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Summary

In response to severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2), several new
pharmaceutical agents have been administered to billions of people worldwide, including the
young and healthy at little risk from the virus. Considerable leeway has been afforded in terms of
the pre-clinical and clinical testing of these agents, despite an entirely novel mechanism of action
and concerning biodistribution characteristics.

Re-analysis of randomised controlled trials using the messenger ribonucleic acid (mRNA)
technology suggests a greater risk of serious adverse events from the vaccines than being
hospitalised from COVID-19. Pharmacovigilance systems and real-world safety data, coupled with
plausible mechanisms of harm, are deeply concerning, especially in relation to cardiovascular
safety. Mirroring a potential signal from the Pfizer Phase 3 trial, a significant rise in cardiac arrest
calls to ambulances in England was seen in 2021, with similar data emerging from Israel in the 16-
39-year-old age group.

In parallel, authorities and sections of the medical profession have supported unethical,
coercive, and misinformed policies such as vaccine mandates and vaccine passports,
undermining the principles of ethical evidence-based medical practice and informed consent.
These regrettable actions are a symptom of the ‘medical information mess’: The tip of a
mortality iceberg where prescribed medications are estimated to be the third most common
cause of death globally after heart disease and cancer. Underlying causes for this failure
include regulatory capture - guardians that are supposed to protect the public are in fact
funded by the corporations that stand to gain from the sale of those medications.

To gain a better understanding of the true benefits and potential harms of the messenger
ribonucleic acid (mRNA) coronavirus disease (COVID) vaccines, | conducted a narrative review
of the evidence from randomised trials and real world data of the COVID mRNA products with
special emphasis on BioNTech/Pfizer vaccine?®.

In a second published review, | identified the major root causes of these public health failures,
it was found that the public health messaging has also resulted in wanton waste of resources
and a missed opportunity to help individuals lead healthier lives with relatively simple - and
low cost - lifestyle changes?.

Key aspects of these reviews for 2020-2021 will be developed here for the case of Mr Vauhkala.

I - Safety and Efficacy of the COVID-19 Vaccines up to end 2021

A doctor’s experience

Volunteering in a vaccine centre, | was one of the first to receive two doses of Pfizer's
messenger ribonucleic acid (mRNA) vaccine, at the end of January 2021. Although | knew my
individual risk was small from COVID-19 at age 43 with optimal metabolic health, the main
reason | took the jab was to prevent transmission of the virus to my vulnerable patients.
During early 2021, | was both surprised and concerned by a number of my vaccine-hesitant
patients and people in my social network who were asking me to comment on what |
regarded at the time as merely ‘anti-vax’ propaganda.

But a very unexpected and extremely harrowing personal tragedy was to happen a few
months later that would be the start of my own journey into what would ultimately prove to
be a revelatory and eye-opening experience so profound that after six months of critically
appraising the data myself, speaking to eminent scientists involved in COVID-19 research,
vaccine safety and development, and two investigative medical journalists, | have slowly and
reluctantly concluded that contrary to my own initial dogmatic beliefs, Pfizer's mRNA vaccine
is far from being as safe and effective as we first thought.

This critical appraisal is based upon the analytical framework for practicing and teaching
evidence-based medicine, specifically utilising individual clinical expertise and/or experience
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with use of the best available evidence and taking into consideration patient preferences and
values.

A case study

Case studies are a useful way of conveying complex clinical information and can elicit useful
data that would be lost or not be made apparent in the summary results of a clinical trial.

On 26 July 2021, my father, Dr Kailash Chand OBE, former deputy chair of the British Medical
Association (BMA) and its honorary vice president (who had also taken both doses of the
Pfizer mRNA vaccine six months earlier) suffered a cardiac arrest at home after experiencing
chest pain. A subsequent inquiry revealed that a significant ambulance delay likely
contributed to his death3. But his post-mortem findings are what | found particularly shocking
and inexplicable. Two of his three major arteries had severe blockages: 90% blockage in his
left anterior descending artery and a 75% blockage in his right coronary. Given that he was
an extremely fit and active 73-year-old man, having walked an average of 10-15 000
steps/day during the whole of lockdown, this was a shock to everyone who knew him, but
most of all to me. | knew his medical history and lifestyle habits in great detail. My father who
had been a keen sportsman all his life, was fitter than the overwhelming majority of men his
age. Since the previous heart scans (a few years earlier, which had revealed no significant
problems with perfect blood flow throughout his arteries and only mild furring), he had quit
sugar, lost belly fat, reduced the dose of his blood pressure pills, started regular meditation,
reversed his prediabetes and even massively dropped his blood triglycerides, significantly
improving his cholesterol profile.

