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FDA will not tolerate fraud…meaning what, exactly? 

 The Regulatory Watchcat 
“Providing regulatory flexibility during this public health emergency never meant we would allow fraud,” said 

Jeff Shuren, M.D., J.D., director of FDA’s Center for Devices and Radiological Health. “When tests are marketed 

inappropriately, with inaccurate or misleading claims – such as the ability to perform the test completely at 

home, or that the test is authorized, cleared, or approved when it is not – they put the health of Americans at 

risk. Such conduct will not be tolerated by the FDA..."   FDA Press Release, June 17, 2020 

In April I decided I would make time in my schedule to follow up on claims of FDA approval for products that 

were authorized only for emergency use. It didn't take long for the initial trickle to become a tidal wave.  When 

I realized that Reuters was touting pretty much every EUA product as having been approved by FDA, I gave up.  

But there was one example that I just couldn’t shake. I still hadn’t shaken it when FDA’s press release came 

out last week, so I decided, okay, I will take up this one, at least… 

From the manufacturer’s press release: 

"…has not been FDA cleared or approved…is only authorized for the duration of the declaration that 

circumstances exist justifying the authorization of emergency use…" 

Seems pretty clear, huh?  Except…this is an “at-home” test that consumers can order for themselves, and 

consumers don’t read press releases.  Many consumers do, however, read posts like these on LinkedIn:  

Those who missed the original posts could read the reposts in their LinkedIn feed, starting with those that were 

generated by the 939 Like’s garnered by these two posts, or they could read the re-reposts, which showed up 

due to the Like’s garnered by the reposts, and those garnered by the re-reposts…and the LinkedIn ripple effect 

just keeps on rippling.  It seems entirely possible that these two posts alone gave thousands of potential 

customers the impression that this product had been through the full FDA approval process.   

But that was not the end of it… 
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Individual employees also spread the good news, in posts and re-posts by employees at a range of different 

levels….Associate VP, Senior Director, Director, Senior Manager, Manager, and line staff.  These posts typically 

got far fewer likes, but they probably still showed up in the feeds of their Connections and of their fellow LI 

Group members.   

The individual posts also represented a range of functional areas, but there seemed to be a somewhat 

disproportionate number by employees in Business Development and by recruiters affiliated with one or the 

other of the two companies. 

And it still wasn’t over… 

Eventually the posts got picked up by LI members who had no connection to either company.  These posts 

could be seen by their readers as “objective” in promoting the “approved” test.  And sometimes as being 

promoted by a Connection that the readers could “trust.” 

This scenario would seem to raise a number of questions. 

Appropriate Claims for EUA Products 

The most immediate questions raised here involve the types of claims that can be appropriately made about 

a product that has received authorization for emergency use.   

Many players in the FDA-regulated space have perpetually confused “cleared” and “approved,” sometimes 

unintentionally, other times intentionally.  In my experience, when a product that was cleared is described as 

“approved,” FDA has most commonly “exercised its enforcement discretion,” which is politically comfortable 

language for “let it slide.” 

 Is a claim that the product has been “approved” by FDA an “inaccurate or misleading” claim? 

 Could such claims put the health of Americans at risk? 

 If FDA ignores such claims, could this put FDA’s credibility at risk?  Especially after issuing a press release 

that expressly states it will not tolerate a claim that a test has been approved if it has not? 

 Or is this a situation in which it is appropriate for FDA to exercise “regulatory flexibility”? 

I think the answers to these questions hinge in large part (or should) on how much weight healthcare 

providers and consumers give “FDA approved.” In recent years, both healthcare providers and consumers 

seem to have become more sensitized to the difference between 510(k) clearance and full FDA approval.  I’m 

inclined to think more than a few would feel misled by a claim that a product was FDA approved, when it had 

been neither cleared nor approved.  Really, how could they not? 

Advertising on Social Media 

FDA took an interest in social media some years ago.  It followed its usual process for addressing new issues.  

First it held a public meeting…in November of 2009.  To put this into context, that was the year that Facebook 

overtook MySpace in the US, with a little over 70 million users, Twitter was aiming for 20 million users, and 

LinkedIn announced it had passed a milestone of 50 million users. 

Over four years later, FDA released several draft guidances related to the use of social media for advertising.  

None of them addressed the use of social media as described in this post.  That was six years ago this month, 

and those guidances are still in draft form today.  This raises more questions: 

 Is it time FDA finalized its guidances related to advertising on social media?  Does it need to revisit and 

update them first? 

 Is it time to develop additional guidance to address social media as it has evolved in the more than 10 

years since first FDA sought public input and 6 years since it released the draft guidances? 

 Can FDA even keep up these days?  If it will need another four years to issue additional guidance in draft 

form, how outdated is that guidance likely to be by then? 
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If not “Fake News,” then “Fake Headlines” 

The role of the media seems to be exceptionally problematic here.  In the past, the media has often confused 

“cleared” with “approved.”  But products with EUA haven’t been either cleared or approved, nor even seriously 

reviewed, by FDA.  Equating “authorized” with “approved” is a much farther leap. 

One problem seems to be a widespread media practice in which reporters do stories and editors do headlines, 

and editors seem inclined to prioritize attention-getting headlines over accurate headlines.  Moreover, they may 

at most skim the articles they are headlining, and, having not written or carefully read the article, may know little 

to nothing about the subject matter.  Thus, many online stories about newly authorized products accurately 

describe them as “authorized for emergency use,” while the story headline claims approval. 

All of which raises yet more questions… 

 Should a manufacturer be expected to “surveil the internet” for false and misleading claims about its 

products? 

 Has this pandemic brought us to point of diminishing returns when it comes to regulating only those claims 

made by a manufacturer, its employees, and perhaps business partners? 

 If we have reached the point of diminishing returns, do we stop here, as the best that we can do, or is there 

a path forward?  If so, what might that path look like? 

As a final question and case in point… 

How many times can you find “FDA approval” in this picture? 

 


