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Background: 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.

Aim: To gain a better understanding of the true benefits and potential harms of the messenger
ribonucleic acid (mRNA) coronavirus disease (COVID) vaccines.

Methods: 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.

Results: In the non-elderly population the “number needed to treat” to prevent a single death
runs into the thousands. 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.

Conclusion: It cannot be said that the consent to receive these agents was fully informed, as is
required ethically and legally. A pause and reappraisal of global vaccination policies for
COVID-19 is long overdue.

Contribution: This article highlights the importance of addressing metabolic health to reduce
chronic disease and that insulin resistance is also a major risk factor for poor outcomes from
COVID-19.

Keywords: COVID-19; mRNA vaccine; cardiac arrests; real evidence-based medicine; shared

decision-making.
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Background: 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.

Aim: To identify the major root causes of these public health failures.

Methods: A narrative review of both current and historical driving factors that underpin the
pandemic of medical misinformation.

Results: 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. A failure of 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.

Conclusion: There is a strong scientific, ethical and moral case to be made that the current
COVID vaccine administration must stop until all the raw data has been subjected to fully
independent scrutiny. 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

Contribution: This article highlights the importance of addressing metabolic health to reduce
chronic disease and that insulin resistance is also a major risk factor for poor outcomes from
COVID-19.

Keywords: COVID-19; mRNA vaccine; cardiac arrests; real evidence-based medicine; shared
decision making.

A pandemic of misinformation

What has become clear with regard to the coronavirus disease 2019 (COVID-19) vaccines is that
we have a pandemic of misinformed doctors and a misinformed and unwittingly harmed public.
Coercively mandating these COVID-19 vaccinations (most certainly not an evidence-based policy)
has been a particularly egregious mis-step, especially in the light of clear indicators suggesting
that the use of these pharmaceutical interventions - especially in younger age groups - should




The Evidence-Based Medicine triad

(see D.L. Sackett et al, BMJ 1996; 312: 71-72)
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Efficient Health Care Requires Informed Doctors and
Patients

Seven Sins that contribute to Lack of knowledge

Biased funding of research (research funded because it is likely to be
profitable, not because it is likely to be beneficial for patients)

Biased reporting in medical journals
Biased patient pamphlets

Biased reporting in the media
Commercial Conflicts of interest
Defensive medicine

Medical curricula that fail to teach doctors how to comprehend and
communicate health statistics.

Ref: G. Gigerenzer, J.A Muir Gray. Better Doctors, Better Patients, Better
Decisions, Envisioning Healthcare 2020,
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How to survive the medical misinformation mess

John P. A. loannidis™'*, Michael E. Stuart*Y, Shannon Brownlee "-'' and Sheri A. Strite?!

"Departments of Medicine, Health Research and Policy., and Biomedical Data Science, Stanford Univer sity School of Medi
cine, Stanford, CA USA, "Meta-Research Innovation Center at Stanford (METRICS), Stanford University, Stanford, CA, USA,
*Department of Statistics, Stanford University School of Humanities and Sciences, Stanford, CA, USA, *Department of

Family Medicine, University of Washington School of Medicine, Seattle, WA, USA, "Delfini Group LLC, Seattle, WA USA,
““Lown Institute, Brookline, MA, USA, ""Department of Health Policy, Harvard T.H. Chan School of Public Health, Cambridge,

MA USA

1. Much published research is not reliable, offers no
benefit to patients, or is not useful to decision
makers

2. Most healthcare professionals ARE NOT AWARE
of this problem

3.They also lack the necessary skills to evaluate the
reliability and usefulness of medical science

4. Patients and families frequently lack relevant,
accurate medical evidence and skilled guidance at
the time of medical decision making



" Ignorance of this problem
even at the highest levels of
academic and clinical
leadership Is profound”



Best available evidence

Open access, freely available online
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Peter Wilmshurst - Centre of Evidence Based
Medicine, Oxford 2014

« Pharmaceutical companies and medical device
companies have a fiduciary obligation as businesses
to make a profit and declare a shareholder dividend
by selling their product

« They are not required to sell consumers ( patients and
doctors) the best treatment, though many of us would

like that to be the case.

» REAL SCANDALS: 1. Regulators fail to prevent e -
misconduct by industry and 2 Doctors, institutions and /= ™\
joumnals that have responsibilities to patients and \\ G

scientific integrity collude with industry for financial
ET

“Honest doctors can no longer practice
® honest medicine. We have a complete
healthcare system failure and an
| epidemic of misinformed doctors and
misinformed and harmed patients.”

April 12, 2018 European Parliament, Brussels
tinyurl.com/FullVideoKillingForProfit
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Big pharma often commits corporate
crime, and this must be stopped

Tougher sanctions are needed, says Peter C Ggtzsche

hen a drug company commits

a serious crime, the standard

response from the industry is

that there are bad apples in any

enterprise. Sure, but the interest-
ing question is whether drug companies routinely
break the law.

page for each company. The most common recent
crimes were illegal marketing by recommending
drugs for non-approved (off-label) uses, misrepre-
sentation of research results, hiding data on harms,
and Medicaid and Medicare fraud." All cases were

drugs, also in 2009, the company entered into a
corporate integrity agreement with the US Depart-
ment of Health and Human Services to detect and
avoid such problems in future. Pfizer had previ-
ously entered into three such agreements in the
past decade.”

Of the top 10 drug companies, in July 2012 only

It is time to introduce tougher sanctions, as the
number of crimes, not the detection rate, seems to
be increasing.® Fines need to be so large that com-
panies risk going bankrupt. Top executives should
be held personally accountable so that they would
need to think of the risk of imprisonment when
they consider performing or acquiescing in crimes.




