
COVID-19 Vaccine Maker Pledge 

We, the undersigned biopharmaceutical companies, want to make clear our ongoing commitment to 

developing and testing potential vaccines for COVID-19 in accordance with high ethical standards and 

sound scientific principles. 

The safety and efficacy of vaccines, including any potential vaccine for COVID-19, is reviewed and 

determined by expert regulatory agencies around the world, such as the United States Food and Drug 

Administration (FDA).  

The FDA has etablished clear guidance for the development of COVID-19 vaccines and clear criteria for 

their potential authorization or approval in the US. The FDA's guidance and criteria are based on the 

scientific and medical principles necessary to clearly demonstrate the safty and efficacy of potential 

COVID-19 vaccines.  

 

More specifically, the agency requires that scientific evidence for regulatory approval must come from 

large, high-quality clinical trials that are randomized and observer-blinded, with an expectation of 

appropriately designed studies with significant numbers of participants across diverse populations. 

Following guidance from expert regulatory authorities such as the FDA regarding the development of 

COVID-19 vaccines, consistent with existing standards and practices, and in the interes of public health, 

we pledge to: 

Always make the safety and well-being of vaccinated individuals our top priority. 
— 

Continue to adhere to high scientific and ethical standards regarding the conduct of clinical 
trials and the rigor of manufacturing processes. 

— 

Only submit for approval or emergency use authorization after demonstration safety and 
efficacy through a Phase 3 clinical study that is designed and conducted to meet 

requirements of expert regulatory authorities such as the FDA. 
— 

Work to ensure a sufficient supply and range of vaccine options, including those suitable 
for global access. 

We believe this pledge will help ensure public confidence in the 

rigorous scientific and regulatory process by which COVID-19 

vaccines are evaluated and may ultimately be approved. 
 
 
AstraZeneca 
BioNTech 
GlaxoSmithKline 
Johnson & Johnson 
Merck 
Moderna 
Novavax 
Pfizer 
Sanofi 
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 COVID-19 Vaccine Makers Pinkie Swear 
 The Regulatory Watchcat 
 

Thanks to a dark sense of humor, this business keeps me laughing, especially in such “unprecedented times.” 

Nine COVID-19 vaccine makers recently released a joint pledge that had me laughing off and on all morning, 

starting with:  

We, the undersigned biopharmaceutical companies, want to make clear our ongoing commitment to developing and testing 
potential vaccines for COVID-19 in accordance with high ethical standards and sound scientific principles.   

Uh-oh! When industry execs start waxing lofty about high ethical standards and sound scientific principles 

instead of market share, earnings, and profit margins, the time has come to bar the doors and windows and 

hunker down.  But at least they didn’t say “highest.”  

The pledge begins with a puzzling digression.  Instead of pledging anything, it describes the regulatory 

oversight of vaccines:  

The safety and efficacy of vaccines, including any potential vaccine for COVID-19, is reviewed and determined by expert 
regulatory agencies around the world, such as the United States Food and Drug Administration (FDA).   

Whew! For awhile there, I was worried the safety and efficacy of vaccines might be reviewed and determined 

by the inexpert regulatory agencies, instead of the expert ones.  Sounds like we dodged a bullet on this one.   

The FDA has established clear guidance for the development of COVID-19 vaccines and clear criteria for their potential 
authorization or approval in the US.  The FDA's guidance and criteria are based on the scientific and medical principles necessary 
to clearly demonstrate the safety and efficacy of potential COVID-19 vaccines and clear criteria for their potential authorization or 
approval in the US.   

Maybe it’s just me, but this sounds very much like the way FDA describes many of its own guidances.  Which 

leads me to wonder if these manufacturers aren’t a little too cozy and comfortable with this guidance.  You 

might almost think they wrote it themselves.   

More specifically, the agency requires that scientific evidence for regulatory approval must come from large, high-quality clinical 
trials that are randomized and observer-blinded, with an expectation of appropriately designed studies with significant numbers of 
participants across diverse populations.   

I can only hope that every single one of these guys knows perfectly well…but I wouldn’t bet on it….that nothing 

in an FDA guidance is a requirement.  So “the agency requires…” is a false and misleading claim, IMO.  A lot of 

those seem to be going around lately.   

Following guidance from expert regulatory authorities such as the FDA regarding the development of COVID-19 vaccines, 
consistent with existing standards and practices, and in the interest of public health…  

Ummm…shouldn’t companies have their own standards and principles? Especially companies that make 

products that can literally mean life or death to those who use them? Shouldn’t a company that develops 

vaccines know at least as much as any regulatory agency about what ethical standards and scientific 

principles are appropriate for the vaccines they develop? Or is this a case of not wanting to do any more than 

they absolutely have to in order to get through the regulators and onto the market? And then be safely able to 

point their collective fingers at the regulators if any problems arise?  

Finally, they get around to their pledge, which consists of four parts:  
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Always make the safety and well-being of vaccinated individuals our top priority.   

