
 

1 

 
 

 Why did Senior FDA Career Civil Servants 

 Pinkie Swear Too, I Wonder? 
 The Regulatory Watchcat 
 

When I first read through the pinkie swear from the “senior FDA career civil servants,” I found myself wondering 

what they hoped it would achieve and what target audience(s) they were trying to reach. Given the regulatory 

issue of the moment, I initially assumed that they were trying to reassure the public with respect to the safety 

and efficacy of a COVID-19 vaccine, having had that responsibility tossed back to them by the vaccine makers.  

It seems like this was at least one of their objectives: 

We want the American people to know that the FDA’s 17,000 plus career staff will continue to work to the best of our ability on 
their behalf, and with their health and well-being as our beacon. 

If that was their goal, color me skeptical that their pinkie swear had that effect, especially since they caveated 

it as not representing the views of the agency.  Maybe it’s just me, but I don’t see how a statement that 

doesn’t represent the views of an agency is likely to inspire public confidence in decisions coming out of that 

agency, no matter how senior, caring, and dedicated the people who issue it might be. 

On the contrary, the caveat suggests to me that the agency thinks otherwise.  If the agency was in agreement, 

it seems like it would be doing its own pinkie swearing.  But perhaps that was the point?  To undermine 

confidence in the agency?  The vaccine?  In politics, you never know.  Really, you don’t.  Even the politicians 

don’t necessarily know what the heck is really going on. 

But perhaps they were saying, even if you can’t trust the agency, you can trust us. Just speaking for myself, 

not going to happen. 

It also struck me as potentially a variation on trying a court case in the media.  Exactly who are the two parties 

(no pun intended) in the case, and who is arguing which case on behalf of whom, I’m not sure.  So many 

players in this game. 

There is of course the most mundane of motives, to protect their jobs, or, as “senior” civil servants, their 

almost-pensions. I’m not in a position to know how this agenda would best be served.  I wonder if they know 

themselves.   

If that’s the motive, then it would seem they think it is best served by distancing themselves from the 

Administration.  Very carefully, with no claim of interference or attempted interference, only the statement 

itself as evidence of at least a perceived potential for interference.  Otherwise, why issue it? 

[I must say, all this talk of “interfering” is starting to sound a little pervy, isn’t it?  But perhaps I’ve just watched 

too many episodes of SVU.  On the other hand, knowing partisan politics as I unfortunately do, pervy it may 

well be, raising the question of who is it that is really getting “interfered with” here.  Usually it’s us.] 

Perhaps they are hedging their bets in case things change dramatically come November, when some backlash 

might be expected, along with some sacrificial lambs. 

Whatever.  They are none of them GS-5s, and none of them are likely to have any problem securing very 

gainful employment should they leave the agency.  If that’s what motivated them to pinkie swear, I sincerely 

hope it backfires. 
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Or maybe it was aimed at the interferers?  Perhaps an effort to convince the public to convince them to stop 

interfering and let the agency decide and do?  Especially if the interferers need the public to have confidence 

in the vaccine.  That’s what this part of the pinkie swear sounds like to me: 

… If the agency’s credibility is lost because of real or perceived interference, people will not rely on the agency’s safety warnings. 
Erosion of public trust will leave consumers and patients doubting our recommendations, less likely to enroll in clinical studies or to 
use FDA-regulated products when they should to maintain or improve their health. This is problematic under normal circumstances 
but especially if we are to ultimately overcome COVID-19. Protecting the FDA’s independence is essential if we are to do the best 
possible job of protecting public health and saving lives. 

Or, to continue the legal analogy, maybe it is an effort to establish grounds for appeal, in the form of “We told 

‘em so, but they just wouldn’t listen.”  Tell me about it.  We regulatory professionals working on the industry 

side say this on regular basis, but in our case “they” is company management instead of agency management.  

Maybe we should try holding a press conference sometime. 

As for me, interference is not my main concern, although there is that.  My own confidence in FDA is, shall we 

say, lacking, not due to interference, but more to matters of competence, intent, and, perhaps, courage.   

As the EUAs just kept on rolling out, well past the point that any public health need was being served, and 

perhaps more like the contrary, I tried to figure that out, too.  Finally, when Tim Stenzel, head of FDA’s 

diagnostic group, announced a few months back that “we” expected (hoped for?) this emergency to last “at 

least years,” I came around to thinking that maybe FDA is now clinging desperately to EUAs because it just 

plain doesn’t think it is up to the task of premarket review.  At least, not when it comes to products intended 

to “diagnose, cure, mitigate, treat, or prevent” a novel virus that is the basis for a politically high-profile 

pandemic and that seems to be killing a whole bunch of Americans on a daily basis. 