Institutional
Corruption of
Pharmaceuticals
and the Myth of
Safe and Effective
Drugs

Donald W. Light, Joel Lexchin,
and Jonathan J. Darrow

590

nstitutional corruption is a normative concept of
I growing importance that embodies the systemic
dependencies and informal practices that distort
an institution’s societal mission. An extensive range of
dies and 1 its already doc strategies by
which pharmaceutical companies hide, ignore, or mis-
represent evidence about new drugs; distort the medi-
cal literature; and misrepresent products to prescribing
physicians.! We focus on the consequences for patients:
millions of adverse reactions. After defining institutional
corruption, we focus on evidence that it lies behind the
epidemic of harms and the paucity of benefits.

It is our thesis that institutional corruption has
occurred at three levels. First, through large-scale
lobbying and political contributions, the pharmaceu-
tical industry has influenced Congress to pass legis-
lation that has compromised the mission of the Food
and Drug Administration (FDA). Second, largely as a
result of industry pressure, Congress has underfunded
FDA enforcement capacities since 1906, and turn-
ing to industry-paid “user fees” since 1992 has biased
funding to limit the FDA's ability to protect the public
from serious adverse reactions to drugs that have few
offsetting advantages. Finally, industry has commer-
cialized the role of physicians and undermined their
position as independent, trusted advisers to patients.

Institutional Integrity: The Baseline

of Corruption

If “corruption” is defined as an impairment of integrity
or moral principle, then institutional corruption is an
institution’s deviation from a baseline of integrity. In
the case of Congress, integnty demands that demo-
cratically el d repr ves should be dedi d
solely to the best interests of the people they repre-
sent. According to seminal essays on institutional cor-
ruption by Dennis Thompson and Larry Lessig,? this
baseline of integrity is corrupted because elections are
not publicly funded. As a result, congressional rep-
resentatives must constantly raise funds from a tiny
percent of the population and respond to their priori-
ties. This dependency corruption creates an “economy

Donald W. Light, Ph.D., is a fellow for 2012-2013 at the
Edmond J. Safra Center for Ethics at Harvard University
m Cambndg: MA. He memed his Ph.D. in socwbgy_from
ty and is of ive health
policy at Rowan Unwevsuy School of Osleopalhw Medicine.
Joel Lexchin, M.Sc., M.D., has been teaching health policy
for 12 years at York Umwsuy in Toronto, ON. He received his
M.D. from the University of Toronto in 1977 and since 1988
has been an emergency physician at the University Health
Network in Toronto. Jonathan J. Darrow, J.D., M.B.A.,
LL.M., S.J.D., is a research fellow at Harvard Medical School
and a lecturer on law at Bentley University in Waltham, MA.
He received his S.J.D. from Harvard in 2013.

JOURNAL OF LAW, MEDICINE & ETHICS

Figure |

Therapeutic Value of Drugs Marketed in France,

2002-201 1*

Category

Number

Percent

Major advance in a new area; breakthrough

0.2

Significant clinical advance

Some added therapeutic value

13

61

1.4

6.4

Minimal added value

205

9.7

No added value

517

54.7

More risk of harm than benefit

148

15.6

Total

946

100.0

Inadequate data to judge

48

Source:“New drugs and indications in 2011.” Prescnire Internationat 2012 (Apr); 21(126):107.
*Assessments based on a rigorous evaluation using a wide range of data by the independent

French drug bulletin La revue Prescrire.
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The lllusion of “innovation”

Of 667 new drugs approved by the FDA between 2000 and 2008
only 11% truly innovative. 75% essentially copies of old ones. Drug
companies spend twice as much on marketing than they do on
research and development. Twenty times more on marketing than
researching new molecular entities

“It is no longer possible to trust much of the clinical research that is
published or to rely on the judgement of trusted physicians or
authoritative medical guidelines. | take no pleasure in this
conclusion, which | reached slowly and reluctantly over my two
decades as an editor of The New England Journal of Medicine” Dr
Marcia Angell

“possibly half of the published literature may simply be untrue”
Richard Horton, editor of the Lancet - 2015

Several recent scandals including universities covering up research
misconduct “ Something is rotten in the state of British Medicine
and has been for a long time” Richard Smith (2016)
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Prominent Dutch Cardiovascular
Researcher Fired for Scientific
Misconduct

/@ Larry Husten, CONTRIBUTOR

; Nov 17, 2011 3:14 PM 6,314=>

@ It has been estimated that use of beta-blockers in the clinical setting
recommended in the ESC guidelines increased patient mortality by 27%.[15]
Some estimates suggest that there may have been 800,000 excess patient
deaths in Europe of which 10% (i.e. approximately 10,000 excess patient
deaths per year for eight years) are believed to have been in the UK. In the
Polderman’s case, the ESC was slow to amend the guidelines, the journals
that published the trials have been tardy at retracting the publications, and
Erasmus University were slow to act until the scandal was widely publicised
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ANALYSIS

Cremadlark

Choosing Wisely in the UK: the Academy of Medical

Royal Colleges’ initiative to reduce the harms of too
much medicine

e OPEN ACCESS

A Malhotra and colleagues explain how and why a US initiative to get doctors to stop using
interventions with no benefit is being brought to the UK

A Malhotra consultant clinical associate', D Maughan Royal College of Psychiatrists sustainability
fellow °, J Ansell advanced trainee in general surgery®, R Lehman senior research fellow", A
Henderson chief executive ', M Gray director’, T Stephenson former chair'®, S Bailey chair '

