
​Dear Team CBER,​

​I am writing to report that OBPV career staff have found that at least 10 children have died after​
​and because of receiving COVID-19 vaccination. These deaths are related to vaccination​
​(likely/probable/possible attribution made by staff). That number is certainly an underestimate​
​due to underreporting, and inherent bias in attribution. This safety signal has far reaching​
​implications for Americans, the US pandemic response, and the agency itself, which I wish to​
​discuss here. I also want to address some frequent objections.​

​Prior to joining the US FDA, the FDA Commissioner closely followed reports of vaccine-induced​
​myocarditis. Unlike the COVID virus, which has a steep age gradient-- being at least 1000 times​
​more likely to kill an 80 year old than an 8 year old-- myocarditis appeared to have the opposite​
​pattern. Young, healthy boys and men-- those least likely to experience bad covid outcomes--​
​bore the greatest risk. The risk was as high as ~200-330 per million doses given in the highest​
​risk demographic groups. Notably, the US FDA and CDC were not the first to recognize the​
​safety signal-- instead the Israelis were-- and worse in May of 2021, then CDC director Rochelle​
​Walensky stated, "We have not seen a signal and we've actually looked intentionally for the​
​signal in the over 200 million doses we've given," Many felt this statement was dishonest and​
​manipulative.​

​The Commissioner, senior advisor Tracy Beth Hoeg MD PhD, myself and colleagues​
​demonstrated that COVID-19 boosters, and the accompanying mandates by colleges, were on​
​balance harmful to young men in a widely discussed, peer reviewed paper in 2022. Like many​
​academic physicians, we felt the FDA and CDC abdicated their duty to the American people.​
​These agencies did not quickly attempt mitigation strategies such as spacing doses apart,​
​lowering doses, omitting doses among those with prior COVID-19.​

​Worse, the FDA delayed acknowledgement of the safety signal until after it could extend​
​marketing authorization to younger boys 12-15. This is described by the Commissioner and I in​
​JAMA. Had the acknowledgement come early, these younger boys, who likely did not require​
​COVID-19 vaccination, may have chosen to avoid the products.​

​In the summer of 2025, Dr. Hoeg began investigating VAERS reports of children who had died​
​after administration of the COVID-19 vaccine. By late summer, she had concluded that there​
​were in fact deaths-- a fact this agency had never publicly admitted.​

​Dr. Hoeg organized a small meeting to discuss these deaths with OVRR and OBPV​
​stakeholders. The slides she presented, emails she sent, and distorted firsthand reports was​
​shared with media outlets. The general narrative was that OVRR staff disagreed with Dr. Hoeg's​
​assessment that the deaths were due to vaccine receipt. Some staff present who leaked​
​portrayed the incident as Dr. Hoeg attempting to create a false fear regarding vaccines.​

​I then asked OBPV to perform a detailed analysis of deaths voluntarily reported to the VAERS​
​system-- in full interest of balance. Causality is easy to assess in a randomized trial, but with​



​case reports, causality is typically assessed on a subjective scale. In this scale ranging from​
​certain to unlikely-- certain, possible/likely, and probable are broadly considered as related to​
​the product.​

​The team has performed an initial analysis of 96 deaths between 2021 and 2024, and​
​concludes that no fewer than 10 are related. If anything, this represents conservative coding,​
​where vaccines are exculpated rather than indicted in cases of ambiguity. The real number is​
​higher.​

​This is a profound revelation. For the first time, the US FDA will acknowledge that COVID-19​
​vaccines have killed American children. Healthy young children who faced tremendously low​
​risk of death were coerced, at the behest of the Biden administration, via school and work​
​mandates, to receive a vaccine that could result in death. In many cases, such mandates were​
​harmful. It is difficult to read cases where kids aged 7 to 16 may be dead as a result of covid​
​vaccines.​

​Did COVID-19 vaccine programs kill more healthy kids than it saved?​

​We do not have reliable data estimating the absolute benefit (absolute risk reduction) regarding​
​severe disease and death in healthy children from vaccine receipt. OVRR and OBPV rely on​
​observation cohort or case control data with notorious methodologic biases. FDA has never​
​requested the manufacturers demonstrate in randomized fashion that vaccinating children​
​improves these outcomes. The available randomized data in children is deeply limited, and​
​broadly negative for symptomatic infection, as discussed in prior ad-coms. Furthermore,​
​COVID-19 was never highly lethal for children, and now MIS-c has decreased drastically, and​
​the harms, to kids, are comparable to many respiratory viruses for which we do not provide​
​annual immunization.​