| couldn’t explain his post-mortem findings, especially as there was no evidence of an actual
heart attack but with severe blockages. This was precisely my own special area of research.
That is, how to delay progression of heart disease and even potentially reverse it. In fact, in
my own clinic, | successfully prescribe a lifestyle protocol to my patients on the best available
evidence on how to achieve this. I've even co-authored a high-impact peer-reviewed paper
with two internationally reputed cardiologists (both editors of medical journals) on shifting the
paradigm on how to most effectively prevent heart disease through lifestyle changes*.We
emphasised the fact that coronary artery disease is a chronic inflammatory condition that is
exacerbated by insulin resistance.

In November 2021, | was made aware of a peer-reviewed abstract published in Circulation,
with concerning findings. In over 500 middle-aged patients under regular follow up, using a
predictive score model based on inflammatory markers that are strongly correlated with risk
of heart attack, the mRNA vaccine was associated with significantly increasing the
predictive risk® of a coronary event within five years from 11% pre-mRNA vaccine
to 25% 2-10 weeks post mRNA vaccine. An early and relevant criticism of the validity of
the findings was that there was no control group, but nevertheless, even if partially correct,
that would mean that there would be a large acceleration in progression of coronary artery
disease, and more importantly heart attack risk, within months of taking the jab®. | wondered
whether my father’s Pfizer vaccination, which he received six months earlier, could have
contributed to his unexplained premature death and so | began to critically appraise the data.

Questioning the Data

| recalled a cardiologist colleague of mine informing me, to my astonishment at the time, that
he had made a decision not to take the vaccine for a number of reasons, including his

8 Gallagher P. The death of Dr Kailash Chand: How a lethal mix of NHS privatisation and lack of resources led to tragedy
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personal low background COVID-19 risk”® and concerns regarding unknown short- and longer-
term harms. One thing that alarmed him about Pfizer's pivotal mRNA trial published in The
New England Journal of Medicine, in December 2020, was the data in the supplementary
appendix, specifically that there were four cardiac arrests in those who took the vaccine
versus only one in the placebo group®.These figures were small in absolute terms and did not
reach statistical significance in the trial, suggesting that it may just be coincidence, but
without further studies it was not possible to rule out this being a genuinely causal
relationship (especially without access to the raw data), in which case it could have the effect
of causing a surge in cardiac arrests once the vaccine was rolled out to tens of millions of
people across the globe. In terms of efficacy, headlines around the world made very bold
claims of 95% effectiveness, the interchangeable use of ‘efficacy’ and ‘effectiveness’ glossing
over the big difference between controlled trial and real-world conditions?'®.

Contrary to popular belief, what the Pfizer pivotal efficacy trial did not show was any
statistically significant reduction in serious illness or COVID-19 mortality from the
vaccine over the 6-month period of the trial, but the actual numbers of deaths
(attributed to COVID-19) are still important to note. There were only two deaths from
COVID-19 in the placebo group and one death from COVID-19 in the vaccine group. Looking at
all-cause mortality over a longer period, there were actually slightly more deaths® in the
vaccine group (19 deaths) than in the placebo group (17 deaths). Also of note was the
extremely low rate of COVID-19 illness classified as severe in the placebo group (nine severe
cases out of 21 686 subjects, 0.04%), reflecting a very low risk of severe illness even in
regions chosen for the trial because of perceived high prevalence of infection.

Now that we know what the published trial did and did not show in terms of the vaccine
efficacy, we can attempt to extrapolate what the effect of the vaccine would be in reducing
mortality or any other adverse outcome from the virus.