"Academy of Medical Royal Colleges, London, UK; “Centre For Sustainable Healthcare, Oxford, UK; “Welsh Institute for Minimal Access Therapy,
Cardiff Medicentre, Cardiff, UK; ‘Department of Primary Health Care, University OFf Oxford, Oxford, UK "Better Value Healthcare, Cxford, UK;
“Institute of Child Healtn, London, LK




AOMRC: “doctors have an ethical
responsibility to reduce this wasted use of
clinical resource because, In a healthcare

system with finite resources, one doctor’s
waste is another patient’s delay”



Misleading health statistics

There are many ways of presenting a benefit. RRR, ARR or NNT

Communicating relative risks as opposed to absolute risk or NNT ( numbers
needed to treat) can lead laypeople and doctors to overestimate the benefit of
medical interventions.

For example in high risk type 2 diabetics primary prevention with Atorvastatin
10mg, RRR 48% in stroke over 4 years.

Reduces risk of suffering a stroke from 28 in 1000 to 15 in 1000 i.e 13 in 1000
or ARR od 1.3%

NNT — need to treat 77 to prevent 1 stroke.
Mismatched framing in medical journals compounds the issue.

If treatment A reduces the risk of developing disease from 10 to 7 in 1000 but
increases the risk of disease B from 7 to 10 in 1000 the journal article reports
the benefit as a 30% risk reduction but the harm as an increase of 3 in 1000 or
0.3%!

One third of articles in the Lancet, BMJ and JAMA between 2004 and 2006
used mismatched framing

Such asymmetric presentation of data for benefits and harms is likely to bias
toward showing greater benefits and diminishing the importance of the harms



WHO Bulletin 2009

“It is an ethical imperative that every doctor
and patient understand the difference
between absolute and relative risks to
protect patients against unnecessary
anxiety and manipulation”

Gerd Gigerenzer, Director of Harding
center for risk literacy, Berlin.



Tackling vaccine hesitancy Feb

2021 - GMB

Good Morning Brit... @ - 05/02/2021
'Vaccines have saved millions of lives over
the years.'

Director @GurinderC, who was initially
hesitant to receive the jab, explains how
'science gave her reassurance' after doing
research and talking to Dr Aseem
Malhotra.

She says she 'feels safer' now she's had
the vaccine.

CINE SCEPTICISM

onal racism in medical industry for BAME vaccine scepticism
€ WREXHAM B'c & MANCHESTER 9%

Good Morning Britain &
@GMB

'We need to understand where this
vaccine hesitancy is coming from.'

@ DrAseemMalhotra explains that
'rational concerns' need to be
understood 'in order to move
forward in a better way.'

He says 'trust needs to be restored'
and that 'vaccines by far are the
safest.'

CINE SCEPTICI
g0 racial

e racial
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Detail / Immunization

Immunization

5 December 2019

s Francais Pycckun

Espanol

Immunization is one of modern medicine’s
greatest success stories. Time and again, the
international community has endorsed the value
of vaccines and immunization to prevent and
control a large number of infectious and,
increasingly, cancers and other chronic
diseases.




GBNEWS.UK

Covid: Report reveals increase in risk of
heart attack following the mRNA COVID...

1.1M views - 10 mo ago




NNT - 119 to prevent infection,
but no reduction in covid deaths

Are the Covid-19 vaccines effective and
safe?

EVIDENCE BITE: We believe trial data hint at
high efficacy and short-term safety. We have
lingering concerns about limitations in the data,
lack of transparency, and in particular a jarring
lack of evidence showing reductions in
hospitalizations and mortality—the outcomes
public health authorities and citizens of the
world care about most.

SUMMARY:

Efficacy: According to a report in the New
England Journal of Medicine from an early
Pfizer vaccine trial, among 37,000 subjects
170 developed COVID-19 (8 vaccine group;
162 placebo group). Infection rates were
therefore 0.04% vs. 0.88%, a relative efficacy
of >95%. The absolute difference between
groups was 0.84%, meaning in this trial the
vaccine prevented one COVID-19 infection for
every 119 people vaccinated. Moderna, AZ,
and J&J vaccines have shown similar results.

Oddly, however, the question of whether the
vaccine reduces hospitalizations and deaths is
unanswered by most trial data. As in the Pfizer

trial, hospitalizations are strangely absent from
most papers (‘severe’ COVID-19 has often
been used as an unhelpful proxy), and too few
deaths occurred to find differences. Instead,




Antibodies are an unreliable
surrogate for protection

[ Q Search

IN THIS SECTION

l = Menu

Date Issued: May 19, 2021

The U.S. Food and Drug Administration
(FDA) is reminding the public and health
care providers that results from currently
authorized SARS-CoV-2 antibody tests
should not be used to evaluate a person’s

+ Safety Communications

Antibody Testing Is Not
Currently Recommended to

Assess Immunity After
COVID-19 Vaccination: FDA
Safety Communication

level of immunity or protection from
COVID-19 at any time, and especially after
the person received a COVID-19
vaccination.

f Share ¥ Email




B COVID-19 death rate unvaccinated
B COVID-19 deaths vaccinated

440 more deaths per
100 000 people if
unvaccinated

100 000/440 = 230

Therefore, 230 people
must be vaccinated to
prevent one death in

over 80s in this period
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TABLE 1: Infection fatality rate of ancestral variants of COVID-19 pre-vaccination
by age.

