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Court File No.: CV-21-00658784-0000

ONTARIO
SUPERIOR COURT OF JUSTICE
BETWEEN:
DR. KULVINDER KAUR GILL
Plaintiff
-and-
AMIR ATTARAN and THE UNIVERSITY OF OTTAWA

Defendants

AFFIDAVIT OF DR. KULVINDER GILL

I, Dr. Kulvinder Kaur Gill, in the City of Brampton, in the Province of Ontario, MAKE
OATH AND SAY:

1. | am the plaintiff in this action. As such, | have personal knowledge of the information
hereinafter deposer. Where | do not have direct knowledge, but rely on information and belief, 1
have stated the source of my information and | believe it to be true.

Background

2. | am a specialist physician practicing at two allergy, asthma and clinical immunology
clinics in Brampton and Milton. | provide essential medical care for pediatric and adult patients,
from the regions of Peel, Halton and beyond, upon referrals from family physicians and specialist

physicians practicing both in the community and at medical institutions.

3. I completed significant post-graduate training in pediatrics, and allergy and clinical
immunology, including scientific research in microbiology, virology and vaccinology and have
published extensively in these areas.

4, | have had extensive research experience in microbiology, molecular biology and virology

laboratories, including various university and federal government laboratories in Canada.



002

5. I was previously employed as a research assistant for the Government of Canada’s
Department of Fisheries and Oceans’ molecular biology laboratory, the Freshwater Institute (one
of the world's leading research centres for freshwater and Arctic aquatic research), where | had
conducted molecular biology, virology and genetics research analyzing migration and extinction
patterns of aquatic life and identifying emerging viruses within endangered species, which
involved performing, optimizing and interpreting tens of thousands of Polymerase Chain

Reactions (PCRs) on genetic samples.

6. Subsequently, my own scientific research at Canada’s only Level-4 Biosafety Lab, the
Public Health Agency of Canada’s National Microbiology Laboratory, specifically focused on
harnessing the powers of natural T-cell immunity found amongst HIV-resistant Kenyan sex-
workers for the development of HIV-1 candidate vaccines. | had required the highest level of
security clearance from CSIS. My virology and vaccinology research supervisor was the late Dr.
Frank Plummer, who was the Scientific Director General of the National Microbiology Laboratory

and the Senior Scientific Director of the Public Health Agency of Canada at the time.

7. I was recognized for my scholarly research during both my medical and post-graduate
training at the University of Manitoba and the University of Western Ontario, having been awarded
scholarships and prizes for best overall clinical project, presentation and poster for my research in
the fields of medical microbiology, virology and immunology. My research was published in
leading peer-reviewed medical and scientific publications, including Tissue Antigens, Human
Immunology, Canadian Journal of Infectious Diseases and Medical Microbiology, and AIDS.

8. To-date, | have never had a patient complaint to my professional regulator, the College of

Physicians and Surgeons of Ontario (“CPSQO”).

0. I have been active in my self-regulating profession, having been on the elected delegate
council, and serving as an elected district chair to council, of the Ontario Medical Association
(“OMA”), and heavily involved in co-founding and the leadership of Concerned Ontario Doctors
(*COD™), a non-profit advocacy organization of frontline physicians, which has, amongst other
issues, advocated regarding transparency issues at the OMA and the impact of escalating cuts to
frontline health care on the delivery and accessibility of essential patient care. | have represented

the interests of Canadian patients and physicians with testimony on behalf of COD regionally,
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provincially, nationally and internationally, including before legislative committees on healthcare

policy at the Ontario Legislature, the House of Commons and the Senate of Canada.

10. I was born in a small farming village in rural India, to a mother who had only a third-grade
education due to lack of access to education opportunities for young girls in rural India at the time.
As a baby, | immigrated with my family to remote northern Manitoba, where my father found
work in a mine. When | was still an elementary student, my mother was diagnosed with breast
cancer, and she courageously battled various forms of cancer for twelve long years. As a young
teen, | often accompanied my mother on the 1600km round-trip to Winnipeg to access essential
cancer care. It was then that | decided | wanted to be a doctor, encouraged by my mother who
wanted her own daughter to have the education she never did. When | was in medical school, my
mother passed away of metastatic breast cancer after being fortunate to receive timely palliative

care.

11. In 2016, 1 was motivated to start Concerned Ontario Doctors because of terrible stories of
hallway medicine and a lack of access to essential care both within the marginalized communities
| practice in and throughout the province. Watching my own mother’s difficulties accessing
necessary treatment, I committed myself to patient advocacy. When unprecedented lockdowns
were imposed, | was alarmed to see patients shut out of cancer care and other necessary diagnostics
and treatment, as the rest of the medical profession became singularly focused on Covid-19. | was
distressed by palliative and terminally-ill patients being forced to die alone in hospitals and
medical institutions without their loved ones by their bedside. | quickly appreciated that the
secondary impacts could be even more destructive than the virus itself, especially on children and
the most marginalized. I also knew that there would be death and misery in the developing world,
in which | have deep roots, because of lockdowns imposed within the developed world where |
reside. The actions of those focused exclusively on Covid have caused people great harm, which

is only beginning to be tallied and acknowledged.

12. In addition to my life experiences, my faith as a Sikh tells me that I must speak out against
all forms of discrimination, tyranny and coercion. Sikh means ““Seeker of Truth”. The founder of
Sikhism, Guru Nanak Dev Ji, had said “Realization of Truth is higher than all else. Higher still is
truthful living.”” My late mother had always said to me in Punjabi: “With the truth and goodwill in

your heart, there is nothing to ever fear in this world.” As a practicing Sikh, | was taught to value
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individual freedom and sovereignty. Distrust of government and institutions is part of our scripture,
and stems from Sikh genocides through the ages and in present-day times dating recently to the
Sikh genocide of 1984 wherein horrific atrocities were perpetrated by the state against innocent

Sikhs living in India.

The COVID-19 Pandemic and My Position on Vaccinations

13.  Although, I was initially alarmed about Covid-19 like most other people, | began
examining the published data more closely and, a few months into the pandemic, | had started
sharing my evidence-based views on the social media platform now known as “X” (previously
Twitter).

14. My general concerns that | expressed, properly understood, are that (1) the risks posed by
Covid-19 were exaggerated; (2) lockdowns were scientifically unjustified; (3) the authorization
and production of a Covid-19 vaccine should not be a condition precedent to ending harmful
lockdowns; (4) early outpatient hydroxychloroquine (“HCQ”) could be safely used in treating
high-risk Covid-19 patients; (5) the critical importance of cellular (T-cell) immunity was being
ignored; (6) pandemic measures did not reflect the known age-stratified risk of Covid-19 (i.e. a
1000 times greater risk to the elderly than to the youth); and (7) the importance of returning to
Canada’s and the World Health Organization’s response plans (prepared prior to the pandemic),
which were abruptly abandoned in favour of unprecedented and catastrophic lockdowns (known

to disproportionately harm children and the most marginalized).

15.  Atthe time my comments were made, they were well-supported in the developing medical
and scientific literature, much of which I had typically referenced in my social media commentary.
I was compelled by concern for marginalized communities in Canada and the developing world to
speak against harmful government policies. My comments were also within the range of rational
public debate and in accordance with a long history of public health pandemic plans and World

Health Organization guidance.

16. During the last few years, | have kept an ongoing record, which now contains at least 80
scholarly journal articles, most of them peer-reviewed, which support my online activity (most of
which | have shared links to with my online commentary) and the positions | have adopted (in
addition to the peer reviewed papers cited in this affidavit). This is merely a sampling of the
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available literature and growing body of scientific and medical evidence which establishes that my
opinions are not misinformation. A copy of the synopsis of the documents contained in this
record is attached as Exhibit A.

17.  Although I have expressed reservations about the necessity of the Covid-19 injection for
every single person (regardless of their risk profile), I have always been pro-vaccination. | have
been an advocate for existing routine childhood vaccinations for years on my personal Twitter
account. | have supported giving the Covid-19 vaccine to high-risk individuals with their informed
consent. | am a medical professional who regularly administers vaccines, including to children,
and I have devoted years of my life to conducting scientific research for the development of HIV-

1 candidate vaccines.

18.  What | opposed in 2020 was waiting for the development and authorization of a Covid-19
vaccination as a pre-requisite for the end of harmful lockdowns. It is essential to note that in the
summer of 2020, no Covid-19 vaccine had yet completed clinical trials nor been authorized for

use anywhere in the world.

19. The normal vaccine development cycle is ten to fifteen years. In 2020, the shortest vaccine
development cycle on record was for the mumps vaccine at four years. All of the details of the
clinical trials for the SARS-CoV-2 (the virus known to cause Covid-19) vaccine candidates were
publicly accessible on the US’” National Institutes of Health Clinical Trials database which allows
one to search past/active clinical trials globally for therapeutics and vaccines, including current
status, funding, eligibility criteria, study designs, primary/secondary outcomes, tracking

information, anticipated completion dates, etc.

20. By the summer of 2020, it was known that none of the covid vaccine clinical trials were
designed to determine whether they prevented infection or stopped transmission. Even a few
international press had reported on this fact in September 2020, including a piece in Forbes entitled
“Covid-19 Vaccine Protocols Reveal That Trials Are Designed To Succeed” written by Dr.
Haseltine, professor emeritus at Harvard Medical School and Harvard School of Public Health
which stated: “Prevention of infection is not criterion for success for any of these (covid)
vaccines... None list mortality as critical endpoint... These vaccine trials are testing to prevent

common cold symptoms.” A copy of the Forbes article is attached as Exhibit B.



006

21. In October 2020, the British Medical Journal, one of the oldest and most prestigious
medical journals in the world (founded in 1840), published an editorial entitled: “Will covid-19
vaccines save lives? Current trials aren’t designed to tell us” stating that: “None of the (covid) trials
currently under way are designed to detect a reduction in any serious outcome such as hospital
admissions, use of intensive care, or deaths. Nor are the vaccines being studied to determine
whether they can interrupt transmission of the virus.” A copy of the British Medical Journal
article is attached as Exhibit C.

22. In November 2020, the British Medical Journal, published an editorial entitled: “Pfizer and

Moderna’s “95% effective” vaccines—Iet’s be cautious and first see the full data” stating:
“Let’s put this in perspective. First, a relative risk reduction is being reported, not absolute
risk reduction, which appears to be less than 1%. Second, these results refer to the trials’
primary endpoint of covid-19 of essentially any severity, and importantly not the vaccine’s
ability to save lives, nor the ability to prevent infection, nor the efficacy in important
subgroups (e.g. frail elderly). Those still remain unknown. Third, these results reflect a
time point relatively soon after vaccination, and we know nothing about vaccine
performance at 3, 6, or 12 months, so cannot compare these efficacy numbers against other
vaccines like influenza vaccines (which are judged over a season). Fourth, children,
adolescents, and immunocompromised individuals were largely excluded from the trials,
so we still lack any data on these important populations.. Let’s be cautious. Only full
transparency and rigorous scrutiny of the data will allow for informed decision making.
The data must be made public.”

A copy of the British Medical Journal editorial is attached as Exhibit D.