Clinical Harms

Concerns have already been raised about the under-reporting of adverse events in the clinical
trials for the COVID-19 vaccines. Investigative medical reporter Maryanne Demasi analysed
the various ways that the pivotal mRNA trials failed to account for serious harms!2. Not only
were trial participants limited to the type of adverse event they could report on their digital
apps, but some participants who were hospitalised after inoculation were withdrawn from the
trial and not reported in the final results. After two months into the pivotal trials, the FDA
allowed vaccine companies to offer the vaccine to subjects in the placebo group, essentially
torpedoing any chance of properly recording adverse events from that point on, forcing a
reliance of pharmacovigilance data.

Such data have shown that one of the most common mRNA COVID-19 vaccine-induced harms
is myocarditis. A study across several Nordic countries showed an increased risk from mRNA
vaccination over background, especially in young males!3. Authorities have repeatedly
maintained that myocarditis is more common after COVID-19 infection than after
vaccination'*. However, trial data demonstrating that vaccination reduces the risk of
myocarditis in subsequent infection is elusive, and in fact the risks may be additive. Incidence

7 Axfors C, loannidis JPA. Infection fatality rate of COVID-19 in community-dwelling elderly populations. Eur ] Epidemiol. In
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of myocarditis rocketed from spring 2021 when vaccines were rolled out to the younger
cohorts having remained within normal levels for the full year prior, despite COVID-19*°, with
the most up-to-date evidence, a paper from Israel'® presented the results of a large
population-based retrospective cohort study of 196,992 adults after COVID-19 infection in
Clalit Health Services members in Israel between March 2020 and January 2021. The study
found that the infection itself, prior to roll-out of the vaccine, conferred no increase in the
risks of either myocarditis or pericarditis from COVID-19, strongly suggesting that the
increases observed in earlier studies were because of the mRNA vaccines, with or without
COVID-19 infections as an additional risk in the vaccinated?®.

Indeed, this reflects my own clinical experience of advising and managing several patients in
the community who presented with a clear suggestion from the history of myocarditis post
MRNA vaccination but aren’t necessarily unwell enough to require hospital admission. Many
case studies can be presented to demonstrate this.

Il - Evidence-based Medical & Public Health Decision-Making in question

Health System Indicators

A number of reports and retrospective studies on 2020-2021 have produced concerning rates
of myocarditis, depending on age, ranging from 1 in 6000 in Israel’” to 1 in 2700 in a Hong
Kong study in male children and adolescents aged 12-17 years?*®. Most of the epidemiology
studies that have been carried out have measured myocarditis cases that have been
diagnosed in a hospital setting, and do not claim to be a comprehensive measure of more
mild cases (from which long-term harm cannot be ruled out). In addition, under-reporting of
adverse events is the scourge of pharmacovigilance data'®.

It is instructive to note that according to ambulance service data, in 2021 (the year of the
vaccine roll-out), there were approximately an extra 20 000 (~20% increase) out-
of-hospital cardiac arrest calls compared to 2019, and approximately 14 000 more
than in 2020. Data obtained under Freedom of Information laws from one of the largest
ambulance trusts in England suggest that there was no increase from November 2020
to March 2021, and thereafter the rise has been seen disproportionately in the
young?’. This is a huge signal that surely needs investigating with some urgency?*.

Similarly, a scientific report published in Nature, comparing cardiovascular emergency events
during January-May 2021 with the years 2019-2020%? on the basis of Israel Government Data
base Portal vaccination data revealed a 25% increase in both acute coronary syndrome
and cardiac arrest calls in the 16- to 39-year-old age groups significantly
associated with administration with the first and second doses of the mRNA
vaccines but no association with COVID-19 infection®.

15 Djaz GA, Parsons GT, Gering SK, Meier AR, Hutchinson IV, Robicsek A. Myocarditis and pericarditis after vaccination for COVID-19.
JAMA. 2021;326(12):1210-1212. https://doi.org/10.1001/jama.2021.13443

18 Tyuvali O, Tshori S, Derazne E, et al. The incidence of myocarditis and pericarditis in post COVID-19 unvaccinated patients-a large
population-based study. | Clin Med Res. 2022;11(8):2219. https://doi.org/10.3390/jcm11082219
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The authors state that:

“The findings raise concerns regarding vaccine-induced undetected severe cardiovascular
side effects and underscore the already established causal relationship between vaccines and
myocarditis, a frequent cause of unexpected cardiac arrest in young individuals”.