Age Median IFR % Median IFR Survival rate
(absolute) estimate (%)

0-19 0.0027 1in 37037 99.9973
20-29 0.0140 1in 7143 99.9860
30-39 0.0310 1in 3225 99.9690
40-49 0.0820 1in 1220 99.9180
50-59 0.2700 1in 370 99.7300
60-69 0.5900 1in 169 99.4100
> 70 community 2.4000 1in42 97.6000
> 70 overall 5.5000 1in18 94.5000

Source: Adapted from Axfors C, loannidis JPA. Infection fatality rate of COVID-19 in
community-dwelling elderly populations. Eur J Epidemiol. In press 2022;37(3):235-249.
https://doi.org/10.1007/s10654-022-00853-w

IFR, infection fatality rate.

TABLE 2: Deaths prevented, and number needed to vaccinate to prevent a death

based on death rates and case fatality rates from UKHSA data for England during
Delta wave.

Age Deaths prevented Number needed to vaccinate
(in England) based on per death prevented based
differences in death on differences in death rates
rates per 100 000 per 100 000

<18 -0.1 Negative
18-29 70 93 000
30-39 240 27 000
40-49 640 10000
50-59 2740 2600
60—-69 4580 1300
70-79 9100 520
80+ 11900 230
Total 29270 -

Source: Adapted from HART. How many injections to prevent one covid death? [homepage
on the Internet]. No date. Available from: https://www.hartgroup.org/number-needed-to-
vaccinate/

UKHSA, United Kingdom Health Security Agency.




Benefit of mMRNA vaccine against
omicron Is close to non-existent.

Covid deaths prevented
based on differences in
covid death rates per
100KDELTA (27th Aug -
16th Dec 2021)

-0.9

18-
29

30-
39

40-
49

50-
59

60-
69

70-
79

80+

Total

Number needed to
vaccinate per covid death
prevented based on
differences in covid death
rates per 100KkDELTA

Negative

93000

27000

10000

2600

1300

520

Covid deaths prevented based on
differences in covid death rates
per 100KOMICRON(3rd Jan —
27th Mar 2022)

Negative

21

870

2160

5600

7800

16,662

Number needed to vaccinate
per covid death prevented
based on differences in covid
death rates per 100KOMICRON

Negative

785000

338000

167000

63000

30000

17000

7300

Table 1: Covid deaths prevented and number needed to vaccinate to prevent a covid death based on covid death rates from UKHSA data.
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A Guide to Reading
Health Care News Stories

Gary Schwitzer, BA!
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JAMA Intern Med. 2014;174(7):1183-1186. doi:10.1001/ja-
mainternmed.2014.1359

JAMA Network

—— JAMA Internal Medicine

Abstract

From April 16, 2006, through May 30, 2013, a team
of reviewers from HealthNewsReview.org, many of
whom were physicians, evaluated the reporting by
US news organizations on new medical treatments,
tests, products, and procedures. After reviewing
1889 stories (approximately 43% newspaper arti-
cles, 30% wire or news services stories, 15% online
pieces [including those by broadcast and magazine
companies], and 12% network television stories),
the reviewers graded most stories unsatisfactory on
5 of 10 review criteria: costs, benefits, harms, quali-
ty of the evidence, and comparison of the new ap-
proach with alternatives. Drugs, medical devices,
and other interventions were usually portrayed pos-
itively; potential harms were minimized, and costs
were ignored. Our findings can help journalists im-
prove their news stories and help physicians and the
public better understand the strengths and weak-
nesses of news media coverage of medical and
health topics.




Can we trust the regulators?

M) Check for updates

FEATURE

Cite this as: BM/ 202237701

Published: 29 June 2022
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BMJ INVESTIGATION

From FDA to MHRA: are drug regulators for hire?

Patients and doctors expect drug regulators to provide an unbiased, rigorous assessment of
investigational medicines before they hit the market. But do they have sufficient independence from
the companies they are meant to regulate? Maryanne Demasi investigates

Maryanne Demasi investigative journalist

Over the past decades, regulatory agencies have seen
large proportions of their budgets funded by the
industry they are sworn to regulate.

In 1992, the US Congress passed the Prescription Drug
User Fee Act (PDUFA), allowing industry to fund the
US Food and Drug Administration (FDA) directly
through “user fees” intended to support the cost of
swiftly reviewing drug applications. With the act, the
FDA moved from a fully taxpayer funded entity to
one supplemented by industry money. Net PDUFA
fees collected have increased 30 fold—from around
$29m in 1993 to $884m in 2016."

In Europe, industry fees funded 20% of the new
EU-wide regulator, the European Medicines Agency
(EMA), in 1995. By 2010 that had risen to 75%; today
itis 89%.”

In 2005 in the UK, the House of Commons’ health
committee evaluated the influence of the drug
industry on health policy, including the Medicines
and Healthcare Products Regulatory Agency (MHRA).*
The committee was concerned that industry funding

could lead the agency to “lose sight of the need to
protect and promote public health above all else as
it seeks to win fee income from the companies.” But
nearly two decades on, little has changed, and
industry funding of drug regulators has become the
international norm.

The BM] asked six leading regulators, in Australia,
Canada, Europe, Japan, the UK, and US, a series of
questions about their funding, transparency in their
decision making (and of data), and the rate at which
new drugs are approved. We found that industry
money permeates the globe’s leading regulators,
raising questions about their independence,
especially in the wake of a string of drug and device
scandals.

Industry fees

Industry money saturates the globe’s leading
regulators. The BM]J found that the majority of
regulators’ budget—particularly the portion focused
on drugs—is derived from industry fees (table 1).