23. I approached the government’s response to Covid-19 from the perspective of an ethical,

evidence-based, medical scientist, whose opinions are subject to change on better evidence.

24, In the early days of the pandemic, | had lobbied the government for more and better
measures to protect healthcare workers and the public. Through Concerned Ontario Doctors, of
which | am the co-founder and President, | had written an open letter to the both the federal and
provincial governments along with COD’s Board of Directors, dated April 14, 2020, asking for
safety measures to be taken to “flatten the curve” of Covid-19 to ensure hospital resources would

not be overwhelmed. A copy of the letter is attached as Exhibit E.

25. I, along with the COD Board, had even met (virtually) with senior advisors to the federal
Minister of Health to discuss the concerns highlighted in the open letter. In those early months, |

worked actively to get the pandemic under control and advocate for safety measures. Like all good
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scientists, when | obtained new information, including about risk stratification, infection fatality

ratio and lockdown harms, | adjusted my thinking and set out to educate myself further.

26. My evidence-based and ethical approach ultimately led me to my criticisms of the
governments' harmful public health policies. | do not speak out because | enjoy being attacked or
defamed on X by my detractors. Nor do | do it for any perceived benefit. | speak out because of
my personal history, my ethical responsibility, and a deep spiritual and moral obligation to stand

up for the marginalized and against oppression and tyranny.

217, I have been an advocate for existing routine childhood vaccinations for years on my
personal Twitter account. | oppose all types of mandates because it violates the core
medical/ethical doctrine of informed consent and it violates my religious beliefs on opposing all
forms of coercion and discrimination. | am a medical professional who regularly administers
vaccines, including to children, and | have devoted years of my life to conducting scientific

research for the development of HIV-1 candidate vaccines.

28. I have supported giving the Covid-19 vaccine to high-risk individuals with their informed
consent. It is important to note that the effect of lockdowns and the general distrust of public health
that has developed will likely lead to a significant decline in routine childhood vaccinations.

Lockdowns have already led to many children missing routine childhood vaccinations globally.

29. Indeed, this concern is being expressed more openly now, including in a recent article in
Tablet Magazine by Drs. Leslie Bienen and Tracy Beth Hoeg, entitled: “The CDC is Breaking
Trust in Childhood Vaccination.” A copy of the article by Dr. Bienen and Dr. Hoeg is attached
as Exhibit F.

30.  As a pediatrician who wants children to have their routine vaccinations and administers
them in my medical practice, | share this concern and it motivates me to challenge poor science
which leads to damaging policies, and which ultimately erodes that necessary trust in vaccinations.

31.  There can be little question now that lockdown policies and vaccine mandates have harmed
some people, particularly those who are marginalized, working class and poor. | practice in
communities where the majority of my patients are from these marginalized groups. Brampton is

the most ethnically diverse city in Canada with 73% of its residents identifying as people of colour,
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mostly South Asian and Black. | take my responsibility as a health advocate for my community

very seriously.

32.  OnJanuary 22, 2020, approximately one month before the declaration of Covid pandemic,
I had organized and led a three-hour COD delegation of patients and physicians before the
Brampton City Council that resulted in the City of Brampton unanimously passing a motion
declaring an unprecedented “healthcare emergency” and urgently called upon all levels of
government to address the chronic underfunding of essential frontline medical care and

unprecedented hallway medicine crisis at the epi-centre of Ontario’s healthcare crisis.

33. By the summer of 2020, when | first began to speak out publicly on X against the
catastrophic lockdowns, there was already ample evidence on the devastating and irreparable
harms these unprecedented government public health policies would have on children and the most
marginalized, both in Canada and in the developing world. In the nearly four years since, not only
has the body of this compelling scientific evidence continued to grow, but we are now tragically
seeing the realization of these preventable harms that were known in 2020 and which I had warned
about in 2020. It has been devastating and heartbreaking to helplessly watch the known carnage of

lockdowns unfold.

Amir Attaran

34, I have never met Amir Attaran (“Attaran”). Nor have | engaged with him in any personal
or professional capacity, either online or offline. Nor do I comprehend why he has spent the past
3.5 years publicly attacking me and defaming me on X. To-date, | have never engaged with him

in any capacity.

35. On December 20, 2020, Attaran chose to attack an old tweet which | had written three
months prior, on October 20, 2020, in which I had stated my concern with the focus on the number
of cases of COVID. A copy of the October 20t twitter post is attached as Exhibit G.

36. On December 20, 2020, using his Twitter handle @profamirattaran, Attaran had quote-
tweeted my above-mentioned tweet referring to me as: “This idiot is a doctor in Ontario. Sort of

a female version of Dr. Scott Atlas.” A copy of Attaran’s tweet is attached as Exhibit H.

37.  Approximately one hour after his tweet, Attaran then tweeted a link to a July 28, 2020
article, from the New York Times, which alleged that Russian Intelligence had been pushing

8
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“disinformation” and he proceeded to post this article on Twitter as a thread underneath his original
tweet above, with the following false and malicious commentary: “Looks like the Flying Monkeys
are out today for Dr. Gill. Research shows that Russian military intelligence (the GRU) are behind
anti-science, COVID conspiracy social media. So with love from Canada.” A copy of Attaran’s

tweet previously attached at Exhibit H.

38.  Attaran has a large following on social media and is often quoted in online/print news
media, and occasionally on television news stations. In his twitter bio, Attaran describes himself
as: “Professor. Litigator. Scientist... Wrecks grifters, anti-vaxxers & scientific illiterates.” In the
past three years since his initial defamatory attacks against me in December 2020, Attaran has

continued to defame and malign me as a dangerous "anti-vaxxer™, “idiot”, “covid disinfo doc” and

he has stated that my “beliefs” have “killed thousands” and that I’ve “weaponized the law”.

39. On August 29, 2022, after without prejudice exchanges occurred between the parties in this
litigation, Attaran breached the confidential nature of these settlement discussions by tweeting

about them. A copy of Attaran’s twitter posts are attached as Exhibit I.

40. In a National Post article published on November 3, 2022, it was reported that: “(Attaran)
said he wants her to apologize for suing and admit she was wrong about COVID, but so far Gill

has declined to do so.” A copy of the National Post article is attached as Exhibit J.

41.  On April 15, 2023, Attaran quote-tweeted a tweet which had cited an Ontario physician
resigning his medical license, after being found (among other things) to have sold mask and
vaccine exemptions, and Attaran stated: “I think I know who’s next for this: Kulvinder Kaur,
another COVID disinfo doc who filed absurd lawsuits.. Let’s just say I’ve only once been sued,

and it’s by these two half-wits”. A copy of Attaran’s tweets are attached as Exhibit K.

42. On February 17, 2024, Attaran tweeted: “That anti-vaxxer loser Dr. Gill is still suing me”.
A copy of Attaran’s tweet is attached as Exhibit L.

43.  Attaran’s tweets against me have been broadcasted widely to his nearly 15,000 followers
and have also been retweeted and quote-tweeted several hundreds of times further amplifying his
attacks against me. This has led to me being the subject of further attacks, hostility, harassment
and hate online and offline. For example, underneath Attaran’s tweet of August 29, 2022, in which

he had directly named/tagged me as an “anti-vaxxer”, someone who had retweeted and amplified
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him further tweeted a reply under Attaran’s tweet on August 29, 2022 stating: “Anti vaxxers
shouldn’t breed and shouldn’t vote. They are cretinous scums of society that barely deserve human

consideration.” A copy of Attaran’s tweet is attached as Exhibit M.

44, In a tweet of August 29, 2022, responding to a tweet tagging Attaran’s employer, the
University of Ottawa, and asking if it was supportive of Attaran’s “threats”, he posted: “Oh yes, it
is, I assure you. I will litigate this to the end and | NEVER give in to anti-vaxxer intimidation.” A

copy of Attaran’s tweet is attached as Exhibit N.

45, I have also received phone messages of hate referring to me as “dangerous” and an “anti-
vaxxer” at my medical clinics. These calls were very hostile and filled with vulgarity and profanity,
from across the country and even the United States, with some callers expressing hope that 1 would
die like Covid patients, or otherwise wishing harm on me. I have been the subject of multiple death
and rape threats and, as a result of recommendations by the police, | have had to create a safety

plan and | have had to take additional security measures at my clinics.

46.  Attaran’s twitter comments on August 29, 2022, and his comments in the print/online
media on November 3, 2022, had led to me receiving hateful and harassing phone calls, including
death and rape threats at my clinics between November 3-4, 2022. This has led to significant

personal mental and emotional distress and anguish.

47.  Attaran’s ongoing attacks have also harmed me professionally and financially. I am a
specialist physician in private community practice and see patients solely based upon referrals
from physician colleagues. Attaran’s ongoing defamatory attacks have led to a reduction in my
referrals. His ongoing vicious attacks on my credibility and competence have also resulted in me
being disparaged and maligned by not only the public, but by other professionals. | have had a
specialist physician colleague leave my clinic because they were concerned that they would soon
be the subject of similar public attacks, harassment and personal/professional harm simply by
association, and | have had difficulty recruiting another colleague to my clinic since my

colleague’s departure, leading to a significant increase in my overhead operating costs.

48. Some context is required to respond to allegations contained in Attaran’s affidavit, tendered
in this motion. Attaran suggests that my Statement of Claim referred to my aforementioned tweet
of October 20, 2020 as referring to Polymerase Chain Reaction (PCR) testing, and claims that

10
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“none of this post hoc explanation in her Statement of Claim was explicitly stated in her tweet at

the time, it is also not true.” Both of Attaran’ statements are patently false.

49, In 2020, Twitter had a 140-character maximum for tweets. Hence, one only had two options
to include further context beyond 140 characters: quote-tweets or multi-part threads. Attaran
purposely chose to omit from his affidavit that my aforementioned tweet of October 20, 2020 was
a direct quote-tweet of my tweet from October 4, 2020 in which | had stated:

“Never-ending loop of societal harm

-Elevated PCR cycle thresholds

—>False positive “casedemic”
—>Irrational fear
—->Catastrophic lockdowns and restriction
—~>More flawed PCR tests it

50. In December 2020, instead of engaging in any scientific discourse, Attaran chose to defame
me by referring to me as an “idiot” and a “female version” while referring to my comments as

“anti-science” and “covid conspiracy.”

51. In the weeks and months leading up to my tweets of October 2020, and in the several
months and years since, | had tweeted several peer-reviewed and academic publications about
serious concerns with PCR testing utilizing high cycle thresholds (Ct) leading to false positive
covid testing and with these “case” counts subsequently being used by governments to impose
harmful covid policies. As mentioned earlier, | have had years of extensive first-hand experience
with PCR while conducting scientific research in immunology, molecular biology, genetics,
microbiology virology and vaccinology spanning several years at various laboratories. As a
practicing physician, | also have years of first-hand experience with the utilization and
interpretation of PCR tests in the clinical diagnosis and treatment of patients. As such, | have years
of expertise (training and first-hand experience) to speak on the utility of PCR tests from the

perspective of a physician-scientist: from the lab bench to the patient bedside.

