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DIGITAL ALERT 

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

UPDATED: September 29, 2010 (originally published: August 6, 2010) 

Prepared by: Jonathan Richman, Director of Social Media  
 

Note on Update 

Based on additional research we have done and feedback we have received from a number of different 
sources, we have revised our position on this issue. In addition, we have also helped to develop a tool that 
provides a strong “third alternative” that will give companies a way to better address this issue and enable 
social sharing. 

Executive Summary 

In late July, the FDA issued a Warning Letter to Novartis for the website for its 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 information and context of this shared 
content is what the FDA cited. This content is drawn from META tags (description and title) on the website. 
These tags are invisible to visitors, but are used by search engines.  

The FDA argues that the content in that was shared included claims about the product, but did not include fair 
balance. The FDA did not have an issue with Facebook sharing in of itself, but rather the content that was 
generated automatically by the sharing tool, which cannot be changed by the user. Most importantly, 
Novartis, according to FDA, essentially encouraged people to share content that was in violation simply by 
making the sharing tools available on its site. 

Bridge Worldwide does not recommend the removal of sharing tools including Facebook Like buttons or 
buttons served by platforms such as ShareThis. The issue is the content, not the medium. Previously, we had 
recommended that 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. However, we have worked with ShareThis to develop a 
new solution that will allow the META tags to remain the same and add new tags (open graph protocol tags) 
that are specifically used for sharing. These new tags will allow companies to better control what is shared 
when a user clicks on a sharing button on one of its sites.  In addition, we believe that these new 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).  

http://bit.ly/aT7Oz5
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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 websites (shown in red box below).  

 

When users clicked the Facebook button to share the content, the post that was generated for to be shared 
on users’ Facebook Walls contained text that DDMAC asserts lacks fair balance. The image below shows what 
the generated content looks like: 
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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. The FDA also noted that users have no way to edit any of this content beyond the comment box 
(shown with the “What’s on your mind?” message above). However, this is not accurate. Users can click on 
any of the sections including the title and description and edit them. This fact doesn’t fundamentally change 
the issue, but we merely note this out as a point of fact. 

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 sharing. 

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 a cursory review of the letter, it appears that 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. We do not believe this to be the case. Essentially, the 
FDA identified that the issue is that Novartis encouraged (by adding sharing buttons) sharing of content that 
was in violation (i.e., included no fair balance). That is, the content shared (specifically the META descriptions) 
isn’t in of itself the issue, but rather that Novartis enabled sharing of this content.  

Had the content itself been not in violation (i.e., included all the proper fair balance), then the sharing would 
not be an issue. Novartis would have been permitted to include the sharing buttons and encourage people to 
use them. 

A simple analogy explains this best. A company creates a regulatory-compliant two page brochure for its 
product. Page one includes all the positive attributes of the product and page two includes all the risks 
(assume this is legal for argument’s sake). If an average person decides to tear off page two (all the risks) and 
gives pages one to a friend, the company is not responsible for distributing a non-compliant marketing 
brochure, as they can’t control what people do with their brochure. If however, the company added to the top 
of page 1 the message, “Please tear off page 2 and share page 1 with a friend,” then clearly the company 
would be in violation if someone did this. They encouraged sharing information that it knew would be in 
violation.  

http://sharethis.com/
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While Novartis’ situation isn’t nearly as deliberate as this analogy, the result is the same. By supplying a means 
to share content and encouraging sharing (by positioning the buttons prominently on pages), then it is liable 
for the content that these sharing tools generate. 

In summary, the content that was shared via these tools is not the issue by itself. It only became an issue 
when Novartis encouraged sharing of the content by adding sharing buttons. The content (the META 
descriptions in this case) are not in violation as long as they are part of the full site because the full site 
contains all the fair balance information (and because visitors don’t actually see this information). However, 
once these descriptions are removed from the context of the site, they are in violation only if they are shared 
by the company or shared via tools supplied by the company. Novartis would not have received a violation 
notice if the sharing buttons were not available on their site. The META descriptions themselves are not in 
violation in the context of the site or when they are shared via with no intervention from the company (e.g., a 
sharing widget that is part of a browser toolbar or copied and pasted elsewhere by a user). 

Technical Details 

The content that is shared by the tools on Novartis’ site is generated based on the website page’s META tags 
including the description tag, which is part of the underlying HTML coding for the page. The yellow highlighted 
area in the image below shows the coding for the META description: 

 

 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.] 