​Comparing the number of kids who died from COVID against these deaths would be a flawed​
​comparison. We do not know how many fewer kids would have died had they been vaccinated,​
​and we do not know how many more kids died from taking vaccines than has been voluntarily​
​reported. Instead, the truth is we do not know if we saved lives on balance.​

​When it comes to vaccine deaths, VAERS is passively reported. It requires a motivated person,​
​often a doctor, to submit the information. The submission process is tedious and most people​
​who start the form give up along the way. Many more deaths may be unreported. Finally, the​
​FDA has failed to properly enforce many required post market commitments for COVID-19​
​vaccines, including for pregnant women and to document subclinical myocarditis.​

​Putting these facts together, it is horrifying to consider that the US vaccine regulation, including​
​our actions, may have harmed more children than we saved. This requires humility and​
​introspection.​

​Why did it take the FDA Commissioner to identify these deaths?​



​There is no doubt that without this FDA commissioner, we would not have performed this​
​investigation and identified this safety concern. This fact also demands serious introspection​
​and reform. Why were these deaths not actively reviewed in real time? Why did it take until​
​2025 to perform this analysis, and take necessary further actions? Deaths were reported​
​between 2021 and 2024, and ignored for years.​

​I suspect the answer is cultural and systemic. I have no doubt that many vaccines have saved​
​millions of lives globally, and many have benefits that far exceed risks, but vaccines are like any​
​other medical product. The right drug given to the right patient at the right time is great, but the​
​same drug can be inappropriately given, causing harm. The same is true for vaccines. The US​
​government's coercive and unethical covid-19 vaccine mandates in young people may have​
​been harmful. In contrast, there is no doubt that an elderly, un-immune American benefitted from​
​Doses 1 and 2 in 2020. The people who might have benefit most from vaccination were those​
​too old to be affected by workplace mandates—another Biden administration blunder.​

​Does COVID cause more myocarditis than covid vaccines?​

​A perennial argument is that COVID 19, the virus, causes more myocarditis than COVID-19​
​vaccines. In fact, I heard this argument made inside CBER recently when one company​
​submitted their PMC. Here is why that argument is wrong.​

​In order to study how often people have myocarditis after the virus, you would want to collect​
​everyone who got covid, and see how many get myocarditis. Yet, studies on this topic don't do​
​this. They take people who presented to health care systems and had covid-19 and ask how​
​many have myocarditis. But we all know most people who get covid simply recover at home.​
​People who seek medical care are the sickest ones. These studies use a false denominator.​

​Second, the demographic matters. I have no doubt COVID vaccines were life saving for an 80​
​year old who never had COVID, but should a 20 year old get his 6th dose this fall? These​
​studies often fail to look at the balance in younger people.​

​Finally, you still get COVID anyway. No amount of covid vaccines stops a person from getting​
​covid, so the risk is not virus vs vaccine. It is vaccine + virus vs virus alone.​

​I am not aware of any analysis that does this right, and we have performed an empirical review​
​of this fact.​

​Thoughts on CBER staff who are leaking to the media​

​I have no doubt that individuals who are providing media outlets with slides, emails and​
​personal anecdotes believe they are doing the right thing. Unfortunately, this behavior is both​
​unethical, illegal, and, as this case illustrates, factually incorrect. COVID-19 vaccines did result​
​in the death of children. Dr. Hoeg was correct in her assessment-- any small differences in​



​opinion about specific cases are due only to the fact that subjective attribution of death is​
​inherently a topic where reasonable people may have subtle disagreements. But the overall​
​order of magnitude and directionality show concordance between Dr. Hoeg and long-time CBER​
​staff.​

​Drs. Gruber and Krause resigned in 2021 as Director and Deputy Director of OVRR​

​Finally, one fact that must be mentioned is that disagreements by my predecessor and career​
​staff had led to resignations in the past. Drs. Gruber and Krause ran the vaccine division for​
​decades. They resigned over two issues: Dr. Marks insisted that annual boosters should be for​
​all people--irrespective of age and risk-- while Gruber and Krause preferred a risk based,​
​evidence based approach. And Dr. Marks pushed through a BLA for the COVID-19 shots, which​
​permitted the Biden administration to administer unethical COVID-19 mandates.​