52.  Attaran is not unfamiliar with litigation. In May 2022, it was reported Attaran launched a
private criminal prosecution against Premier of Ontario Doug Ford for removing his mask while
in quarantine, and he filed police complaints against Prime Minister Trudeau and Chief Medical
Officer of Health Dr. Kieran Moore in Vancouver and Toronto because of masking. A copy of the

National Post article is attached as Exhibit O.

11
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Had Attaran chosen to read the tweet he had maliciously attacked in its entirety in

December 2020, and had he chosen to actually read through my twitter feed, he would have read

several of my tweets, quote-tweets and retweets with linked peer-reviewed studies and academic

publications about covid PCR testing, including a selection of some of my PCR tweets, retweets

and quote-tweets dated below with the accompanying hyperlinks in my tweets:

a)

b)

9)

h)
i)
)
k)
1)

Tweets of September 2, 2020, and September 5, 2020, copies of which are attached as
Exhibit P.

A tweet of September 7, 2020, and quote tweet, copies of which are attached as Exhibit Q
and Exhibit R.

A tweet of September 15, 2020, and quote tweet, copies of which are attached as Exhibit
S and Exhibit T.

A tweet of September 18, 2020, copy of which is attached as Exhibit U.

A re-tweet of a COD tweet of video of interview of Oxford Professor Dr. Carl Heneghan,
Director of Oxford Centre for Evidence-Based Medicine on September 18, 2020, which 1

later also quote tweeted on November 10, 2020, is attached as Exhibit V
Tweets of September 19, 2020, copies of which are attached as Exhibit W and Exhibit X.

Tweet of September 19, 2020, and quote tweet of September 20, 2020, are attached as
Exhibit Y and Exhibit Z.

Tweet of September 30, 2020, copy of which is attached as Exhibit AA.
Tweet of November 16, 2020, copy of which is attached as Exhibit BB.
A tweet of November 21, 2020, copy of which is attached as Exhibit CC.
A tweet of December 3, 2020, copy of which is attached as Exhibit DD.

Tweets of December 16, 2020, and January 20, 2021, copies are attached as Exhibit EE.

m) Tweets of January 19, 2021, copies are attached as Exhibit FF.

n)

0)

P)

A tweet thread of February 2, 2021, copy which is attached as Exhibit GG.
A tweet from February 22, 2021, copy of which is attached as Exhibit HH.

Tweet thread of June 18, 2021, copy of which is attached as Exhibit I1.
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q) A tweet of August 8, 2021, copy of which is attached as Exhibit JJ.
r) A tweet of August 11, 2021, copy of which is attached as Exhibit KK.

54. In addition to the information contained in my Twitter feed, there were other scientific

sources that supported the views | espoused.

55. In May 2020, Harvard professors had published a peer-reviewed paper in Clinical
Infectious Diseases entitled “To Interpret the SARS-CoV-2 Test, Consider Cycle Threshold
Value” concluding:

“Closer examination of what the (PCR) test results mean clinically, particularly when
results are from RNA quantities near the lower limit of detection of the assay, could help
guide clinical and public health strategies... A positive RT-gPCR result may not
necessarily mean the person is still infectious or that he or she still has any meaningful
disease. First, the RNA could be from nonviable or killed virus. Live virus is often isolable
only during the first week of symptoms but not after day 8, even with positive RT-qPCR
tests... The Ct value is inversely related to the viral load and every ~3.3 increase in the Ct
value reflects a 10-fold reduction in starting material.”

A copy of this study is available at the following URL.:
https://academic.oup.com/cid/article/71/16/2252/5841456

56.  There were distinguished and eminent professors of medicine and infectious diseases
sounding the alarm on lockdown harms as early as spring of 2020. On March 17, 2020, Dr. John
loannidis, MD, PhD, a Stanford professor of medicine and infectious diseases epidemiologist, who
has authored more than 1000 peer-reviewed scientific/medical papers and is one of the most cited
scientists in the world, had authored a column entitled “A fiasco in the making? As the coronavirus

pandemic takes hold, we are making decisions without reliable data” in which he had stated:

“The current coronavirus disease, Covid-19, has been called a once-in-a-
century pandemic. But it may also be a once-in-a-century evidence fiasco.. Vaccines or
affordable treatments take many months (or even years) to develop and test properly. Given
such timelines, the consequences of long-term lockdowns are entirely unknown., If we had
not known about a new virus out there, and had not checked individuals with PCR tests,
the number of total deaths due to “influenza-like illness’ would not seem unusual this year.
At most, we might have casually noted that flu this season seems to be a bit worse than
average. The media coverage would have been less than for an NBA game between the two
most indifferent teams.”

A copy of this column is available at the following URL.:
https://www.statnews.com/2020/03/17/a-fiasco-in-the-making-as-the-coronavirus-
pandemic-takes-hold-we-are-making-decisions-without-reliable-data/

13


https://academic.oup.com/cid/article/71/16/2252/5841456
https://www.statnews.com/2020/03/17/a-fiasco-in-the-making-as-the-coronavirus-pandemic-takes-hold-we-are-making-decisions-without-reliable-data/
https://www.statnews.com/2020/03/17/a-fiasco-in-the-making-as-the-coronavirus-pandemic-takes-hold-we-are-making-decisions-without-reliable-data/

014

57. Professor loannidis had then followed this up his piece above with two peer-reviewed
papers with similar early findings published in April 2020 and October 2020 showing a low
infection-fatality rate for SARS-CoV-2:
a) April 9, 2020: “Coronavirus disease 2019: The harms of exaggerated information and
non-evidence based measures” published in European Journal of Clinical Investigation. A

copy of the article is available at the URL.:
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7163529.

b) October 7, 2020: “Global perspective of COVID-19 epidemiology for a full-cycle
pandemic” published in the European Journal of Clinical Investigation and as an official
WHO Bulletin on October 14, 2020. A copy of the study is available at the URL.:
https://onlinelibrary.wiley.com/doi/10.1111/eci.13423. A copy of the WHO Bulletin is
available at the URL.:
https://web.archive.org/web/20201015144933/https://www.who.int/bulletin/online_first/
BLT.20.265892.pdf.

58. In July 2021 and October 2022, Professor loannidis et al continued to published further
peer-reviewed and academic papers on the infection fatality rate of Covid-19 (based on sero-
prevalence studies from around the world) reaffirming that SARS-CoV-2 had age-stratified risk
with the infection fatality rate (IFR) much lower than the media headlines and WHO had initially
sounded the alarm with in early 2020. These papers are available at the following URLSs:
https://www.medrxiv.org/content/10.1101/2021.07.08.21260210v1,
https://link.springer.com/article/10.1007/s10654-022-00853-w, and
https://www.medrxiv.org/content/10.1101/2022.10.11.22280963v1.

59. In October 2022, Professor loannidis et al published a peer-reviewed paper entitled: “Age-
stratified infection fatality rate of COVID-19 in the non-elderly population” and was based on 31
seroprevalence (antibody studies) from around the world in the PRE-vaccination era (i.e. prior to
the authorization of any covid vaccination). The study found that the Infection Fatality Risk (IFR)
of SARS-Cov-2 PRE-vaccination was lower than the IFR for influenza virus (the common flu
virus). A copy of the paper is available at the URL.:
https://www.sciencedirect.com/science/article/pii/S001393512201982X

60. I had tweeted all the above-mentioned IFR peer-reviewed and academic papers in real-time
between 2020-2023 with their accompanying links.
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61. It was known in 2020, and further scientific evidence over the past four years since, has
shown the critical importance of natural T-cell (cellular) immunity and innate (mucosal IgA)
immunity in the immune responses against SARS-CoV-2; we also knew then, and further peer-
reviewed evidence continues to strongly support, that the T-cell immune response is robust, broad
and durable, including against emerging variants. However, this was entirely ignored at the time
with the focus erroneously and solely on (short-lived) antibodies leading to immense fear of a

“novel” pathogen.

62. Dr. Stephen Templeton, PhD, professor of microbiology and immunology, and formerly
of the US Centers for Disease Control and Prevention (CDC), has aptly referred to this as the
“politicization of immunology” in an article available at the following URL:

https://brownstone.org/articles/the-politicization-of-immunology/.

63. It was also known in 2020, and further peer-reviewed evidence strongly supports, that an
individual can be seronegative (antibody negative) but still have strong T-cell immunity to a
SARS-CoV-2; this was previously known in regards to other pathogens, including HIV-1 and was
the focus of my previous scientific research for the development of an HIV-1 vaccine by
harnessing the powers of natural T-cell immunity found amongst Kenyan sex-workers who were
seronegative (antibody negative) to HIV-1 but were either resistant to HIV-1 infection or did not
progress to AIDS. Peer-reviewed medical/scientific studies supporting the critical role of T-cell
immunity (both pre-existing cross-reactive and post-infectious) is found in the synopsis of the
documents contained in my record of relevant academic papers, which is attached as Exhibit A.

64.  As noted, it was known in 2020 that the risks posed by Covid-19 were exaggerated, that
“case” counts were falsely elevated from elevated PCR cycle thresholds leading to a significant
number of non-infectious false positive “cases” and that there was a clear age-stratified risk and
that pandemic measures did not reflect the known age-stratified risk of Covid-19 (i.e. a 1000 times
greater risk to the elderly than to the youth). The same flawed PCR tests that had led to falsely
elevated “case” counts, had also subsequently led to falsely elevated covid death counts. Further,

there was no distinction being made between a death “with covid” versus a death “from covid”.

65. I had presented many of these concerns in my delegation to the Region of Peel Council on
November 12, 2020, while urging the Region not to embark on another round of harmful

lockdowns, which included more school closures known to harm children.
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66. The harms of unprecedented lockdowns were known in 2020. Hence why several
jurisdictions around the world either chose to never impose lockdowns in response to Covid (such
as Sweden, Belarus, South Dakota, lowa, Nebraska, Arkansas) or quickly corrected course (such
as Florida, North Dakota, Oregon, Tennessee, etc.). Throughout the Covid pandemic,
governments’ public health policies have varied daily to weekly and vastly by jurisdictions
globally, within Canada and even provincially, often without any evidence provided. It must be
said that neither the long-established pandemic preparedness reports for Canada nor the World
Health Organization had included widespread lockdowns of healthy individuals as an evidence-

based, non-pharmaceutical measure in response to a pandemic.

a) A copy of the World Health Organization’s 2019 Report on “Non-pharmaceutical public
health measures for mitigating the risk and impact of epidemic and pandemic influenza”
is available at the URL:
https://iris.who.int/bitstream/handle/10665/329438/9789241516839-eng.pdf

b) A copy of Canada’s 2006 Report on “The Canadian Pandemic Influence Plan for the
Health Sector” is available at the URL:
https://www.longwoods.com/articles/images/Canada Pandemic Influenza.pdf

67. Physicians and/or scientists and professors of epidemiology and public health at respected
institutions, including Harvard, Stanford, and Oxford, had co-authored the Great Barrington
Declaration opposing lockdowns in October 2020. To-date, the Declaration has nearly one million
signatories, including over 60,000 physicians and public health scientists. | had also signed the
Declaration in October 2020.