As you can see, the META description from the page (highlighted in yellow) and the description seen on the 
Google search result page are the same text. 

http://searchenginewatch.com/2167931
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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 current case, Novartis 
developed the text for the META tags. While these tags are invisible to visitors, they become visible when 
shared via social media using the tools included on Novartis’ site. Since Novartis is responsible for all content 
on the site, they are liable for how the content appears when it is shared if they are also supplying the means 
of sharing.  

Of note, the FDA made no indication that Novartis would be held responsible for content that a user added to 
the information 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 has not been fully confirmed, but it is very 
suggestive of this fact and should be considered a positive sign as far as future regulations are concerned. 

Potential Solutions 

There are several options for dealing with the issues raised in this new Warning Letter. 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. This leaves companies with basically 
three options: eliminate sharing buttons, remove all META descriptions, or edit META descriptions so that 
they do not include claims and product indications. None of these represents an ideal solution. 

An ideal solution would allow META descriptions (and other META tags) to remain exactly as they are now and 
also allow sharing buttons to be included. Until today, this solution did not exist. 

A New Alternative 

Immediately after the release of this Warning Letter, Bridge Worldwide began working with ShareThis, the 
most widely used sharing platform, to develop an alternative solution to this challenge. Essentially, we wanted 
to create the “ideal solution” mentioned above that didn’t exist. Using the current ShareThis platform and 
making some changes to the functionality of the tool, the developers at ShareThis have modified their tool 
such that it provides an ideal solution for pharma and healthcare companies who want to include social 
sharing tools on their sites, but also need to control the information that is shared by these tools. 

In simplest terms, the changes to ShareThis allow companies to make no changes to their current META data 
and instead add data that is used only by sharing tools. This data is invisible to site visitors until they use one 
of the sharing tools. This allows companies to specify exactly what they want to be shared. 

This works by using tags from the Open Graph Protocol (http://opengraphprotocol.org/). This is a universally 
accepted protocol that allows web pages to define content for sharing. It is the protocol that currently powers 
the Facebook Like button enabling site owners to designate content that is shared when someone clicks the 
Like button. ShareThis now supports this protocol.  

This allows site owners to define the following tags (and some others not included here): 

 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.  
 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".  

http://opengraphprotocol.org/
http://www.example.com/title/tt0117500/
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 og:description - A one to two sentence description of your page. 
 
Other tags include information about location, contact information, and defining what the object shared is 
about (e.g., restaurant, song, movie). 
 
As you can see from these tags, websites can very tightly control the information that is shared when social 
sharing tools are used. It is an ideal solution for heavily regulated industries such as pharma and healthcare. 
 
Note: since the Facebook Like button uses the same open graph tags as ShareThis, sites that already use open 
graph tags to support the Like button simply can add the ShareThis code and take advantage of these new 
features. ShareThis includes a Facebook “share” button that has a very similar functionality to the Facebook 
Like button. Sites can have both available. 
 
Illustration 
 
We’ve developed a simple demonstration page to show how this new ShareThis update can work for websites. 

Example 1 – This example shows how the sharing tools behave without adding open graph tags (i.e., the 
current configuration of most sites today). 

Shown in Figure 1 is a basic page featuring some information about the product, an image, and some sharing 
buttons.  

 

 

 

 

Figure 1 



   

  

© 2010 Bridge Worldwide Page 8 Revised: 9/29/2010 
 
 

This page was generated using this code (in part): 

 

When a user clicks on the Facebook sharing icon in Figure 1, for example, a new screen pops up with the 
following content: 

 

You can see that the content generated to share on Facebook (Figure 3) is pulled directly from mainly the 
visible portion of the page. The title (“Curital – a treatment...”) comes from the webpage title (seen in the 
“tooltip” in Figure 1 near the address bar at the top), which is generated from the <title> tag (shown in the red 
box in Figure 2), the URL matches URL of the page, the image is taken directly from page, and the description 
comes from the page META description (shown in the green box in Figure 2). 

In this example, the company who created this page should expect a Warning Letter very similar to the one 
Novartis received. Since they encouraged sharing and the content that is shared is not compliant (i.e., includes 
no fair balance), then the company is in violation.  

Example 2 – Implementation of open graph tags and ShareThis 

Using the updated version of ShareThis and open graph tags, the situation is entirely different. On the surface, 
the webpage (Figure 4) looks exactly the same to visitors (because it is) as the one in Example 1 (Figure 1).  

Figure 3 

Figure 2 
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However, there are some changes to the underlying code of the page.  