​As a professor, I agreed with Gruber and Krause. Furthermore, there have been prior CBER​
​directors who have held this chair and had fundamentally different views. Some have felt the​
​CBER director should override reviewers to approve gene therapies that do not work because of​
​patient demand. When these products later result in post market deaths, it is difficult to take​
​corrective action. I favor approving products with benefits that exceed risks.​

​Incentive in vaccine making​

​It is well acknowledged that the FDA does not consider the cost of drugs in our approval​
​decisions, and similarly it is not our role to lower evidentiary standards or mask safety concerns​
​to create artificial financial incentives to make vaccines. That said there are unique financial​
​incentives for vaccine markers.​

​Covid-19 vaccines earned 100 billion dollars globally. The annual US vaccine market is​
​estimated to be over 30 billion dollars, projected to pass 50 billion in a decade, and a single new​
​vaccine for pregnant women has industry analysts estimating 1 billion a year in annual returns.​

​Additionally, vaccines do not go "generic." There is no biosimilar pathway. You can't show your​
​biosimilar vaccine has the same antibody titer and get approval. This means two things:​
​companies can expect long tails of earnings, and FDA acknowledges that cell and humoral​
​immunity surrogates are insufficient for generic approvals-- a position I agree with.​

​The fact that we don't offer generic or biosimilar vaccines because no amount of cell or humoral​
​mediated immune surrogates would mean that a product retains efficacy has a deeper logical​
​conclusion: how can we accept such endpoints to approve entirely novel products?​

​The path forward for CBER/OVRR/OBPV​

​I want to outline a path forward. Our general approach in CBER will be to direct vaccine​
​regulation towards evidence based medicine. This means: we will take swift action regarding​



​this new safety concern, we will not be granting marketing authorization to vaccines in pregnant​
​women based on unproven surrogate endpoints (any prior promises will be null and void), and​
​we will demand pre-market randomized trials assessing clinical endpoints for most new​
​products. Pneumonia vaccine makers will have to show their products reduce pneumonia (at​
​least in the post-market setting), and not merely generate antibody titers. Immunogenicity will no​
​longer be used to expand indicated populations-- these populations should be included in​
​premarket RCTs.​

​We will revise the annual flu vaccine framework, which is an evidence-based catastrophe of low​
​quality evidence, poor surrogate assays, and uncertain vaccine effectiveness measured in​
​case-control studies with poor methods. We will re-appraise safety and be honest in vaccine​
​labels. I look forward to hearing your thoughts on how to do this better.​

​Additionally, at FDA, we have not been focused on understanding the benefits and harms of​
​giving multiple vaccines at the same time. This is a concern shared by many Americans. The​
​FDA's standard has been to require randomized studies too small to draw any conclusions​
​from-- creating a false sense of efficacy and safety.​

​OVRR and OBPV staff will be tasked with writing guidelines to reflect these changes, and the​
​mission of CBER will change to reflect this worldview. Never again will the US FDA​
​commissioner have to himself find deaths in children for staff to identify it. Vaccines will be​
​treated like all other medication classes-- no better or worse than AAV vectors, monoclonal​
​antibodies, or anti-sense oligonucleotides.​

​Insofar as vaccines have third party benefits, and many do, these will be judged just like drugs​
​may have third party benefits-- a person who takes an appropriate psychiatric medicine may be​
​a better parent or spouse-- but this requires data and cannot be assumed. I have seen no​
​evidence that COVID-19 vaccines, which do not halt transmission, benefit third parties. I have​
​no doubt that MMR vaccines do provide third party benefits when administered to high enough​
​fractions of society.​

​Having said this, I remain open to vigorous discussions and debate on these topics, as I have​
​always been. I am open minded to modifications or alterations. As you can imagine, I believe​
​these debates should be private, internal to FDA, until they are ready to be made public. I don't​
​endorse selective reporting of our meetings and documents. Some staff may not agree with​
​these core principles and operating principles. Please submit your resignation letters to your​
​supervisor and CC my deputy Katherine Szarama.​

​For those who choose to remain in CBER, I look forward to working with you, learning from you,​
​discussing with you, and interacting with you on our shared mission: to elevate vaccine science​
​to 21st century evidence based medicine.​

​Vinay Prasad MD MPH​



​CBER Director, CMSO US FDA​