Context of the August 2020 Tweets

68. On August 4, 2020, | had tweeted two separate tweets after a news conference by the Chief
Medical Officer of Health, Dr. Theresa Tam, at approximately 1pm which was reported widely by
Canadian media, wherein Tam had stated that harmful lockdown measures would continue even
after mass covid vaccination. This was reported widely by national media that day and this news
conference was the “trending” news story on twitter. At the time my tweets were made in August
2020, no Covid-19 vaccine had yet completely preliminary clinical trials or was authorized for use
anywhere globally; and, secondly, it was a direct response to an announcement Tam made that

even two to three years after the vaccine was approved, various restrictions would continue in
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effect. In other words, the mass vaccination campaign would not result in freedom from

lockdowns.

69.  The headline of the CBC news story on August 4, 2020 stated: “Physical distancing, mask-
wearing could be in place for 2-3 years even with a vaccine, Tam warns.” The CTV’s headline on
August 4, 2020 was: “Even if there’s a vaccine, pandemic may persist for years to come: Tam”.

Copies of these articles are attached, respectively, as Exhibits LL and MM.
70. Of note are the following statements made by Tam on August 4, 2020:

“We're planning, as a public health community, that we're going to have to manage this
pandemic certainly over the next year, but certainly it may be planning for the longer
term on the next two to three years during which the vaccine may play a role. But we
don't know yet.”” And, ““People might think that if we get a vaccine then everything goes
back to normal the way it was before. That's not the case... All of the measures we've put
in place now will still have to continue with the new reality for quite some time.”” And,
“Certainly I think that we need to temper people's expectations, thinking that the
vaccines can be that silver bullet that will take care of everything, and everything we've
done up to now won't be necessary in the future.”

71. Dr. Tam was speaking frankly here, as little was known about what the vaccines, if

approved, could accomplish.

72, My tweet at 1:15pm on August 4, 2020 had stated: “If you have not yet figured out that we
don’t need a vaccine, you are not paying attention. #FactsNotFear”. A copy of this tweet is
attached as Exhibit NN.

73. Then my tweet at 5:03pm on August 4, 2020 had stated: “There is absolutely no medical
or scientific reason for this prolonged, harmful and illogical lockdown. #FactsNotFear”. A copy
of this tweet is attached as Exhibit OO.

74.  The purpose of my tweets was to point out that we had no idea what the vaccines could
accomplish, if anything, and we did not need to wait for mass vaccination as a condition precedent
for ending lockdowns, in light of the fact that our own public health officials did not see a direct
line between vaccines and the end of restrictions, including harmful lockdowns. Lockdowns which
we knew in 2020 would cause irreparable harms, especially on children and the most marginalized

both in Canada and the developing world.
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75.  As noted earlier, 1 have also been pro-vaccination. | have also supported the Covid-19

vaccine for individuals at high-risk with their informed consent.

HCQ

76. I have contributed to the scholarship with a peer-reviewed paper on HCQ. This paper is
available at the following URL.:
https://www.sciencedirect.com/science/article/pii/S0306987721001419

77. Furthermore, HCQ has been on the WHQO’s List of Essential Medicines for more than fifty
years and its safety profile is well known. In most parts of the world, HCQ is available over the

counter without a prescription.

78. In 2020, several countries globally had implemented outpatient treatment with HCQ for
early covid (administered within the first five days) for high-risk individuals, including the
governments of India, Brazil and many countries in Africa, Europe, South America and Asia.
Many of these countries had incorporated HCQ use into their official government treatment public

health protocols.

79. On May 28, 2020, the Indian Council of Medical Research (ICMR), which is funded by
the Government of India and is one of the oldest and largest medical research bodies in the world,
had written an open letter to the WHO warning the WHO of the toxic (lethal) doses of HCQ (four-
times the standard dosing) being used in the WHQO’s “Solidarity Trial” (identical to WHO’s
“Recovery Trial”) which was administering HCQ to critically-ill late hospitalized/ICU patients, in
contrast to the success ICMR stated having with lower standard HCQ dosing. The WHO halted its
HCQ trials on June 17, 2020. The open letter is available at the following URL.:

https://www.spectator.com.au/2020/06/bring-on-britains-corona-clowns/

80. There were two very influential but fraudulent studies on HCQ that were published in The
Lancet (published May 22, 2020) and the New England Journal of Medicine (published May 1,
2020) based on fabricated data (by the same authors) and both were officially retracted by The
Lancet (on June 4, 2020) and by the NEGM (on June 18, 2020).

81.  As The Guardian’s investigation reported at the time, it was these fraudulent studies that
had “halted hydroxychloroquine trials” globally because of increased deaths from HCQ reported

in these fraudulent papers. The physician at the centre of the controversy at the time and a lead
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author on both of the aforementioned retracted papers subsequently had his medical license
revoked by the Ohio State Medical Board on September 13, 2023. Copies of the relevant Guardian
Avrticles are available at the following URLs:
https://www.theguardian.com/world/2020/jun/04/covid-19-lancet-retracts-paper-that-halted-

hydroxychloroquine-trials and https://www.theqguardian.com/world/2020/jun/03/covid-19-

surgisphere-who-world-health-organization-hydroxychloroguine.

82.  There were several peer-reviewed studies published in 2020 that had shown when
administered at the appropriate dose, HCQ was safe with no cardiac toxicity. Copies of the peer-

reviewed studies are available at:

a) https://www.sciencedirect.com/science/article/pii/S0022073620305288

b) https://www.sciencedirect.com/science/article/pii/S2052297520301281

83. In particular, a peer-reviewed systematic review published in the Journal of New Microbes

and New Infections in August 2020 concluded that:

“Hydroxychloroquine is protective to the heart, not harmful: A systematic review. No
Torsade de Pointes or related deaths were found to have been reported as a result of
Hydroxychloroquine and Azithromycin use in peer-reviewed literature. HCQ should not
be restricted in use for COVID-19 patients.”

A copy of this study is available at the URL.:
https://www.sciencedirect.com/science/article/pii/S2052297520300998

The CPSO Complaints

84. In this litigation, | am taking the legal position that s. 36(3) of the Regulated Health
Professions Act, provides that no record of a proceeding conducted by the CPSO is admissible.
Attaran has referred to the CPSO complaints (and reporting on the CPSO complaints) as part of
his case. As such, if this Court were to admit that evidence, there is important context relating to

these complaints, which | have outlined below.

85. In 2020, I had been the subject of several public complaints filed to the CPSO by members
of the pubic (not patients) following a public campaign on Twitter, because they opposed the views

| expressed in my tweets.
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86. In his affidavit, Attaran falsely asserts that the CPSO had cautioned me due to my tweets
on HCQ. To the contrary, CPSO’s Investigations Complaints and Resolutions Committee (the
“Committee”) had dismissed the public complaints regarding my HCQ tweets. The Committee

stated as follows:

“HCQ was at least worthy of consideration. If a relatively safe drug can be effective in
reducing the progression from mild to severe disease by early use, that would be
considered a major development. It is now known that there are other alternatives that
may be more effective, but at the time much of the focus was on HCQ, including some
research done by prominent experts in relation to other coronavirus diseases in the past.
Statements by professors at Yale and Harvard universities outline convincing evidence
for the use of the medication in early treatment of Covid-19.”

87.  The Committee concluded that this fact lends support to my views with respect to HCQ

and therefore my views were not misleading or without evidence at that time. The CPSO’s decision

dismissing the public complaint me regarding HCQ found that:
“There was reasonable evidence at that time [i.e. early August 2020] that
hydroxychloroquine (HCQ) may be effective in prophylaxis and/or early treatment.. a
fairly large retrospective study from Detroit, Michigan, USA, published in the
International Journal of Infectious Diseases on August 1, 2020, did show a 50% reduction

in mortality in patients who received early treatment with HCQ. Thus, it would be unfair
to characterize the Respondent’s HCQ comment as outright misinformation.”

A copy of the Detroit study is attached as Exhibit PP.

88.  The Committee declined to act on the public complaint about my tweet in August 2020
which had stated: “Humanity’s existing effective defenses against Covid-19 to safely return to
normal now: The Truth, T-cell immunity; Hydroxychloroquine”. The Committee found that
nothing in my tweet constituted “misinformation” i.e. was verifiably false. The Committee again
cited the retrospective study from Detroit finding that my comment on HCQ was not
misinformation. A copy of the CPSO Decision is attached as Exhibit QQ.

Available Evidence

89. The evidence, even at the time of my lockdown tweet in August 2020, showed that
lockdowns achieved little benefit (today, we have many more studies about their harms). This
study, entitled: “A country level analysis measuring the impact of government actions, country

preparedness and socioeconomic factors on COVID-19 mortality and related health outcome” in
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August of 2020, and published in the Lancet, found that rapid border closures, full lockdowns, and
wide-spread testing were not associated with COVID-19 mortality per million people. In other
words, they did not make a positive difference. A copy of this study is available at the following
URL: https://www.thelancet.com/journals/eclinm/article/P11S2589-5370(20)30208-X/fulltext

90.  Anacademic paper published on May 1, 2020, entitled “Full lockdown policies in Western
Europe countries have no evident impacts on the COVID-19 epidemic” concluded that there was
no evidence supporting full lockdown strategies. A copy of this study is available at the following
URL: https://www.medrxiv.org/content/10.1101/2020.04.24.20078717v1

91. On May 13, 2020, a publication in UK’s The Telegraph warned of increased global child
mortality from lockdowns, entitled: “Unicef warns lockdown could kill more than Covid-19 as
model predicts 1.2 million child deaths”. A copy of the article is available at the following URL.:
https://www.telegraph.co.uk/global-health/science-and-disease/unicef-warns-lockdown-could-
Kill-covid-19-model-predicts-12/

92.  On July 27, 2020, international press reported on how lockdowns and covid restrictions
were resulting in supply change shortages in the developing world that would lead to an increase
in poverty and deaths. A copy of Associated Press article is available at the following URL:
https://apnews.com/article/virus-outbreak-africa-ap-top-news-understanding-the-outbreak-
hunger-5cbee9693c52728a3808f4e7b4965chd.

93. A peer-reviewed paper published by Cambridge University Press in Disaster Medicine and
Public Health Preparedness in August 2020, entitled “Public Health Lessons Learned from Biases
in Coronavirus Mortality Overestimation” authored by Canadian Professor Emeritus of Public
Health, Dr. Ronald Brown raised concerns similar to those | was discussing on social media with
respect to the scientific approach about responding to the pandemic. A copy of this paper is

available at the following URL.: https://www.cambridge.org/core/journals/disaster-medicine-and-

public-health-preparedness/article/public-health-lessons-learned-from-biases-in-coronavirus-
mortality-overestimation/7ACD87D8FD2237285EB667BB28DCC6E9)

94, A peer-reviewed paper in the International Journal of Forecast in August 2020 entitled
“Forecasting for Covid-19 has failed” highlighted the serious flaws in the subjective models

being used by governments to impose harmful measures, including lockdowns. A copy of this
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study is available at the following URL.:
https://www.sciencedirect.com/science/article/pii/S0169207020301199?via%3Dihub

95.  Alsoon October 12, 2020, The Standard in the UK published a news piece entitled “Three
million missed out on cancer checks after coronavirus put screening on hold” in which Sara,
Bainbridge, head of policy at Macmillian Cancer Support, stated, “Disruption to cancer diagnosis
and treatment is having a traumatic impact on cancer patients’ lives. The backlog of patients
continues to grow. The implications of this are extremely worrying.” A copy of this article is

available at the following URL: https://www.standard.co.uk/news/health/cancer-checks-three-

million-miss-out-coronavirus-a4568771.html.