 

In Figure 5, you see that the title tag (red box) and META description (green box) remain unchanged. These 
will continue to be used by search engines. What we have added are a few lines of code that include the open 
graph tags (black box). This includes adding a title, URL, image, and description. When the page is shared on 
Facebook the same as we did in Example 1, we get a very different result. 

Figure 4 

Figure 5 
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While the webpage looks the same to visitors in each example, what is shared is very different. We have 
caused the following changes: 

 Changed the title from “Curital – a treatment for many diseases including diabetes” to “Curital 
Information”. This title can be written to completely exclude claims (such as the indication) or even 
exclude the drug name entirely if necessary. 

 The URL has been changed to a masked URL for cases where the drug name can’t be shared in any 
way. This could allow you to include claims without fair balance if you eliminate all mentions of the 
drug name. For statistics tracking purposes, we recommend the use of the default ShareThis 
shortening service (shar.es) and not bit.ly, as shown in this example. 

 We have changed the description from “Curital is indicated for all sorts of diseases including diabetes, 
heart disease, cancer, and upset stomach” to “Find out if this treatment is right for you by talking to 
your doctor.” This eliminates all claims made about the drug and allows companies to change this to a 
more “generic” sounding description that is regulatory-compliant. We recommend that companies 
develop more useful descriptions than the one used in this example, for example, “Drug X is used in a 
variety of medical conditions. This site describes these uses in detail along with risks and benefits.” 
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”).  

 We have also changed the image that is shared. Without an open graph tag, in this example, the 
Facebook sharing tool would pull all of the images from the page and allow users to select which 
thumbnail (or none) they want to include. The open graph tag here would allow you to allow users to 
select to include one specific image you define (like a product logo) or no thumbnail. This can help 
ensure consist branding across social media channels. 
 

Implementation 
 
ShareThis tools appear on more than 850,000 sites and are seen by more than 400 million people every 
month. Web users are familiar with these tools and the conventions of ShareThis. Implementation of 
ShareThis on a website involves adding a couple lines of javascript and defining the type and position of the 
sharing buttons (more information can be found here: http://sharethis.com/publishers/get-sharing-button).  

Figure 6 

http://sharethis.com/publishers/get-sharing-button
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ShareThis offers a variety of sharing button types representing more than 80 different social media sites and 
platforms (only a few are shown below for simplicity). Options include:  
 
Small “chicklets”:  
 
 
Large “chicklets”:  
 
Counter-style buttons:  
 
             (horiztonal)                             (vertical) 
 
Traditional ShareThis button:  
 
This last button expands when users click or hover (as defined by the website) to reveal all the different 
sharing options (80+) including email.  
 

 
 
Custom buttons can also be created and supported via ShareThis’ API. 
 
In addition to adding the lines of code and defining the locations and types of buttons, open graph tags must 
be defined for each page that includes the sharing buttons. ShareThis will function without open graph tags, 
but it will pull information from META tags and descriptions, which is the original issue in this situation and 
should be avoided. 
 
The use of ShareThis sharing tools is free for both personal and commercial use, so the only costs are for 
implementation, which can be done by your current web developer. It should only take a matter of minutes to 
add the coding to selected pages. We offer this service at Bridge Worldwide and can help with custom 
installations and more complex enterprise-level implementations (e.g., adding to multiple sites at once via a 
content management system [CMS]). Please see the last page of this document for contact information.  
 
ShareThis also offers a robust reporting system that allows site owners to see how many times pages are 
shared and on which channels (and other metrics). ShareThis tracking can be incorporated into analytics tools 
such as Google Analytics and Omniture (ShareThis is an Application Partner). More information can be found 
here: http://sharethis.com/publishers/influenceinsights. 
 

http://sharethis.com/publishers/influenceinsights
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Final Recommendation Summary 

Based on new information and research and the availability of this new functionality within ShareThis, we 
recommend that sites do not adjust their META data including META title or META description. We 
recommend that sites incorporate sharing tools that leverage the open graph protocol. Open graph tags 
should be added to every page where sharing tools are included. These tags should be reviewed by regulatory 
and legal teams before implementation to further reduce any risk of being cited for violations by FDA. 

We also recommend that ShareThis be used as the sharing engine for our clients’ sites. In our opinion, 
ShareThis offers the most robust platform and features of all the sharing engines in the market. Because of its 
scale and experience, we feel that ShareThis will function in a predictable and reliable fashion on websites 
when implemented correctly. The customization options available via ShareThis allow it to fit within any site 
and appearing either as subtlety or as prominently as desired based on each site’s needs. 

 
 

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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