Table 1] How the regulators compare

Australia
TGA

UK
MHRA

Europe Japan

EMA

Budgets and fees

Proportion of budget 96% 8% 86% 85% 65% 505%
derived from industry®

Total annual budgett AUS$170m (£95m) €386m (£331m) £159m ¥29.1bn (£175m) US$6.1bn (£5bn) C$2.7bn (£1.700)
Transparency, COls, and data

Proportion of covid-19 50% 3% 2% 5% 0% 0%

vacane committee
members that declared
financial COls

Declared COIs available as
public information

Regulator routinely No No No Yes Yes No
receives patient level
datasets*

Drug approvals

94% 88% 985% 69%"

29%#

Proportion of decisions to Not disclosed 83%
approve new medicines

(vnot approve)

Proportion of new drugs 36% !
approved through

expedited pathways in

2020

Note: Data sources and methods are detailed in the supplemental file

’Dala refer to the year 2021 calendar year or 2020-2021 fiscal year
oMnnv agencies regulate beyond medical products (for example, food); where possible (US, Canada), we used the proportion of the human drugs budget

FDA: US Food and Drug Administration; EMA: European Medicines Agency; TGA: Therapeutic Goods Administration; HC: Health Canada; MHRA: Medicines and Healthcare Products Regulatary Agency;
PMDA: Pharmaceuticals and Medical Devices Agency

* Agencies stil have the ability to request patient level datasets from sponsars

* FDA Center for Drug Evaluation and Research

# FDA Center for Biologics Evaluation and Research




Can we trust the regulators? NO

“ It's the opposite of having a trustworthy
organisation independently and
rigorously assessing medicines. They're
not rigorous, they're not independent,
they are selective and they withhold
data. Doctors and patients must
appreciate how deeply and extensively
drug regulators can’t be trusted so long
as they're captured by industry funding”
Donald Light



More likely to suffer SAE from
MRNA jab than be hospitalised
from covid.

Serious adverse events of special interest following
mRNA vaccination in randomized trials
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ABSTRACT

Introduction. In 2020, prior to COVID-19 vaccine rollout, the Coalition for Epidemic
Preparedness Innovations and Brighton Collaboration created a priority list, endorsed by the
World Health Organization, of potential adverse events relevant to COVID-19 vaccines. We
leveraged the Brighton Collaboration list to evaluate serious adverse events of special interest
observed in phase Il randomized trials of MRNA COVID-19 vaccines.

Methods. Secondary analysis of serious adverse events reported in the placebo-controlled,
phase Ill randomized clinical trials of Pfizer and Moderna mRNA COVID-19 vaccines
(NCT04368728 and NCT04470427), focusing analysis on potential adverse events of special
interest identified by the Brighton Collaboration.

Results. Pfizer and Moderna mRNA COVID-19 vaccines were associated with an increased
risk of serious adverse events of special interest, with an absolute risk increase of 10.1 and 15.1
per 10,000 vaccinated over placebo baselines of 17.6 and 42.2 (95% Cl -0.4 to 20.6 and -3.6 to
33.8), respectively. Combined, the mRNA vaccines were associated with an absolute risk
increase of serious adverse events of special interest of 12.5 per 10,000 (95% CI 2.1 to 22.9).
The excess risk of serious adverse events of special interest surpassed the risk reduction for
COVID-19 hospitalization relative to the placebo group in both Pfizer and Moderna trials (2.3
and 6.4 per 10,000 participants, respectively).

Discussion. The excess risk of serious adverse events found in our study points to the need for
formal harm-benefit analyses, particularly those that are stratified according to risk of serious

COVID-19 outcomes such as hospitalization or death.

Funding. This study had no funding support.




Supplemental Table 1. Included and excluded SAE types across both trials

Included SAE types (matching AESI list): Abdominal pain, Abdominal pain upper, Abscess,
Abscess intestinal, Acute coronary syndrome, Acute kidney injury, Acute left ventricular
failure, Acute myocardial infarction, Acute respiratory failure, Anaemia, Anaphylactic reaction,
Anaphylactic shock, Angina pectoris, Angina unstable, Angioedema, Aortic aneurysm, Aortic
valve incompetence, Arrhythmia supraventricular, Arteriospasm coronary, Arthritis, Atrial
fibrillation, Atrial flutter, Axillary vein thrombosis, Basal ganglia haemorrhage, Bile duct stone,
Blood loss anaemia, Bradycardia, Brain abscess, Cardiac failure, Cardiac failure acute,
Cardiac failure congestive, Cardiac stress test abnormal, Cardio-respiratory arrest, Cerebral
infarction, Cerebrovascular accident, Chest pain, Cholecystitis, Cholecystitis acute,
Cholelithiasis, Colitis, Coronary artery disease, Coronary artery dissection, Coronary artery
occlusion, Coronary artery thrombosis, Deep vein thrombosis, Dermatitis bullous, Diabetic
ketoacidosis, Diarrhoea, Diplegia, Dyspnoea, Embolic stroke, Empyema, Facial paralysis,
Fluid retention, Gastroenteritis, Gastrointestinal haemorrhage, Haematoma, Haemorrhagic
stroke, Hemiplegic migraine, Hepatic enzyme increased, Hyperglycaemia, Hyponatraemia,
Hypoxia, Ischaemic stroke, Laryngeal oedema, Multiple sclerosis, Myocardial infarction, Non-
cardiac chest pain, Oedema peripheral, Pancreatitis, Pancreatitis acute, Pericarditis,
Peripheral artery aneurysm, Peritoneal abscess, Pleuritic pain, Pneumothorax, Post
procedural haematoma, Post procedural haemorrhage, Postoperative abscess, Procedural
haemorrhage, Psychotic disorder, Pulmonary embolism, Rash, Rash vesicular, Respiratory
failure, Retinal artery occlusion, Rhabdomyolysis, Rheumatoid arthritis, Schizoaffective
disorder, Seizure, Subarachnoid haemorrhage, Subcapsular renal haematoma, Subdural
haematoma, Tachyarrhythmia, Tachycardia, Thrombocytopenia, Thyroid disorder, Toxic
encephalopathy, Transaminases increased, Transient ischaemic attack, Traumatic intracranial
haemorrhage, Type 2 diabetes mellitus, Uraemic encephalopathy, Uterine haemorrhage,
Vascular stent occlusion, Ventricular arrhythmia
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Adverse effects of COVID-19 mRNA vaccines:

the spike hypothesis

loannis P. Trougakos @, '* Evangelos Terpos,? Harry Alexopoulos, ' Marianna Politou, ® Dimitrios Paraskevis, ¢
Andreas Scorilas,® Efstathios Kastritis,? Evangelos Andreakos, ® and Meletios A. Dimopoulos?

Vaccination is a major tool for mitigating the coronavirus disease 2019 (COVID-19)
pandemic, and mRNA vaccines are central to the ongoing vaccination campaign
that is undoubtedly saving thousands of lives. However, adverse effects (AEs) fol-
lowing vaccination have been noted which may relate to a proinflammatory action
of the lipid nanoparticles used or the delivered mRNA (i.e., the vaccine formulation),
as well as to the unique nature, expression pattem, binding profile, and proinflam-
matory effects of the produced antigens - spike (S) protein and/or its subunits/
peptide fragments - in human tissues or organs. Cumrent knowledge on this topic
originates mostly from cell-based assays or from model organisms; further
research on the cellular/molecular basis of the mRNA vaccine-induced AEs will
therefore promise safety, maintain trust, and direct health policies.

Highlights
Coronavirus disease 2019 (COVID-19)
responses aganst severe acute respra-
tory syndrome coronavirus 2 (SARS-
CoV-2), yet their celular/molecular
mode of action and the eticlogy of the in-
duced adverse events (AES) remain elu-
sive.

Lipid nanoparticles (LNPs) probably have
a broad distribution in human tissues/
organs; they may akso (along with the
packaged mRNA) exert a proinflamma-
tory action.

COVID-19 mBNA vaccines encode a



National Ambulance Syndromic Surveillance System: England

Cardiac/respiratory arrest calls
https://www.hartgroup.org
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Increased emergency
cardiovascular events

among under-40 population
In Israel during vaccine rollout
and third COVID-19 wave

Christopher L. F. Sun’?, Eli Jaffe®* & Retsef Levi' -

Cardiovascular adverse conditions are caused by coronavirus disease 2019 (COVID-19) infections

and reported as side-effects of the COVID-19 vaccines. Enriching current vaccine safety surveillance
systems with additional data sources may improve the understanding of COVID-19 vaccine safety.
Using a unique dataset from Israel National Emergency Medical Services (EMS) from 2019 to 2021,
the study aims to evaluate the association between the volume of cardiac arrest and acute coronary
syndrome EMS calls in the 16-39-year-old population with potential factors including COVID-19
infection and vaccination rates. An increase of over 25% was detected in both call types during
January-May 2021, compared with the years 2019-2020. Using Negative Binomial regression
models, the weekly emergency call counts were significantly associated with the rates of 1st and 2nd
vaccine doses administered to this age group but were not with COVID-19 infection rates. While not
establishing causal relationships, 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.
Surveillance of potential vaccine side-effects and COVID-19 outcomes should incorporate EMS

and other health data to identify public health trends (e.g., increased in EMS calls), and promptly
investigate potential underlying causes.




HEALTH

October 7, 2022

State Surgeon General Dr.
Joseph A. Ladapo Issues
New mRNA COVID-19
Vaccine Guidance

TALLAHASSEE, Fla. — Today, State Surgeon
General Dr. Joseph A. Ladapo has announced
new guidance regarding mRNA vaccines. The
Florida Department of Health (Department)
conducted an analysis through a self-controlled
case series, which is a technique originally
developed to evaluate vaccine safety.

global im ;

vaccination is likely outweighed by this abnormally
high risk of cardiac-related death among men in
this age group. Non-mRNA vaccines were not
found to have these increased risks.

As such, the State Surgeon General recommends
against males aged 18 to 39 from receiving mRNA
COVID-19 vaccines. Those with preexisting
cardiac conditions, such as myocarditis and
pericarditis, should take particular caution when
making this decision.

Cardiac-related deaths following vaccination

In the 28 days following vaccination, a statistically significant increase in cardiac-related deaths was
detected for the entire study population (Rl = 1.07, 95% Cl = 1.03 - 1.12). Stratifying by age group
revealed Rls were significantly higher for age groups 25 - 39 (Rl = 2.16, 95% Cl = 1.35 - 3.47) and 60 or
older (Rl = 1.05, 95% Cl = 1.01 - 1.10). The remaining age groups failed to reach statistical significance.