96.  Similarly, a CBC News piece on December 17, 2020 was entitled “Oncologist fears
‘tsunami of cancer’ after Covid-19 lockdowns limited screening” in which cancer specialists
expressed their worry that the “drop in cancer diagnoses means cases are going undetected and
untreated.” A copy of this article is available at the following URL:

https://www.cbc.ca/news/health/cancer-tsunami-screening-delays-covid-1.5844708.

97. On November 6, 2020, BBC reported on an increase in young children being harmed as a
result of lockdowns: “Toxic lockdown sees huge rise in babies harmed or killed”. A copy of the

article is available at the URL: https://www.bbc.com/news/education-54827702.

98.  On November 13, 2020, the Editor-in-Chief of the British Medical Journal, Dr. Kamran
Abbasi, a physician and professor of public health at Imperial College in London, England, and
the Editor of the Royal Society of Medicine, published a paper in the British Medical Journal
entitled: “Covid-19: politicization, ‘corruption,” and suppression of science” raising the same
concerns | was discussing on social media. A copy of the paper is available at the URL.:

https://www.bmj.com/content/371/bmj.m4425.

99. A peer-reviewed study on the efficacy of lockdowns authored by Stanford epidemiologists
and physicians was published in the European Journal of Clinical Investigation in January 2021
and was entitled, “Assessing Mandatory Stay-at-Home and Business Closures Effects on the
Spread of Covid-19.” The study had failed to find strong evidence supporting a role for more
restrictive non-pharmaceutical interventions (NPIs) in control of Covid-19. A copy of the article
is available at the URL.: https://onlinelibrary.wiley.com/doi/10.1111/eci.13484.
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100. InJanuary 2021, Dr. Richard Schabas, a retired physician with specialty training in internal
medicine and public health, and who had served as the Chief Medical Officer of Health for the
Province of Ontario for a decade (1987-1997) and was Chief of Staff at York Central Hospital
during the SARS crisis, penned an open letter opposing lockdowns which was published by the
National Post: “Ontario lockdown ‘not supported by strong science’ says former chief medical
officer of health”. A copy of the letter is available at the URL:

https://nationalpost.com/news/canada/ontario-lockdown-not-supported-by-strong-science-says-

former-chief-medical-officer-of-health.

101. In February 2021, a peer-reviewed paper was published in Frontiers Public Health by
Canadian physician, Dr. Ari R. Joffe, a staff pediatrician in pediatric infectious diseases and
pediatric critical care medicine at Alberta’s Stollery Children’s Hospital and a clinical professor
in pediatrics at the University of Alberta, entitled: “Covid-19: Rethinking the Lockdown
Groupthink” in which he explained why he changed his mind about supporting lockdowns and
warned of lockdown harms. A copy of this paper is available at the URL:
https://www.frontiersin.org/journals/public-health/articles/10.3389/fpubh.2021.625778/full.

102. InFebruary 2021, there was also a peer-reviewed paper entitled “Covid-19 and the Political
Economy of Mass Hysteria” published in the International Journal of Environmental Research and
Public Health commenting on the “collective hysteria” during the COVID-19 pandemic, the
ineffectiveness of lockdowns and their detrimental effects to public health. A copy of this article
is available at the URL: https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7913136/.

103. In March 2021, Dr. Jay Bhattacharya, MD, PhD, Stanford professor of medicine and
infectious disease epidemiologist, and co-author of the Great Barrington Declaration, spoke about

the harms of lockdowns during an interview:

“Lockdowns are the biggest public health mistake we've ever made.. The harm to people is
catastrophic.. Lockdowns are producing devastating effects on short and long-term public
health.. People who are older have a much higher risk from dying from Covid than people
who are younger...and that's a really important fact because we know who his most
vulnerable, it's people that are older.. People who are poor face much more hardship from
the lockdowns than people who are rich."

A copy of the interview is available at the URL.: https://www.newsweek.com/stanford-
doctor-calls-lockdowns-biggest-public-health-mistake-weve-ever-made-1574540.
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104. There was also a Canadian analysis done of lockdown harms from Simon Fraser University
which was initially published in April 2021 entitled: “Covid Lockdown Cost/Benefits: A Critical
Assessment of the Literature” examining more than 80 covid studies; it was then peer-reviewed
and published in September 2021 examining more than 100 covid studies and concluding that:

“by late April (2020) it was already known that i) the empirical predictions of the SIRS
based models were wrong, ii) that the models made a number of questionable assumptions,
iii) that the deaths were highly skewed to the elderly, and iv) that the costs were large. The
progression of understanding about the virus has improved over time, but it has not
fundamentally changed. By August 2020 there was enough information available to show
that any reasonable cost/benefit analysis would show that lockdown was creating more
harm than good.”

A copy of the initial paper is available at the following URL:
https://www.sfu.ca/~allen/LockdownReport.pdf

A copy of the peer-reviewed study is available at the following URL:
https://www.tandfonline.com/doi/abs/10.1080/13571516.2021.1976051.

105. In September 2022, Monash Bioethics Review, a prominent bioethics peer-reviewed
publication, published an entire journal series on the harms of lockdowns and its ethical
implications, including a peer-reviewed paper entitled: “Public health ethics: critiques of the ‘new
normal’”. A copy of the study is available at the following URL:
https://link.springer.com/article/10.1007/s40592-022-00163-7.

106. A Canadian peer-reviewed study published in The Lancet on March 9, 2023, with co-
authorship by physicians and scientists from Toronto, Ottawa, and Calgary, entitled “Comparison
of paediatric emergency department visits for attempted suicide, self-harm, and suicidal ideation
before and during the Covid-19 pandemic: a systematic review and meta-analysis” had analyzed
data from 42 published studies from 18 countries involving more than eleven million emergency
room visits and concluded that there was a 22% increase in pediatric suicide attempts during the
lockdown. A copy of this study is available at the following URL:
https://www.thelancet.com/journals/lanpsy/article/P11S2215-0366(23)00036-6/.

107.  Similarly, a Canadian peer-reviewed study published in Pediatric Emergency Medicine in
July 2023 entitled “Visits to Alberta Emergency Departments for Child Mental Health Concerns
During the Covid-19 Pandemic: an examination of visit trends in relation to school closures and
reopenings” concluded that “the greatest changes, across all ages, in visits for child mental health
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care to Alberta's emergency departments occurred when schools closed during the first months of
the covid pandemic.” A copy of this study is available at the following URL.:

https://journals.lww.com/pec-

online/fulltext/2023/07000/visits to alberta emergency departments for child.15.aspx.

108. In May 2023, a Canadian professor Dr. Bardosh, now at the Universities of Edinburg and
Washington, published a study entitled: “How Did the COVID Pandemic Response Harm Society?
A Global Evaluation and State of Knowledge Review (2020-21)" and concluded: “This cumulative
academic research shows that the collateral damage of the pandemic response was substantial,
wide-ranging and will leave behind a legacy of harm for hundreds of millions of people in the
years ahead.” A copy of this study is available at the following URL:
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=4447806.

109. In June 2023, a landmark 220-page study was published by researchers at Johns Hopkins
University and Sweden’s Lund University who examined 19,646 potentially relevant studies,
selecting 22 within standardized measures for meta-analysis and concluded that covid lockdowns
were “a global policy failure of gigantic proportions”. A copy of the study is available at the URL.:

https://iea.org.uk/publications/did-lockdowns-work-the-verdict-on-covid-restrictions/.

110. As noted in the synopsis of references, attached as Exhibit A, there were safety signals
reported in peer-reviewed studies in regards to concerns about the risk of myocarditis in children

as a result of the Covid-19 vaccine, especially in young boys, as early as 2021.

Attaran’s Activities on Social Media

111. The covid era is not the first time Attaran has been hyperbolic and alarmist regarding a

circulating virus.

112. In 2016, there was international media attention around the Zika virus in the lead up to the
2016 Olympics in Rio (August 5-21, 2016). Beginning in May 2016, Attaran was making national
and international headlines demanding that the WHO call upon the Olympics Committee to either
cancel or change the location of the 2016 Olympics; Attaran was proclaiming that failure to do so
would cause deadly international spread of the Zika virus and a pandemic resulting in birth defects,
and neurological complications with possible paralysis in adults. Below is a brief sampling of

Attaran’s “expert” warnings at the time:
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a) A copy of the May 11, 2016 BBC article titled “Olympics 2016: I0OC insists Games will
go ahead despite Zika”, is attached as Exhibit RR.

b) A copy of the May 12, 2016 CTV News article titled: “WHO issues Zika reminders after
professor calls for relocation of Rio Olympics”, is attached as Exhibit SS.

c) A copy of the May 12, 2016 The Guardian article titled: “Zika virus makes Rio Olympics

a threat in Brazil and abroad, health expert says”, is attached as Exhibit TT.

d) A copy of the May 13, 2016, The Verge article titled: “Health expert recommends moving
Rio Olympics due to Zika virus threat”, is attached as Exhibit UU.

e) A copy of the May 27, 2016 CBC article titled: “Consider moving Rio Olympics, health
experts urge WHQO?, is attached as Exhibit VV.

113. Attaran’s  alarmist Zika commentary was rejected by the WHO
(https://www.bmj.com/content/353/bmj.i2899 and

https://www.theguardian.com/sport/2016/may/28/rio-olympics-zika-virus-expert-no-postpone),

the CDC (https://www.bbc.com/news/world-latin-america-36401150), and several leading

physicians and scientists both in Canada and internationally in the printed press

(https://www.theglobeandmail.com/opinion/why-zika-shouldnt-derail-the-rio-

olympics/article30067968/) and in peer-reviewed publications
(https://www.thelancet.com/journals/lancet/article/P11S0140-6736(16)30842-X/,
https://www.thelancet.com/journals/lancet/article/P11S0140-6736(16)31228-4/,
https://www.thelancet.com/journals/lancet/article/P11S0140-6736(16)31204-1/,
https://www.thelancet.com/journals/laninf/article/P11S1473-3099(16)30266-3/). The 2016

Olympics went on as scheduled in Rio and none of Attaran’s alarmist warnings nor any Zika

pandemic resulted.

114.  On November 3, 2021, Attaran was suspended from Twitter for tweeting that "Trudeau
(the Prime Minister of Canada) should be tarred and feathered for putting child lives in danger”
because Attaran claimed the Covid-19 vaccine authorization for children was being delayed by the

Canadian government. Attaran was reinstated on Twitter sometime later.

115. Attaran also has a very disturbing pattern of aggressive misogynistic, classist and racist

behaviour online: he has previously targeted young women of colour. In August 2020, Attaran had
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attacked several young First Nations women online, including Ms Melissa Mbarki, a young Cree

and French analyst in the energy sector in Alberta and an advocate for her Indigenous community.