Reporting Systems Data

The United Kingdom relies on the Medicines and Health Regulatory Agency’s
(MHRAs) ‘Yellow Card’ reporting system?!, which is far from adequate to cope with a
rapid roll-out of a brand-new product. It only detected the clotting problems that resulted in
the withdrawal of the AstraZeneca product in April 2021 for younger people after 9.7 million
doses had been given in the United Kingdom?; in contrast, Denmark detected the problem
after only 150 000 doses had been administered?®.

In the United Kingdom, since the vaccine roll-out there have been almost 500 000 adverse
event reports recorded (via the Yellow Card system) in association with the mRNA COVID-19
vaccinations involving over 150 000 individuals. In terms of the number of reports per person
(i.e. having received at least one dose), the MHRA figures show around 1 in 120 suffering a
likely adverse event that is beyond mild?’. However, the MHRA are unclear about the rate and
furthermore do not separate out the serious adverse events. Nevertheless, this level of
reporting is unprecedented in the modern medical era and equals the total number of reports
received in the first 40 years of the Yellow Card reporting system (for all medicines - not just
vaccines) up to 2020%. In comparison, for the measles, mumps and rubella (MMR) vaccine,
the number of reports per person vaccinated was around 1 in 4000, more than thirty times
less frequent than the 1 in 120 Yellow Card reports for COVID-19 vaccine recipients?®.

Norway does separate out the reported serious adverse reactions and has shown a rate of
approximately 1 in 1000 after two doses of BioNTech/Pfizer mRNA product that result in
hospitalisation or are life changing?®.

Another, and more useful, source of information (because of the level of detail for each report
made available to the public) is the United States (US) Vaccine Adverse Effect
Reporting System (VAERS). As with the UK’s system, the level of reports - including
serious ones - associated with COVID-19 vaccines is completely unprecedented. For example,
over 24 000 deaths had been recorded in VAERS as of 02 March 2022; 29% of these occurred
within 48 h of injection, and half within two weeks. Earlier as of 15 October 2021, 17°'128
deaths had already been recorded, of which 818’044 injuries cases and 26’199 permanent
disabilities. An analysis published on 8 September 2021 by Hoeg et al. from this database
shows that young people aged 12 to 17 are exposed to a higher cardiac risk (myocarditis
type) than the risk of hospitalisation for COVID-19. The group with the most severe risk of
heart problems after experimental vaccination is the youngest group of 12-15 year olds

The average reporting rate prior to 2020 was less than 300 deaths per annum. One
explanation often given for this is that the COVID-19 vaccine roll-out is unprecedented in

2 Coronawrus vaccine - Weekly summary of Yellow Card reportlng [Homepage] GOV.UK. [accessed 2023 Nov 17]
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scope; however, this is not valid, since (for the last decade at any rate) the United States has
administered 150 million - 200 million vaccinations annually. Another criticism of VAERS is
that ‘anyone can make an entry’, yet, in fact, an analysis of a sample of 250 early deaths
suggested that the vast majority are hospital or physician entries®®, and knowingly filing a
false VAERS report is a violation of Federal law punishable by fine and imprisonment3*. Given
that VAERS was set up to generate early signals of potential harm for new vaccines,
and was instrumental in doing so for several products, it seems perverse to only
now criticise it as unreliable when there seem to have been no changes in the way
it operates.

