook users can add additional comments that are displayed separately from the 
Tasigna information, the shared content cannot be modified by Facebook users who use this Facebook Share 
social media widget.” 

“We also note multiple Tasigna web pages contain widgets that allow users to share content via other social 
media applications offered via the “ShareThis” tool (http://sharethis.com). Some of the content available to 
share through these other social media applications raise similar issues to those discussed in this letter.” 

“The posted shared content available from several of the Tasigna product web pages makes representations 
or suggestions about the efficacy of Tasigna, but fails to communicate any risk information.” 

Detailed Issue 

On the surface, this appears to be a serious setback for healthcare companies considering adding social 
sharing tools to their sites. In addition, based on the content of the letter, Novartis would be in violation and 
responsible even if the content was shared using a sharing tool that was not integrated into the site, such as a 
browser “bookmarketlet” or toolbar. What the FDA has identified is that the content is the issue, not the 
sharing. We do not believe the issue is the sharing, but rather the content that is shared. 

This shared content is generated based on the website page’s META description tag, which is part of the 
underlying HTML coding for the page. The yellow highlighted area in the image below is the coding for the 
META description: 

 

 

 

 

 

http://sharethis.com/
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 This information is not visible to visitors of the site, but is used by search engines to supply descriptions to 
search results (when we refer to search results in this document, we are referring to organic, non-paid search 
results). The red boxed area in the image below shows how search engines use the META description: 

 

[More detailed information on META tags can be found here: http://searchenginewatch.com/2167931.] 

The website developer writes the copy and codes these META tags. They are not automatically generated by 
search engines unless they are specifically omitted by the website developer.  In this case, Novartis developed 
the text for the META tags. While these tags are invisible to visitors, they become visible when shared via 
social media. Since Novartis is responsible for all content on the site, they are liable for how the content 
appears when it is shared.  

Of note, the FDA made no indication that Novartis would be held responsible for content that a user added to 
the content they shared, such as adding a comment that would appear with the content on their Facebook 
Wall. This might indicate that the FDA’s position is that companies aren’t liable for comments about their 
content made by others that appear on 3rd party sites. This remains to be seen, but is a positive sign. 

Solution Options Considered 

There are several options for dealing with this new restriction. We still advocate allowing, enabling, and 
encouraging sharing via social media including Facebook, as the potential for word of mouth sharing and the 
ubiquity of social media can be very valuable. There are several approaches that can be followed to allow for 
sharing and yet remain in compliance with regulations, each has positives and negatives. We developed and 
evaluated six different options. The five we rejected as solutions are below with our final recommendation at 
the end of this document. This final recommendation borrows a bit from several of these first five options. 

Option 1: Remove the META description entirely from all pages. Removing this information may be 
detrimental to search results and possibly rankings. Bridge Worldwide seriously advises against this approach. 

Option 2: Change the META description such that the drug indication is not included. For example, the META 
description could read: “Ask your doctor if DRUG X is right for you.” This would not be a violation, as the 
indication is excluded, and while not detrimental for search rankings, it’s also not informative. Having a quality 
description increases the likelihood of your listing being clicked in search results. While not ideal, this is a low-
risk solution. 

http://searchenginewatch.com/2167931
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Option 3: Include a link to the fair balance in the META description. DDMAC has already indicated, multiple 
times, that having fair balance “one-click” away isn’t acceptable. This is not recommended. 

Option 4: Add fair balance in the META description. While this might seem like a simple solution, this suffers 
from one major issue. No matter how long the META description, most search engines (including Google) 
ignore everything after 160 characters. At the same time, when a page is shared on Facebook, no matter how 
long the META description, Facebook will only include approximately the first 50 words. This would not be 
enough to display all the necessary balance visible. We do not believe this is a viable solution (more 
information on this option is included in the Additional Considerations section below). 

Option 5: Add new Facebook “Open Graph” Like buttons with separate META description. The new Facebook 
like button (introduced in July) are beginning to be seen all over many websites. Here is an image: 

 

When users click “Like,” the button changes and users are allowed to add a comment. 

 

After posting, the following entry appears on the user’s Wall and is added to their friends’ News Feed.  

 

When the Facebook Like button is used and pages are coded correctly, the information included in the Liked 
content is based on the content of special tags that are only intended for Facebook functions. They are 
invisible to site visitors and likely ignored by search engines. These tags include the following, which can be 
specified for each page:  

 og:title - The title of your object as it should appear within the social graph 
 og:type - The type of your object, e.g., "movie". 
 og:image - An image URL which should represent your object within the graph. The image must be at 

least 50px by 50px and have a maximum aspect ratio of 3:1. 
 og:url - The canonical URL of your object that will be used as its permanent ID in the graph, 

e.g.,http://www.example.com/title/tt0117500/. 
 og:site_name - A human-readable name for your site, e.g., "My Website". The Open Graph Protocol 

defines this as optional, but Facebook requires it. 

http://www.example.com/title/tt0117500/
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 fb:admins or fb:app_id - A comma-separated list of either Facebook user IDs or a Facebook Platform 
application ID that administers this page.  

 og:description - A one to two sentence description of your page. 
 