It’s starting to feel like FDA is hoping to hold onto EUAs long enough to transform these products into what 

on the medical device side would be a predicate…a well-established product for a well-understood indication, 

that has been on the market for a number years and has done no harm.  At least, no harm to FDA in the 

form of numerous unfortunate and blaring headlines.  These are “safe” products in more than the clinical 

sense of the word.  Most are supported by “real world” evidence (what used to be called “clinical experience” 

but apparently that term wasn’t buzzy enough) and not by clinical trials. 

This possibility seems to be supported by more recent developments, in which FDA has issued guidances that 

require more of EUA products.  Often a lot more.  But not quite so much as every last little thing that would be 

needed for approval.  I mean, if FDA required every last little thing that is needed for approval, somebody 

might just up and ask why FDA is not reviewing and approving these products, and that just wouldn’t do. 

With an EUA, FDA can leave these products out there in the “real world” for years, waiting to see if they do any 

good or any harm.  If they do clinical harm, at least any political harm is mitigated by the fact that FDA never 

approved them, so it doesn’t have to worry about any uncomfortable questions as to how the product got 

approved in the first place.  

Once enough “real world” evidence for these products has accumulated over time, FDA could then feel 

comfortable approving them…if it really has to, but it would be a much safer play to leave them authorized 

forever.  Not shockingly, that kind of talk surfaced several months ago already.  Was, in essence, buzzing 

around well before COVID-19 opened the door for it to rush in. 

“Many of the permanent changes that we will implement really represent an acceleration of where we were 

headed before.”  Stephen M. Hahn, M.D., June 1, 2020 

https://www.fda.gov/news-events/speeches-fda-officials/remarks-commissioner-stephen-hahn-md-covid-19-pandemic-

finding-solutions-applying-lessons-learned 
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On the industry side, this approach has long been known as “let the market decide!”  As someone who sees 

benefit in free market competition, I appreciate that this phrase has a certain ring to it.  The problem is, for 

FDA-regulated products, “the market” consists of patients, who “decide” by either improving or not, being 

injured or not, dying or not. 

This essentially casts FDA in the role of a counter of bodies.  Something it has always been, to some extent.  

(Although not a particularly good one, IMO.)  But, previously, at least some effort has been made to “stifle” 

the most likely disasters before the bodies could start piling up. 

When the market decides, patients can be more accurately described as subjects, only without benefit of 

informed consent or IRB oversight.  Human experimentation at its worst, instead of at its best, which is a 

clinical trial conducted according to good clinical practice.  And, to be clear, all EUA products are essentially 

experimental drugs or medical devices.  None of them should be used in the “diagnosis, cure, mitigation, 

treatment, or prevention of” COVID-19 without appropriate IRB oversight and informed consent. 

The thing of it is, most Americans don’t want to be unconsented subjects who “decide.”  They think FDA is 

supposed to protect them from “deciding,” by deciding this itself, before a product is ever allowed on the 

market.  If FDA isn’t doing that, they don’t think FDA is doing “the best possible job of protecting public health 

and saving lives.”  They don’t think FDA is doing its job at all.  Thus, the more people understand what an EUA 

means (or doesn’t mean), the more people ask, “Then why even have an FDA?” 

Which brings us to the question of the moment, IMO.  Are EUAs the result of interference? Or are they quite 

acceptable, even desirable, to these deeply caring senior FDA career civil servants?  There is no good answer 

to this question.  If EUAs are the result of interference, then obviously they are helpless to resist the 

interference and their pinkie swear is worthless.  If not, then they are not being interefered with, but enabled.  

In which case, the only real emergency here is at FDA, and it probably didn’t start with COVID-19. 

Whatever the motive, I’m crystal clear on what I personally think is needed to do the best possible job of 

protecting public health and saving lives:   

STEP UP. 

Declare the emergency over.  Right now.  Then start reviewing and approving (or not) every single COVID-19 

product.  Will Americans die in the interim?  Yes, but Americans will die in the interim anyway.  At least 

Americans could look forward to PPE, tests, treatments, and a vaccine that would provide a solid foundation 

for decision-making and for managing this epidemic, instead of pinkie swears. 

Is FDA is competent to do this?  Who the hell knows.  FDA has never reviewed and approved (or not) anything 

intended to diagnose, cure, mitigate, treat, or prevent anything remotely like COVID-19.  But that’s the job.  

Step up and do it. 

Julie Omohundro 

The Regulatory Watchcat 