It has been estimated that serious adverse effects that are officially reported are actually a
gross underestimate, and this should be borne in mind when the above comments in relation
to VAERS reports are considered. For example, a paper by David Kessler (a former FDA
Commissioner) cites data suggesting that as few as 1% of serious adverse events are
reported to the FDA3, Similarly in relation to the Yellow Card scheme in the United Kingdom,
it has been estimated that only 10% of serious adverse effects are reported®*=*. A pre-print
publication co-authored by some of the most trusted medical scientists in the world in relation
to data transparency adds validity to pharmacovigilance data. Accessing data from the FDA
and Health Canada websites and combining results from journal articles that published the
Pfizer and Moderna trials, the authors concluded that the absolute risk of a serious adverse
event from the mRNA vaccines (a rate of one in 800) significantly exceeded the risk of COVID-
19 hospitalisation in randomised controlled trials®>3®,

What VAERS and other reporting systems will miss are potential medium to longer term
harms that neither patients nor doctors will automatically attribute to the drug. For example,
if the mRNA vaccine increases the risk of a coronary event within a few months (in what was a
likely contributory factor in my father’s sudden cardiac death), then this would increase event
rates well beyond the first few weeks of the jab yet linking it back to the vaccine, and thus
reporting it is highly unlikely to occur later on.

Biological mechanism of harm

For ‘conventional vaccines’, an inert part of the bacteria or virus is used to ‘educate’ the immune
system. The immune stimulus is limited, localised and short-lived. For the COVID-19 vaccines,
spike protein has been shown to be produced continuously (and in unpredictable amounts) for at
least four months after vaccination® and is distributed throughout the body after intramuscular
injection?®. For the severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) vaccines, the
spike protein was chosen, possibly because it enables cell entry. However, this protein is not inert,
but rather it is the source of much of the pathology associated with severe COVID-19, including
endothelial damage®, clotting abnormalities*® and lung damage. It is instructive to note that prior
to roll-out of the mRNA products, the WHO endorsed a priority list of potential serious adverse
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events of special interest that may occur as a direct result of COVID-19 vaccines. The list was
based upon the specific vaccine platform, adverse events associated with prior vaccines in
general, theoretical associations based wupon animal models and COVID-19-specific
immunopathogenesis*.

Evidence-based medicine and COVID-19 vaccine roll-out

Neither the drug regulators nor the vaccine manufacturers have yet to share all the raw data
from the pivotal trials for the COVID-19 vaccines*’. The raw data from clinical trials comprise
thousands of pages that have yet to be released for independent scrutiny. This is important
because historically when independent researchers have on occasion gained access to this
data then it can completely overturn the conclusions of the published trials: A case in point is
Tamiflu*®. Getting access to clinical case reports for Tamiflu ultimately revealed that the drug
was no more effective than paracetamol for influenza and also came with small but significant
harms. The UK government had spent half a billion dollars stockpiling a drug that in effect
proved to be useless despite claims by the manufacturers (Roche, Basel, Switzerland) that it
shortened the duration and severity of the illness. The independent researchers who were
able to analyse the data concluded that all industry-sponsored research should be considered
marketing until proven otherwise.

It is against this backdrop that transparency advocates sued the Food and Drug
Administration (FDA) to gain access to the data upon which the Pfizer (BNT162b2) vaccine
was granted emergency use authorisation*. The FDA wanted a US Federal court judge to
allow the agency 55 years to release this data**. Why would the FDA - ‘which is responsible
for the oversight of more than $2.7 trillion in consumption of food, medical products, and
tobacco*®’ - do this? Secrecy should never surround any public health intervention. The lawyer
acting on behalf of the plaintiff Aaron Siri reported that:

The government also sought to delay full release of the data it relied upon to license this
product until almost every American alive today is dead. That form of governance is
destructive to liberty and antithetical to the openness required in a democratic society?’.

Instead, the judge ordered the FDA to release the data over a period of eight months after all
commercially sensitive information has been redacted.

A major risk factor for failure to protect the public from such harms is lack of independence of
the regulator. The FDA’s Centre for Drug Evaluation Research (CDER) receives 65% of its
funding from the pharmaceutical industry (mainly in the form of user fees)*. For example, as
part of the approval process for its COVID-19 vaccine, Pfizer made a wire transfer to the FDA
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of $2 875 842 million in May 2021*° under the Prescription Drug User Fee Act of 19925°. Full
FDA approval for Pfizer's COVID-19 injection duly followed in August 2021°! despite evidence
emerging a few months later that the original RCT data suggested a greater risk of serious
adverse events from the vaccine than from hospitalisation because of COVID-19.