Hmmm.  This seems pretty weird to me.   

For one thing, the safety and well-being of individuals is 100% between the individuals and their doctors.  

Nobody else, including regulators, belong in the middle of that.  Certainly not manufacturers.   

Second…well, gosh darn, whatever happened to the safety and efficacy of the vaccines these companies are 

developing? That is what manufacturers are actually responsible for…their products, not “individuals.”  The 

safety and efficacy of a product is not the same thing as the safety and “well-being” (interesting substitution) 

of the individuals who use it.  “Product safety” and “patient safety” are two different topics.   

For another, why “individuals”?  Aren’t we talking about a clinical trial to evaluate the safety and efficacy of a 

potential vaccine? So why not “subjects”?  Oh no…don’t tell me.  Really, please don’t.  Please don’t tell me 

that someone senior enough in this lofty crowd to have influence on the wording of the pledge actually nixed 

“subjects,” because “that makes it sound like we’re engaged in human experimentation.” That’s exactly what 

a clinical trial is, and anyone who can’t even bring themselves to call it by its own name, absolutely does not 

belong in this business.   

There is also the statement of the obvious.  It doesn’t take an MBA to know that their number one priority is, 

and always will be, shareholder ROI.  As someone who has an MBA, I will say further that this is as it should 

be.  Seriously, who wants a bunch of corporate types playing doctor? Can’t they just mind their own store?  

Continue to adhere to high scientific and ethical standards regarding the conduct of clinical trials and the rigor of manufacturing 
processes.   

And now I think we come to the heart of the matter:  

Only submit for approval or emergency use authorization after demonstration safety and efficacy through a Phase 3 clinical study 
that is designed and conducted to meet requirements of expert regulatory authorities such as the FDA.   

Clearly EUA is still on the table.  Or at least, they hope so.  Or maybe they just think so, hard to say.  Possibly 

they would all prefer to go for full approval, but aren’t sure the FDA will be open to this.  Maybe not so sure 

how their shareholders might react, either.   

The difference been approval and authorization is that, as FDA has repeatedly demonstrated, over and over 

and over again since March, FDA does not feel compelled to review any data in order to grant emergency use 

authorization.  FDA’s lofty standard for an EUA has in fact been a “pinkie swear.”  

Potentially, manufacturers need only pinkie swear that they have conducted a large, high-quality clinical trial 

that was randomized, observer-blinded, and appropriately designed with significant numbers (not to be 

confused with statistically significant) of participants across diverse populations.  And that the results, which 

FDA is welcome to take a look at the next time it drops by, show that their vaccine is probably safer than 

COVID-19 and quite possibly efficacious.   

Turns out confidence intervals aren’t as confidence inspiring as you might think.  There will be at least a 30% 

chance that it is effective around 50% of the time, and up to a 70% chance that it isn’t.  If it isn’t around 50% 

effective, it is hard to say how effective it might be.  This depends in large part on the underlying distibution, 

which might be normal, but probably won’t be.  Maybe it will be new normal.   

The other catch is that these manufacturers have not pledged that their trials will meet FDA’s lofty standard.  

Instead, they have pledged only that they will meet requirements of expert regulatory authorities “such as the 

FDA.” This leaves them free to cherry-pick a standard from among the varying requirements of all the “expert” 

regulatory authorities in the world, whichever regulatory authorities those might be.  They have apparently 

limited themselves only to the extent that they will not stoop to meeting the requirements of the 

inexpert regulatory authorities.   
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This might offer a skeptical Watchcat at least some consolation, except that I am unaware of any list of 

regulatory authorities that indicates which ones are expert and which ones are inexpert.  In order for these 

manufacturers to keep their pledge, someone will have to decide which ones are which.  Hmmm.  I wonder 

who might make that decision?  

Speaking as someone who places equal value on the health of my fellow human beings elsewhere on the 

planet, I find this last point a bit unsettling:  

Work to ensure a sufficient supply and range of vaccine options, including those suitable for global access.   

I am left to wonder why a vaccine suitable for access in the US might not be suitable for global access, and 

vice versa.   

This brings us to the grand finale:  

We believe this pledge will help ensure public confidence…  

Heh.  I’m pretty sure that the keyword here is “believe,” instead of “think.”  

…in the rigorous scientific and regulatory process by which COVID-19 vaccines are evaluated and may ultimately be approved.   

Ah…deftly done!  A smooth redirect, from public confidence in the vaccine, to public confidence in the process 

by which it will be evaluated.   

A few months ago, some members of Congress were demanding that the vaccine makers explain how they 

would ensure public confidence in their vaccines.  The vaccine makers are right on point here.  That is not 

their job.  That’s the role of the regulators.  It would seem that an effort was made to toss it to the vaccine 

makers, and perhaps now they have responded…by scooping it up and lobbing it right back.   

I don’t know about you, but to me, this thing is starting to sound less and less like a vaccine, and more and 

more like a hand grenade…  

Julie Omohundro 

The Regulatory Watchcat 