116.  On August 22, 2020, Attaran tweeted at her stating: “You’ve been caught lying again, I'm

afraid.. If you're looking for lying and lazy, look in the mirror.” Attaran then blocked both

Indigenous women engaging with him on twitter after they brought his conduct to the attention of
their followers. Ms Mbarki (@MelissaMbarki) had responded to her followers in a series of tweets

on August 22, 2020 addressing Attaran’s behaviour. A copy of Ms. Mbarki’s tweet is attached

as Exhibit WW,

117.  Subsequently on June 18, 2022, Attaran made international headlines for posting a series

of tweets publicly berating a young black female flight attendant, on a United Airlines flight from

Ottawa to Chicago, for not masking. Attaran had posted several photographs identifying the young

woman on twitter while tagging her employer United Airlines (and various media). Unlike Canada,

the US no longer required passengers or crew to mask. A copy of four articles reporting on this

issue are attached as Exhibit 400.

118. I'make this affidavit in support of this motion, and for no other improper purpose.

SWORN REMOTELY by Kulvinder Gill
stated as being in the City of Brampton, in
the Province of Ontario, before me in the
City of Ottawa, in the Province of Ontario,
on March 8, 2024 in accordance with O.
Reg 431/20, Administering Oath or
Declaration Remotely.

(Commissioner for taking Affidavits, etc.)

Sacha Lucille Van Loon,

a Commissioner, etc., Province of Ontario,
for Caza Saikaley s.r.I/LLP,

Barristers and Solicitors.

Expires December 13, 2025,

DR. KULVINDER GILL


svanloon
Stamp
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This is Exhibit « A » to the Affidavit of Kulvinder Gill, sworn remotely by Kulvinder Gill, stated
as being located in the City of Brampton, Ontario, before me in the City of Ottawa, in the
Province of Ontario, on March 8", 2023, in accordance with O. Reg 431/20, Administering Oath
or Declaration Remotely.

A Commissioner of Oaths, etc.
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SYNOPSIS OF REFERENCES
** All References may be found in Brief of Supplemental Resources, as marked
A. Lockdowns
TAB 1

Fredrik Andersson et al, The Covid-19 lesson from Sweden: Don’t lock down, Economic
Affairs, Volume 44, February 11, 2024, Pages 3-16
https://onlinelibrary.wiley.com/doi/full/10.1111/ecaf.12611

“Prior to the coronavirus outbreak in early 2020, there were virtually no plans for the locking down
of society in the event of a pandemic... Despite a lack of evidence, many countries adopted
sweeping restrictions in response to the outbreak of the pandemic in the spring of 2020. At that
time, this step might have been justified by the scant knowledge of the characteristics of the virus
and by the risk of major negative health effects. However, the restrictions did not remain
temporary. They were extended for almost two years, despite growing evidence that draconian
lockdown policies did little to reduce the excess death rate. Democratic countries failed to protect
the civil rights of their citizens. To mitigate the effects of the economic downturn induced by
lockdowns, expansionary fiscal and monetary measures were adopted. These uniquely large
fiscal and monetary policy measures probably represented an overreaction as well.. Countries
such as Finland and Norway, with the lowest aver-age lockdown rate show the lowest excess
mortality, actually displaying a negative excess mortality rate. Sweden, which lagged behind other
countries in March 2020 in introducing lockdown measures and then largely had an average
lockdown rate, has one of the lowest cumulative excess mortality rates towards the end of the
pandemic.. Countries with more stringent lockdown measures did not experience a lower death
rate.. Perhaps the main lesson from the pandemic is the importance of not panicking during a
crisis. Although policymakers face difficult challenges during an emergency, policies should have
their basis in scientific evidence and a focus on the long run. Short-term decisions should not be
allowed to jeopardise balanced long-run development.. Autocratic countries such as China should
not serve as a role model in limiting citizens' rights.. It is essential that crisis policies do not cause
more harm than good.”

TAB 2

Jonas Herby et al, Did lockdown work? The verdict on Covid restrictions, Institute of
Economic Affairs, June 5, 2023
https://iea.org.uk/publications/did-lockdowns-work-the-verdict-on-covid-restrictions/

“This study is the first all-encompassing evaluation of the research on the effectiveness of
mandatory restrictions on mortality.. It demonstrates that lockdowns were a failed promise. They
had negligible health effects but disastrous economic, social and political costs to society. Most
likely lockdowns represent the biggest policy mistake in modern times.”

TAB 3

Kevin Bardosh, How Did the COVID Pandemic Response Harm Society? A Global
Evaluation and State of Knowledge Review (2020-21), May 14, 2023
https://papers.ssrn.com/sol3/papers.cfim?abstract id=4447806

“The analysis synthesizes 600 publications with a focus on meta-analyses, systematic reviews,
global reports and multi-country studies. This cumulative academic research shows that the
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collateral damage of the pandemic response was substantial, wide-ranging and will leave behind
a legacy of harm for hundreds of millions of people in the years ahead.”

TAB 4

AlexBroadbent et al, Can you lock down in a slum? And who would benefit if you tried?
Difficult questions about epidemiology's commitment to global health inequalities during
Covid-19, Global Epidemiology, Volume 4, December 2022, 100074.
https://www.sciencedirect.com/science/article/pii/S2590113322000049

“Lockdowns were foreseeably harmful to the global poor.. In view of widespread commitment to
reducing global health inequalities within profession, this should prompt reflection within
epidemiological community.”

TAB 5

Andreas Schleicher et al, Education recovery after COVID-19: Better, stronger &
collaborative, OECD Education and Skills Today, July 1, 2022.
https://oecdedutoday.com/education-recovery-after-covid/

“The data from the OECD, UNESCO, UNICEF & World Bank survey show no relationship
between the extent of school closures and Covid-19 infection rates across countries. This shows
that school closures were not inevitable but, rather, a policy choice, often framed by a lack of
institutional capacity to reconcile educational provision with health and safety.”

TAB 6

Marcelo Cardona et al, Estimated impact of the 2020 economic downturn on under-5
mortality for 129 countries, PLoS One, 2022, 17(2): e0263245.
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8865697/

“For the scenarios of 10% and 15% GDP reductions, there is an estimated under-5 loss of life of
19.8 and 20.2 million, which corresponds to an additional 585,802 (95% CI: 579,184-592,799)
and 911,026 (95% CI: 900,804-921,825) lives lost, respectively. Moreover, we estimate that 49%
of the total under-5 lives lost would occur in Sub-Saharan Africa, a pattern that is observed
across the four scenarios, where the total number of lives lost in this region increased up to over
470,000 between a no downturn scenario and a 15% reduction in GDP per capita.. The economic
downturns of 2020 have also been projected to reverse a sustained trend of decline in global
poverty, with an estimated 42—66 million additional children falling into extreme poverty on top of
the estimated 386 million children in extreme poverty in 2019.. The economic downturns of 2020
significantly increased loss of life among children younger than five years old in (129) low- and
middle-income countries. The health of these children is highly susceptible to reductions in the
economic well-being of their families.”

TAB 7

Jonas Herby et al, A Literature Review and Meta-Analysis of the Effects of Lockdowns on
COVID-19 Mortality, Johns Hopkins Institute for Applied Economics, Global Health, January
2022.
https://sites.krieger.jhu.edu/iae/files/2022/01/A-Literature-Review-and-Meta-Analysis-of-the-
Effects-of-Lockdowns-on-COVID-19-Mortality.pdf

“This systematic review and meta-analysis are designed to determine whether there is empirical
evidence to support the belief that ‘lockdowns’ reduce COVID-19 mortality. Lockdowns are
defined as the imposition of at least one compulsory, non-pharmaceutical intervention (NPI). NPIs
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are any government mandate that directly restrict peoples’ possibilities, such as policies that limit
internal movement, close schools and businesses, and ban international travel. This study
employed a systematic search and screening procedure in which 18,590 studies are identified
that could potentially address the belief posed. After three levels of screening, 34 studies
ultimately qualified. Of those 34 eligible studies, 24 qualified for inclusion in the meta-analysis.
They were separated into three groups: lockdown stringency index studies, shelter-in-place- order
(SIPO) studies, and specific NPI studies. An analysis of each of these three groups support the
conclusion that lockdowns have had little to no effect on COVID-19 mortality.”

TAB 8

Douglas W. Allen, Covid-19 Lockdown Cost/Benefits: A Critical Assessment of the
Literature, International Journal of the Economics of Business, Volume 29, Issue 1, 2022.
https://www.tandfonline.com/doi/abs/10.1080/13571516.2021.1976051

“An examination of over 100 Covid-19 studies reveals that many relied on false assumptions that
over-estimated the benefits and under-estimated the costs of lockdown... The limited
effectiveness of lockdowns explains why, after more than one year, the unconditional cumulative
Covid-19 deaths per million is not negatively correlated with the stringency of lockdown across
countries. Using a method proposed by Professor Bryan Caplan along with estimates of lockdown
benefits based on the econometric evidence, | calculate a number of cost/benefit ratios of
lockdowns in terms of life-years saved. Using a mid-point estimate for costs and benefits, the
reasonable estimate for Canada is a cost/benefit ratio of 141. It is possible that lockdown will go
down as one of the greatest peacetime policy failures in modern history.”

TAB 9

Christian Bjgrnskov, Did Lockdown Work? An Economist’s Cross-Country

Comparison, CESifo Economic Studies, Volume 67, Issue 3, September 2021, Pages 318-331.
https://academic.oup.com/cesifo/article/67/3/318/6199605

“Comparing weekly mortality in 24 European countries: more severe lockdown policies have not
been associated with lower mortality.. The lockdowns have not worked as intended.. Lockdowns..
have thrown world into most severe recession since WWII.. Also caused erosion of fundamental
rights and separation of powers in large part of world as both democratic and autocratic regimes
have misused emergency powers and ignored constitutional limits to policy making.”

TAB 10

Eran Bendavid et al, Assessing mandatory stay-at home and business closure effects on
spread of COVID-19, European Journal of Clinical Investigation, December 2021, €13484.
https://onlinelibrary.wiley.com/doi/epdf/10.1111/eci.13484

“There is no evidence that more restrictive nonpharmaceutical interventions (‘lock-downs’)
contributed substantially to bending the curve of new cases in England, France, Germany, Iran,
Italy, the Netherlands, Spain or the United States in early 2020.. Some evidence also suggests
that sometimes under more restrictive measures, infections may be more frequent in settings
where vulnerable populations reside relative to the general population. In summary, we fail to find
strong evidence supporting a role for more restrictive NPIs in the control of COVID in early 2020..
We do not find significant benefits on case growth of more restrictive NPIs. Similar reductions in
case growth may be achievable with less- restrictive interventions.”
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TAB 11

Simon N. Wood, Inferring UK COVID-19 fatal infection trajectories from daily mortality data:
Were infections already in decline before the UK lockdowns? Biometrics Journal of The
International Biometric Society, March 30, 2021, Pages 1-14.
https://onlinelibrary.wiley.com/doi/10.1111/biom.13462

“What the results show is that, in the absence of strong assumptions, the currently most reliable
openly available data strongly suggest that the decline in infections in the United Kingdom began
before the first full lockdown, suggesting that the measures preceding lockdown may have been
sufficient to bring the epidemic under control, and that community infections, unlike deaths, were
probably at a low level well before the first lockdown was eased. Such a scenario would be
consistent with the infection profile in Sweden, which began its decline in fatal infections shortly
after the United Kingdom, but did so on the basis of measures well short of full lockdown.”