Cardiac-related deaths by age group, vaccination type, and sex following vaccination

To determine which group may be driving the increased risk of cardiac-related deaths in the primary
analysis, the vaccination analysis was further stratified by sex, vaccination type, and age groups. Tables 2
and 3 present the sex specific results for cardiac-related deaths following vaccination stratified by age
group and vaccination type. Risk was significantly higher during the risk period for males (Rl = 1.09, 95%
Cl=1.03 - 1.15) but not for females (Rl = 1.05, 95% Cl = 0.98 - 1.11). Concerning vaccination type, males
receiving mRNA vaccination had significantly higher risk (Rl = 1.11, 95% Cl = 1.05 - 1.18), while males
receiving vaccinations that were not mRNA/unknown had significantly lower risk (Rl = 0.75, 95% Cl =
0.58 - 0.98). RIs for females stratified by vaccination type revealed a similar pattern, with lower, non-

significant estimates. Among the subgroups evaluated, males aged 18 - 39 had the highest risk (Rl =
1.97,95% Cl = 1.16 - 3.35).

Discussion/Conclusion

In this statewide study of vaccinated Florida residents aged 18 years or older, COVID-vaccination was
not associated with an elevated risk for all-cause mortality. COVID-19 vaccination was associated with a
modestly increased risk for cardiac-related mortality 28 days following vaccination. Results from the
stratified analysis for cardiac-related death following vaccination suggests mRNA vaccination may be
driving the increased risk in males, especially among males aged 18 - 39. Risk for both all-cause and
cardiac-related deaths was substantially higher 28 days following COVID-19 infection. The risk associated
with mRNA vaccination should be weighed against the risk associated with COVID-19 infection.




Key facts on vaccine based on
highest quality data and best
available evidence

No protection from infection now
Initial protection from ancestral more lethal variantin 1 in 119?
No reduction in Covid mortality/all cause mortality from RCT

RCT'’s that led to approval of the mRNA product suggesting more
serious harm from vaccine (1 in 800) than from covid
hospitalisations of more lethal Wuhan strain.

Best case scenario for protecting those over 80 from a covid
death from Delta variantis 1 in 230 . Omicron 1 in 7300.

In those under 50 NNT is 1 in 10,000 to prevent a covid death
Unprecedented harms reported by yellow card scheme.

Rate of harm requiring hospitalisation from real world data is close
to 1 in 1000 within a couple of months of mMRNA jab (likely a
significant underestimate of real serious harms)
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Dimensions of power

* One-dimensional view:
Power over decision
making and control
over the political
agenda

* Two-dimensional view:
Power to define issues
and potential issues

* Three-dimensional view:
Power to avert conflict
and keep conflict latent:
conflict between the
interests of the powerful
and those over whom
power is exerted

Vehicles of power

Political
environment

Preference
shaping

Practices of power

Outcome of power

Lobbying, revolving-doors and
campaign and party donations
Direct participation in governmental
agencies, committees and commissions
and policy formulation

International treaties and trade
agreements

Tied development aid

Pressures on international
organisations

Tax avoidance

Business associations and public
relations companies

Corporate foundations and philanthropy
Spokespersons and key opinion leaders
Health professional organizations
Manufacturing doubt

Corporate spinning and framing
Corporate social responsibility (CSR)
Civil society capture: corporate front
groups, think tanks and consumer
groups

Manufacture disease

Capture of the media

marketing and advertising

Product modification and targeting
vulnerable populations

A N
Knowledge
environment

Science to specification
Funding medical education
Science laundromats

. w

Source: Madureira Lima J, Galea S. Corporate practices and health: A framework and mechanisms. Global Health. 2018;14(1):21
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FIGURE 1: Diagram of dimensions, vehicles, practices and outcomes of power.
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ANALYSIS

Why corporate power is a public health priority

The marketing campaigns of multinational corporations are harming our physical, mental, and
collective wellbeing. Gerard Hastings urges the public health movement to take action

Gerard Hastings director

Institute for Social Marketing, University of Stirling and the Open University, Stirling FK9 4LA, UK

The work of Professor Richard Doll provides two key lessons
for public health. The first, that we must do all we can to

ficate the use of tobacco, has been well learnt and is being
energetically acted upon. The second, more subtle leaming—that
our economic system has deep flaws—remains largely ignored
And yet, lethal though tobacco is, the harm being done to public
health by our economic system is far gr

Industrial epidemics

Furthermore, the two are intimate!
remained such an intractable problem only because our
economic system allows free ranging corporations to market it.
The same applies to the other two “industrial epidemics™ that
constitute such a large share of the public health burden: alcohol
misuse and obesity. In each case evocative promotion,
ubiquitous distribution, perpetual new product development,
and seductive pricing strategies are used to encourage unhealthy
consumption. And in cach case painstaking research and review
have shown the obvious truth that this marketing effort succeeds,
especially with the young.”* The consequence has been the
inevitable escalation of lifestyle illnesses such as cancer, heart
discase, cirrhosis, and diabetes.

connected: tol

However, the impact of marketing on public health goes much
deeper than this. Marketing textbooks lionise the consumer: our
complete satisfaction is the essence of successful business
(provided we can afford to pay). The result is an unstinting hunt
for new needs and wants (or, increasingly, whims) to satisfy,
and a population that has a burgeoning sense of entitlement
The damaging effect of this favouritism is shown in the
pharmaceutical business, which pays more attention to the trivial
complaints of the rich than the life threatening sicknesses of the
poor. As Bakan points out, “Of the 1400 new drugs developed
between 1975 and 1999, only 13 were designed to treat or
prevent tropical diseases and three to treat tuberculosis. In the
year 2000, no drugs were being loped to treat tuberculosis,
compared to eight for impotence or erectile dysfunction and 7
for baldness.”™ This dangerously indulgent focus starts at birth,
because children offer the corporate marketer a lifetime of
profitability (box 1)

Sadly, as any philosopher or theologian would predict, such
pampering does not bring happiness. Once basic needs are
satisfied, the correlation between matenial possessions and
contentment rapidly dissipates. But marketing keeps us craving
more: the paradox of a system devoted to our satisfaction is that
it depends on our perpetual dissatisfaction; after all once we are
satisfied we stop shopping. In this way it undermines our mental
as well as our physical wellbeing.