Shortcomings of informed decision making in the medical profession

According to Professor Carl Heneghan and urgent care General Practitioner, the director of
the University of Oxford’s Centre of Evidence-Based Medicine: ‘with every intervention you do
as a doctor you must ask yourself two questions: how much difference does it make? How do |
know this?%

Building on the Academy of Medical Royal Colleges Choosing Wisely campaign®, it is
instructive to note that the General Medical Council in 2020 issued guidance on the duty of
doctors to engage in Shared Decision Making with patients, underpinned by informed
consent®*.

There are six components essential to informed decision making:

1) description of the nature of the decision;

) discussion of alternatives;

3) discussion of risks and benefits (in absolute terms);

4) discussion of related uncertainties;

5) assessment of the patient’s understanding; and

6) elicitation of the patient’s preference.

—~ o~ o~ o~ o~ —~
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If the administration of the vaccine did not adhere to these principles (which is
likely widespread, consistent with historical evidence®®), then it is also a significant
breach of General Medical Council duties of a doctor to ‘give patients the
information they want or need in a way that they can understand’®®.
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In conclusion

There was never any evidence justifying any COVID-19 vaccine mandates, passports or any of
the other coercive measures adopted by various governments worldwide. Every patient who
was offered any COVID-19 vaccine should have been made aware of what their risk from
COVID-19 is according to age and risk factors. In keeping with ethical medical practice,
doctors should have informed patients of their absolute risk reduction for infection from
previous more lethal variant being approximately 0.84% or 1 in 119 (based on non-
transparent data) and that this level of protection only lasts for a few months. They should
also have provided more precise and robust data on what the actual absolute individual risk
reduction of COVID-19 death from the vaccine is, what the true rates of serious adverse
events (such as permanent disability, hospitalisation or death) are. It is only when doctors and
patients have all this information that they can then be empowered to have frank decision
making conversations on whether any treatment - including this vaccine - is right for them.
The profession must explain that optimising metabolic health will give patients the best
chance for ensuring they are not just resilient to infection but reducing their risk of chronic
disease including heart disease, cancer and dementia.

The time has come to stop misleading evidence flowing downstream into media reporting and
clinical decision making and resulting in unethical and unscientific policy decisions. It's time
for real evidence-based medicine®’

The most objective determinant of whether the benefits of the vaccines outweigh the harms
is by analysing its effects on ‘all-cause mortality’. This gets round the thorny issue as to what
should be classified as a COVID-19 death, and also takes full account of any negative effects
of the vaccine. It would be surprising - to say the least - if during an apparently deadly
pandemic, an effective vaccine could not clearly and unequivocally be shown to reduce all-
cause mortality.

Pfizer’'s pivotal mRNA trial in adults did not show any statistically significant
reduction in all-cause mortality, and in absolute terms there were actually more
deaths in the treatment arm versus in the placebo.

There is also a strong scientific, ethical and moral case to be made that the current mRNA vaccine
administration must stop until Pfizer releases all the raw data for independent scrutiny 2. This will
allow a more accurate understanding of which groups are more likely to potentially benefit from
the vaccine versus those who are more likely to be harmed. A pause and reappraisal of
vaccination Policies for COVID-19 is long overdue®®,

The above reviews of data and studies conducted in 2020-2021 present the evidence that the risks
of adverse events from the vaccine remain constant, whereas the benefits reduce over time, as
new variants are (1) less virulent and (2) not targeted by an outdated product.

From my medical experience and the review of sound data and scientific basis, | can
confirm that in December 2021 the medical and scientific communities should have
known that COVID-19 vaccines were proven to be far from safe or effective and far
from preventing transmission of COVID-19 or severe form of COVID-19. Most of them
did not know. Although the results were available and showed early on in 2021 a
higher risk of deleterious reactions such as cardiovascular events. The COVID-19
vaccine study should have ethically been halted and reconsidered.

Looking to the future the medical and public health professions must recognise these failings and
eschew the tainted dollar of the medical-industrial complex. It will take a lot of time and effort to
rebuild trust in these institutions, but the health - of both humanity and the medical profession -
depends on it®.
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