TAB 12

Ari R. Joffe, COVID-19: Rethinking the Lockdown Groupthink, Frontiers in Public Health,
February 26, 2021, 9:625778.

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7952324/

“The cost-benefit analysis is shown.. finding on balance the lockdowns cost a minimum of 5X
more WELLBY than they save, and more realistically, cost 50-87X more. Importantly, this cost
does not include the collateral damage discussed above (from disrupted healthcare services,
disrupted education, famine, social unrest, violence, and suicide) nor the major effect of
loneliness and unemployment on lifespan and disease... A similar cost-benefit analysis for
Canada is shown.. with the cost at least 10X higher for lockdowns than the benefit.. ockdowns
cause severe adverse effects for many millions of people, disproportionately for those already
disadvantaged among us. The collateral damage included severe losses to current and future
wellbeing from unemployment, poverty, food insecurity, interrupted preventive, diagnostic, and
therapeutic healthcare, interrupted education, loneliness and deterioration of mental health, and
intimate partner violence. The economic recession has been framed as the economy vs. saving
lives from COVID-19, but this is a false dichotomy. The economic recession, through austerity in
government spending on the social determinants of health, can be expected to cause far more
loss of life and wellbeing over the long-run than COVID-19 can. We must open up society to save
many more lives than we can by attempting to avoid every case (or even most cases) of COVID-
19. It is past time to take an effortful pause, calibrate our response to the true risk, make rational
cost-benefit analyses of the trade-offs, and end the lockdown groupthink.”

TAB 13

John P. A. loannidis, Global perspective of COVID-19 epidemiology for a full-cycle
pandemic, European Journal of Clinical Investigation, October 7, 2020, €13423.
https://onlinelibrary.wiley.com/doi/10.1111/eci.13423#eci13423-bib-0043

“Infection fatality rate in different locations can be inferred from seroprevalence studies. Median
IFR across 51 locations is 0.23% for the overall population and 0.05% for people <70 years old.
IFR is larger in locations with higher overall fatalities. Given that these 82 studies are
predominantly from hard-hit epicentres, IFR on a global level may be modestly lower. Average
values of 0.15%-0.20% for the whole global population and 0.03%-0.04% for people <70 years
old as of October 2020 are plausible.. Targeted and precise management of pandemic and
avoiding past mistakes would minimize mortality.. Finally, both COVID-19 and the response
measures (especially if they are too aggressive) can disrupt life, economy, civilization and society
at large. A catastrophic impact on mental health is already well documented.. Many measures
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taken to halt the pandemic may be seriously destabilizing, adding hundreds of millions of people
at the brink of starvation, skyrocketing unemployment and resulting in recrudescence of other
infectious diseases such as tuberculosis and childhood diseases from disrupted vaccination
schedules. Learning to live with Covid-19 and using effective, precise, least disruptive measures
Is essential to avoid such disasters and to help minimize the adverse impact of the pandemic.”

TAB 14

Rebail Chaudhry et al, A country level analysis measuring the impact of government
actions, country preparedness and socioeconomic factors on COVID-19 mortality and
related health outcomes, EClinicalMedicine, The Lancet Discovery Science, August 25, 2020,
100464.

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7372278/

“Increased mortality per million was significantly associated with higher obesity prevalence
(RR=1.12; 95%CI: 1.06—1.19) and per capita gross domestic product (GDP) (RR=1.03; 95%CI:
1.00-1.06). Reduced income dispersion reduced mortality (RR=0.88; 95%CI: 0.83-0.93) and the
number of critical cases (RR=0.92; 95% CI: 0.87-0.97). Rapid border closures, full lockdowns,
and wide-spread testing were not associated with COVID-19 mortality per million people.”

B. Vaccine Safety
TAB 15

Tracy Beth Hoeg et al, Pitfalls of using observational studies in harm-benefit analyses of
BNT161b2 vaccination of 5-11-year-olds, Epidemiology and Infection, February 16, 2024
https://www.cambridge.org/core/journals/epidemiology-and-infection/article/pitfalls-of-using-
observational-studies-in-harmbenefit-analyses-of-bnt161b2-vaccination-of-
511yearolds/6C289FA37CD35F17C42FF27C1E113965

“In the absence of demonstrably non-confounded analyses of relevant endpoints, we argue the
benefit of MRNA vaccination against severe disease, hospitalization or death in 5-11-year-olds
remained uncertain in the review by Watanabe et al. Meanwhile, adverse event rates were
significantly higher among the vaccinate, as demonstrated in randomized studies. To our
knowledge, a net benefit of vaccinating this demographic using demonstrably unconfounded data
has not to date been demonstrated.”

TAB 16

Vladimir Uversky et al, IgG4 Antibodies Induced by Repeated Vaccination May Generate
Immune Tolerance to the SARS-CoV-2 Spike Protein, Volume 11, Issue 991, May 17, 2023
https://www.mdpi.com/2076-393X/11/5/991

“Emerging evidence suggests that the reported increase in IgG4 levels detected after repeated
vaccination with the mRNA vaccines may not be a protective mechanism; rather, it constitutes an
immune tolerance mechanism to the spike protein that could promote unopposed SARS-CoV2
infection and replication by suppressing natural antiviral responses. Increased 1gG4 synthesis
due to repeated mRNA vaccination with high antigen concentrations may also cause autoimmune
diseases, and promote cancer growth and autoimmune myocarditis in susceptible individuals.”



https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7372278/
https://www.cambridge.org/core/journals/epidemiology-and-infection/article/pitfalls-of-using-observational-studies-in-harmbenefit-analyses-of-bnt161b2-vaccination-of-511yearolds/6C289FA37CD35F17C42FF27C1E113965
https://www.cambridge.org/core/journals/epidemiology-and-infection/article/pitfalls-of-using-observational-studies-in-harmbenefit-analyses-of-bnt161b2-vaccination-of-511yearolds/6C289FA37CD35F17C42FF27C1E113965
https://www.cambridge.org/core/journals/epidemiology-and-infection/article/pitfalls-of-using-observational-studies-in-harmbenefit-analyses-of-bnt161b2-vaccination-of-511yearolds/6C289FA37CD35F17C42FF27C1E113965
https://www.mdpi.com/2076-393X/11/5/991
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TAB 17

Lael M. Yonker et al, Circulating Spike Protein Detected in Post—COVID-19 mRNA Vaccine
Myocarditis, Volume 147, Issue 11, January 4, 2023, Pages 867-876
https://www.ahajournals.org/doi/10.1161/CIRCULATIONAHA.122.061025

“A notable finding was that markedly elevated levels of full-length spike protein (33.9+22.4
pg/mL), unbound by antibodies, were detected in the plasma of individuals with postvaccine
myocarditis, whereas no free spike was detected in asymptomatic vaccinated control subjects
(unpaired t test; P<0.0001)... Free spike antigen was detected in the blood of adolescents and
young adults who developed post-mRNA vaccine myocarditis, advancing insight into its potential
underlying cause.”

TAB 18

Kevin Bardosh et al, Covid-19 vaccine boosters for young adults: a risk benefit assessment
and ethical analysis of mandate policies at universities, British Medical Journal, Journal of
Medical Ethics, Issue 50, December 5, 2022, Pages 126-138
https://ime.bmj.com/content/50/2/126

“Booster (Covid) mandates in young adults are expected to cause a net harm: per COVID-19
hospitalisation prevented, we anticipate at least 18.5 serious adverse events from mRNA
vaccines, including 1.5-4.6 booster-associated myopericarditis cases in males (typically requiring
hospitalisation). We also anticipate 1430—4626 cases of grade 23 reactogenicity interfering with
daily activities (although typically not requiring hospitalisation). University booster mandates are
unethical because they: (1) are not based on an updated (Omicron era) stratified risk-benefit
assessment for this age group; (2) may result in a net harm to healthy young adults; (3) are not
proportionate: expected harms are not outweighed by public health benefits given modest and
transient effectiveness of vaccines against transmission; (4) violate the reciprocity principle
because serious vaccine-related harms are not reliably compensated due to gaps in vaccine
injury schemes; and (5) may result in wider social harms.”

TAB 19

Kristin Goddard et al, Risk of Myocarditis and Pericarditis Following BNT162b2 and mRNA-
1273 COVID-19 Vaccination, Vaccine, July 12, 2022.
https://www.sciencedirect.com/science/article/pii/S0264410X2200860X

“Both (Pfizer and Moderna mRNA) vaccines were associated with increased risk of myocarditis
and pericarditis in 18-39-year-olds. Risk estimates were modestly higher after mRNA-1273 than
after BNT162b2.”

TAB 20

Stephane Le Vu et al, Age and sex-specific risks of myocarditis and pericarditis following
Covid-19 messenger RNA vaccines, Nature Communications, Volume 13, June 25, 2022,
3633.

https://www.nature.com/articles/s41467-022-31401-5

“We perform matched case-control studies and find increased risks of myocarditis and pericarditis
during the first week following vaccination, and particularly after the second dose, with adjusted
odds ratios of myocarditis of 8.1 (95% confidence interval [CI], 6.7 to 9.9) for the BNT162b2 and
30 (95% ClI, 21 to 43) for the mRNA-1273 vaccine. The largest associations are observed for
myocarditis following mRNA-1273 vaccination in persons aged 18 to 24 years. Estimates of
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excess cases attributable to vaccination also reveal a substantial burden of both myocarditis and
pericarditis across other age groups and in both males and females.”

TAB 21

Sarah A. Buchan et al, Epidemiology of Myocarditis and Pericarditis Following mRNA
Vaccination by Vaccine Product, Schedule, and Interdose Interval Among Adolescents and
Adults in Ontario, Canada, JAMA Network Open, June 24, 2022, 5(6):e2218505.
https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2793551

“This population-based cohort study was conducted in Ontario, Canada (population: 14.7 million)
from December 2020 to September 2021 and used data from Ontario’s COVID-19 vaccine
registry and passive vaccine-safety surveillance system. Among 19 740 741 doses of mMRNA
vaccines administered, there were 297 reports of myocarditis or pericarditis meeting the inclusion
criteria; 228 (76.8%) occurred in male individuals, and the median age of individuals with a
reported event was 24 years (range, 12-81 years). Of the reported cases, 207 (69.7%) occurred
following the second dose of the COVID-19 mRNA vaccine. When restricted to individuals who
received their second dose during the period of enhanced passive surveillance (on or after June
1, 2021), the highest rate of myocarditis or pericarditis was observed in male individuals aged 18
to 24 years following mMRNA-1273 as the second dose (299.5 cases per 1 000 000 doses; 95%
Cl, 171.2-486.4 cases per 1 000 000 doses); the rate following BNT162b2 as the second dose
was 59.2 cases per 1 000 000 doses (95% Cl, 19.2-138.1 cases per 1 000 000 doses). Overall
rates for both vaccine products were significantly higher when the interdose interval was 30 or
fewer days (BNT162b2: 52.1 cases per 1 000 000 doses [95% CI, 31.8-80.5 cases per 1 000 000
doses]; mMRNA-1273: 83.9 cases per 1000 000 doses [95% CI, 47.0-138.4 cases per 1000 000
doses]) compared with 56 or more days (BNT162b2: 9.6 cases per 1 000 000 doses [95% Cl, 6.5-
13.6 cases per 1 000 000 doses]; mRNA-1273: 16.2 cases per 1 000 000 doses [95% ClI, 10.2-
24.6 cases per 1000 000 doses]).”