The customer always comes second

Furthermore, the corporate marketers’ focus on customer
satisfaction is in reality specious; the fiduciary duty of
corporations gives them a legal obligation to prioritise the needs,
not of the consumer, but of the shareholder. How else could we
have tobacco companies, who are consummate marketers,
continuing to produce products that kill one in two of their most
loyal customers” The corporate marketers' self centred purpose,
then, is “to recognise and achieve an economic advantage which
endures.”” Not an economic advantage for the customer—just
for the company. This is the same single minded and
dysfunctional principle that continues to drive the financial
sector

A key function of marketing is to mask these uncomfortable
truths by disguising inanimate corporate monoliths as benign
friends under the guise of branding. The role of branding in
youth smoking” and drinking” has been well documented, and
a recent study in California among 3-5 year olds showed that
children’s food preferences are being moulded by McDonald's
branding even before they have leamnt to tie their shoelaces."
Items that came in McDonald's wrappers were thought to taste
better, even if they were foods like carrots; on the other hand
McDonald’s products didn’t taste as good without the liveried
packaging. These effects were apparent across the group, but
most marked among those who had been most exposed to
McDonald’s and its advertising. Marketers are clearly
succeeding in their aim “to start building up their brand
consciousness and loyalty as early as possible.”™

However, susceptibility to the benefits™ of branding
reaches way beyond toddlers and teens: it touches us all. The




Why corporate power is a public
health priority

“ We have to take the lead in a
movement away from a world driven
by abeyance to the corporate bottom
line and the enrichment of an elite to
one that prioritises physical, mental,
social, and planetary wellbeing”



Joe Ro?an “You can make a billion
dollars from lying ?!”

John Abramson l[()araphrasing chief
scientist of Merck “it's a shame that the
cardiovascular effect is there but the drug
will do well and we will do well”

Vioxx scandal -
estimated to have killed
40-60k American

citizens.
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The “Psychopathic” Determinants
of Health

“Bakan does such a good job of creating awareness that [The
Corporation] can’t help but be a call to action.” —USA Today
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THE PATHOLOGICAL PURSUIT
OF PROFIT AND POWER




Facebook, Merck commit $40 m for
Alliance for Advancing Health
Online

Friday 11 June, 2021
By Marwa Nassar -

Facebook and Merck have committed $40

million — half-half — to a multi-year initiative of

establishing the Alliance for Advancing Health
Online. The initiative will initially focus on
addressing vaccine hesitancy and vaccine

equity among underserved communities.




Victims of a failing system
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Doctor’s family want
review of his death
after ambulance delay

Exclustve
By Paul Gallagher
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BOX 4: Defining real evidence-based medicine and actions to deliver it.

1. Is the application of individual clinical expertise with best available evidence
and taking into consideration patient preferences and values in order to
improve patient outcomes (relieve suffering and pain, treat illness and
address risks to health)

Makes the ethical care of the patient it’s top priority

o

Demands individualised evidence in a format that clinicians and patients can
understand

Is characterised by expert judgement rather than mechanical rule following

4

5. Shares decisions with patients through meaningful conversations

6. Builds on a strong clinician—patient relationship and the human aspect of care
7

Applies these principles at community level for evidence-based public health

Actions to deliver real evidence-based medicine

1. Although the pharmaceutical industry plays an important role in developing
new drugs, they should play no role in testing them

2. All results of all trials that involve humans must be made publicly available

3. Regulators such as the FDA and MHRA must be publicly funded, and not
receive any money from the pharmaceutical industry

4. Independent researchers must increasingly shape the production, synthesis
and dissemination of high-quality clinical and public health evidence

5. Medical education should not be funded or sponsored by the pharmaceutical
industry

6. Patients must demand better evidence, better presented (using absolute and
not relative risk), better explained and applied in a more personalised way

Source: Adapted from Greenhalgh T, Howick J, Maskrey N. Evidence based medicine
Renaissance Group. Evidence based medicine: A movement in crisis? BMJ. 2014,348:g3725.
https://doi.org/10.1136/bmj.g3725




The Triangle That Moves The
Mountain

Creation of relevant knowledge

Political involvement ,_/ \3 Social participation
Policy advocacy Social movement




Public Health Advocacy

“ careers are often built on lifetime
commitment to particular phases of
evidence. But If the evidence changes, it
IS absolutely critical for public trust in the
integrity of public health that we
acknowledge the facts have changed
and accordingly that we have changed
our minds too”



Conclusions

Overwhelming evidence that current
MRNA Pfizer vaccine needs to be
suspended until all of the raw data is
released for independent scrutiny.






Courage is the most important of all the
virtues, because without courage you can't
practice any other virtue consistently. You

can practice any virtue erratically, but
nothing consistently without courage.

(Maya Angelou)




“| see in the near future a crisis
approaching that unnerves me and
causes me to tremble for the safety of
my country... corporations have been
enthroned and an era of corruption in
high places will follow, and the money
power of the country will endeavor to
prolong its reign by working upon the
prejudices of the people until all
wealth is aggregated in a few hands
and the Republic is destroyed.”

~ABRAHAM LINCOLN



Rise up with me against
the organisation of misery.

Pablo Neruda

@ cuotefoncy



It is health that is real wealth and not pieces of

g0
(Ma

d and silver.

hatma Gandhi)