[Reference: http://developers.facebook.com/docs/opengraph] 
 
Using these tags appropriately would allow for a generic description (e.g., “Ask your doctor about Drug X) to 
be used only for Facebook sharing and a more detailed description (e.g., Drug X is indicated for high blood 
pressure) used for the page META tag, which will only be visible to search engines and in search results. On 
the surface this appears to address the FDA’s sharing issue, but is only a solution Facebook sharing. We do not 
believe this is a viable solution, as we do not believe the issue is sharing, but rather what is shared. 
 
Additional Considerations 

While there may be a simple way to allow for compliant Facebook sharing by using Facebook tags, the larger 
issue that the FDA is citing really focuses on the use of META tags. In fact, this latest ruling seems to indicate 
that FDA doesn’t necessarily have an issue with Facebook or any other type of social sharing, but rather how 
META tags are written by companies.  Since manufacturers control the content of the META tags, it is subject 
to the same regulations as every other piece of content on their sites. Since the content of these META tags is 
being used in search engine results and now with social sharing, these tags are being taken out of the site and 
out of context. This means that the content of the tags now appears without fair balance. This is a violation of 
DDMAC guidelines. Therefore, DDMAC may be suggesting that META descriptions be written to either include 
fair balance or written without the drug indication (i.e., a generic, non-product related statement).  

Companies now have five options: 

 Change META description tags to generic content that does not include information about the 
product. 

 Make no changes to META descriptions and eliminate any sharing functions on the site. This may not 
be sufficient if the issue behind DDMAC’s recent ruling is that META descriptions must be balanced 
themselves.  

 Create the two different sets of descriptions for every page: one for Facebook, one for META 
description. Again, if the issue identified by DDMAC is that META tags much contain fair balance if 
they also contain product information, this doesn’t solve the problem. 

 Change META descriptions to include product information and full fair balance. However, most of the 
content included in these descriptions will be ignored by search engines and also most sharing 
services including Facebook. 

Side Note: For search engines, anything more than 160 characters in the META description is ignored. 
For Facebook, anything more than approximately 50 words. What this means is that if you created a 
META description that included full fair balance what is displayed in search results and social sharing 
will not include the full text, however, the liability of companies could be reduced or eliminated. 
Consider the case where someone copies only a portion of your content and republishes it. The 
company is not liable since they did not create the copied version and do not control how people use 
their content. The corollary to the current situation would be when someone shares (or Likes) a page 
on Facebook, companies are not responsible for how the content is displayed, but rather what the 
original content was. This is a matter for each company’s legal and regulatory teams to determine, but 
likely has risk because due to intent. 

http://developers.facebook.com/docs/opengraph
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We do not believe any of these four options provide an appropriate solution, but there is a fifth option that we 
believe is an effective solution. 

Recommendation 

Current expert consensus is that META descriptions have very little, if any, impact on search engine rankings. 
However, excluding META descriptions or creating unrelated, generic ones, may impact clickthrough rates in 
search results. Many people read the descriptions in search results to determine which results to click, as they 
help inform what the site is about before they visit.  

Social sharing is a critical feature that all sites must now include. It is becoming expected by consumers and 
this applies to every site including healthcare. Facebook Like functionality is becoming more of a universal 
standard each day. We recommend including these features on every site and every page. Each page should 
have specific Facebook tags along with standard META tags. 

META and Facebook description tags can be adapted to be both compliant with regulatory rules and also 
useful to consumers.  For example, instead of including the drug name and full indication, the tags could be: 
“Drug X is used in a variety of medical conditions. This site describes these uses in detail along with risks and 
benefits.” In addition, information about the specific page can be included (for example: “Detailed information 
about the different conditions treated by Drug X”). Pages that have general information not directly related to 
the drug should have a related description (for example: “Exercise can aid in preventing the worsening of 
many medical conditions. We share some tips for proper technique”).  

Since the drug name will be included in the META data (the title tag) and in search results and social sharing, 
the indication must be excluded from META tags to ensure compliance. There can be no mention of the drug’s 
indication or related conditions in order to stay compliant. For example, for a drug treating high blood 
pressure, this description would be unacceptable: “Exercise can help prevent heart disease and slow 
progression of many diseases.” The mentioning of “heart disease” would likely be considered enough of an 
indication to require fair balance. 

Overall Recommendation:  

 Keep or add “Like” and sharing functionality to all pages on every site. We believe this an expectation 
of users and encourages word of mouth sharing of your content. This new Warning Letter does not 
change our opinion on this topic.  

 Specific Facebook tags should be added to every page where a Like button is placed to make the most 
effective use of this technology and the Social Graph.  

 META descriptions and Facebook tag descriptions should be rewritten not include the drug indication 
or other specific disease-related information, but should still give enough information about the page 
to entice customers to click on search results.  

 META descriptions should be included as part of every legal and regulatory review of any website that 
may fall under the jurisdiction of the FDA. 
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Contact and Questions 

Jonathan Richman 
Director of Social Media, Bridge Worldwide 
j.richman@bridgeworldwide.com 
513.297.1060 
http://www.bridgeworldwide.com 
http://www.doseofdigital.com 
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