TAB 22

Jenna Schauer et al, Persistent Cardiac Magnetic Resonance Imaging Findings in a Cohort
of Adolescents with Post-Coronavirus Disease 2019 mRNA Vaccine Myopericarditis, The
Journal of Pediatrics, Volume 245, June 1, 2022, Pages 233-237.
https://www.|peds.com/article/S0022-3476(22)00282-7/fulltext

“In a cohort of adolescents with Covid-19 mRNA vaccine-related myopericarditis, a large portion
have persistent LGE abnormalities, raising concerns for potential longer-term effects.”

TAB 23

Sivan Gazit et al, Severe Acute Respiratory Syndrome Coronavirus 2 (SARS-CoV-2)
Naturally Acquired Immunity versus Vaccine-induced Immunity, Reinfections versus
Breakthrough Infections: A Retrospective Cohort Study, Clinical Infectious Diseases, April 5,
2022, ciac262.

https://academic.oup.com/cid/advance-article/doi/10.1093/cid/ciac262/6563799

“Although antibody levels might be useful to assess short- term protection on a population level,
to date, there is still no consensus on an evidence-based, long-term measurement to assess
immune correlate of protection [1]. This lack of correlate of protection has led to different
approaches in terms of vaccine resource allocation, such as the need for vaccine administration
in recovered patients.. After adjusting for comorbidities, we found a statistically significant 13.06-
fold (95% CI: 8.08 to 21.11) increased risk for break- through infection as opposed to reinfection
(P <.001). Apart from age = 60 years, there was no statistical evidence that any of the assessed
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comorbidities significantly affected the risk of an infection during the follow-up period.. This is the
largest real-world observational study comparing naturally acquired immunity, gained through
previous SARS- CoV-2 infection, to vaccine-induced immunity, afforded by the BNT162b2 mRNA
vaccine. Our large cohort, enabled by Israel’'s rapid rollout of the mass-vaccination campaign,
allowed us to investigate the risk for additional infection—either a break- through infection in
vaccinated individuals or reinfection in previously infected ones—over a longer period than thus
far described. Our analysis demonstrates that SARS-CoV-2-naive vaccinees had a 13.06-fold
increased risk for breakthrough infection with the Delta variant compared to those previously
infected, when the first event (infection or vaccination) occurred during January and February of
2021. The increased risk was signifi- cant for a symptomatic disease as well. . This analysis
demonstrated that naturally acquired immunity affords longer lasting and stronger protection
against infection and symptomatic disease due to the Delta variant of SARS-CoV-2, compared to
the BNT162b2 2-dose vaccine- induced immunity.”

TAB 24

Ortal Tuvali et al, The Incidence of Myocarditis and Pericarditis in Post COVID-19
Unvaccinated Patients—A Large Population-Based Study, Journal of Clinical Medicine,
Volume 11, Issue 8, April 2022, 2219.
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9025013/

“Post Covid-19 infection was not associated with either myocarditis (aHR 1.08; 95% CI
0.45t02.56) or pericarditis (aHR 0.53; 95% CI 0.25t01.13). We did not observe an increased
incidence of neither pericarditis nor myocarditis in adult patients recovering from Covid-19
infection."

TAB 25

Steven R. Kraaijeveld et al, Against COVID-19 vaccination of healthy children, Bioethics,
Volume 26, Issue 6, March 25, 2022, Pages 687-698.
https://onlinelibrary.wiley.com/doi/10.1111/bioe.13015

“We have presented three of the most compelling arguments that might justify routine vaccination
of healthy children against Covid-19: an argument from paternalism or the best interests of
children, an argument from indirect protection or the best interests of vulnerable others, and an
argument from global eradication or the best interests of a global Covid-19 public health
endgame. Through sustained objections to each respective argument, we have shown that, given
the present evidence regarding the disease and the available vaccines, none is ultimately
sufficient to justify routine Covid-19 vaccination of healthy children. We also elaborated two
further objections specifically against mandating Covid-19 vaccination for children: one based on
ethical issues surrounding coercion and parental autonomy, and the other based on the idea that
mandates would undermine potentially altruistic decisions of autonomous children to get
vaccinated for the sake of others. All things considered, neither routine nor mandatory vaccination
of healthy children against Covid-19 is currently ethically justified.”

TAB 26

Fiona Godlee et al, Open letter from The BMJ too Mark Zuckerberg, The British Medical
Journal, December 17, 2021.

https://www.bmj.com/content/375/bmj.n2635/rr-80

“We are Fiona Godlee and Kamran Abbasi, editors of The BMJ, one of the world’s oldest and
most influential general medical journals. We are writing to raise serious concerns about the “fact
checking” being undertaken by third party providers on behalf of Facebook/Meta. In September, a
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former employee of Ventavia, a contract research company helping carry out the main Pfizer
covid-19 vaccine trial, began providing The BMJ with dozens of internal company documents,
photos, audio recordings, and emails. These materials revealed a host of poor clinical trial
research practices occurring at Ventavia that could impact data integrity and patient safety. We
also discovered that, despite receiving a direct complaint about these problems over a year ago,
the FDA did not inspect Ventavia's trial sites. The BMJ commissioned an investigative reporter to
write up the story for our journal. The article was published on 2 November, following legal
review, external peer review and subject to The BMJ’s usual high level editorial oversight and
review.”

TAB 27

Gilbert T Chua et al, Epidemiology of Acute Myocarditis/Pericarditis in Hong Kong
Adolescents Following Comirnaty Vaccination, Clinical Infectious Diseases, November 28,
2021, ciab989.

https://academic.oup.com/cid/advance-article/doi/10.1093/cid/ciab989/6445179

“This is a population cohort study in Hong Kong that monitored adverse events following
immunization through a pharmacovigilance system for COVID-19 vaccines.. There is a significant
increase in the risk of acute myocarditis/pericarditis following Comirnaty vaccination among
Chinese male adolescents, especially after the second dose.”

TAB 28

Paul D Thacker, Covid-19: Researcher blows the whistle on data integrity issues in Pfizer's
vaccine trial, The British Medical Journal, BMJ Investigation, Volume 375, November 2, 2021,
n2635.

https://www.bmj.com/content/375/bmj.n2635

“Covid-19: Researcher blows the whistle on data integrity issues in Pfizer’s vaccine trial.
Revelations of poor practices at a contract research company helping to carry out Pfizer’s pivotal
covid-19 vaccine trial raise questions about data integrity and regulatory oversight.”

TAB 29

Philip Krause et al, Considerations in boosting Covid-19 vaccine immune responses,
Volume 398, Issue 10308, October 9, 2021, Pages 1377-1380
https://www.thelancet.com/journals/lancet/article/P11S0140-6736(21)02046-8/

“There could be risks if boosters are widely introduced too soon, or too frequently, especially with
vaccines that can have immune-mediated side-effects (such as myocarditis, which is more
common after the second dose of some mMRNA vaccines, or Guillain-Barre syndrome, which has
been associated with adenovirus-vectored COVID-19 vaccines). If unnecessary boosting causes
significant adverse reactions, there could be implications for vaccine acceptance that go beyond
COVID-19 vaccines. Thus, widespread boosting should be undertaken only if there is clear
evidence that it is appropriate.”

TAB 30

UK Government, Department of Health and Social Care, Joint Committee on Vaccination and
Immunisation statement on COVID-19 vaccination of children aged 12 to 15 years,
September 3, 2021.


https://academic.oup.com/cid/advance-article/doi/10.1093/cid/ciab989/6445179
https://www.bmj.com/content/375/bmj.n2635
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(21)02046-8/

038
10

https://www.gov.uk/government/publications/jcvi-statement-september-2021-covid-19-
vaccination-of-children-aged-12-to-15-years/jcvi-statement-on-covid-19-vaccination-of-children-
aged-12-to-15-years-3-september-2021

“The margin of benefit, based primarily on a health perspective, is considered too small to support
advice on a universal programme of vaccination of otherwise healthy 12 to 15-year-old children at
this time. As longer-term data on potential adverse reactions accrue, greater certainty may allow
for a reconsideration of the benefits and harms... Joint Committee on Vaccination and
Immunisation (JCVI) met, in collaboration with experts from overseas, to review updated
evidence relating to the epidemiology of COVID-19 in the UK and safety data related to
myocarditis following COVID-19 vaccination in the UK, US and Canada. There is increasingly
robust evidence of an association between vaccination with mRNA COVID-19 vaccines and
myocarditis. This is a very rare adverse event. Available data from the US and Canada indicate
the reporting rate of myocarditis is higher following a second dose of mMRNA vaccine, compared
with the first dose. No association with prior SARS-CoV2 infection and myocarditis following
vaccination has been identified.. The clinical picture is atypical and the medium to long-term
(months to years) prognosis, including the possibility of persistence of tissue damage resulting
from inflammation, is currently uncertain as sufficient follow-up time has not yet occurred.”

TAB 31

Ronald B. Brown, Outcome Reporting Bias in COVID-19 mRNA Vaccine Clinical Trials,
Medicina, Volume 57, Issue 3, February 26, 2021, 199.
https://www.mdpi.com/1648-9144/57/3/199

“Relative risk reduction and absolute risk reduction measures in the evaluation of clinical trial data
are poorly understood by health professionals and the public. The absence of reported absolute
risk reduction in COVID-19 vaccine clinical trials can lead to outcome reporting bias that affects
the interpretation of vaccine efficacy. The present article uses clinical epidemiologic tools to
critically appraise reports of efficacy in Pfzier/BioNTech and Moderna COVID-19 mRNA vaccine
clinical trials. Based on data reported by the manufacturer for Pfzier/BioNTech vaccine
BNT162b2, this critical appraisal shows: relative risk reduction, 95.1%; 95% CI, 90.0% to

97.6%; p = 0.016; absolute risk reduction, 0.7%; 95% CI, 0.59% to 0.83%; p < 0.000. For the
Moderna vaccine mRNA-1273, the appraisal shows: relative risk reduction, 94.1%; 95% ClI,
89.1% to 96.8%; p = 0.004; absolute risk reduction, 1.1%; 95% CI, 0.97% to 1.32%; p < 0.000.
Unreported absolute risk reduction measures of 0.7% and 1.1% for the Pfzier/BioNTech and
Moderna vaccines, respectively, are very much lower than the reported relative risk reduction
measures. Reporting absolute risk reduction measures is essential to prevent outcome reporting
bias in evaluation of COVID-19 vaccine efficacy.. Such examples of outcome reporting bias
mislead and distort the public’s interpretation of COVID-19 mRNA vaccine efficacy and violate the
ethical and legal obligations of informed consent.”

C. Natural Immunity to SARS-CoV-2, including Innate and Adaptive (B-cell and T-cell)
Immunity

Tab 32

Nina Le Bert et al, Silent battles: immune responses in asymptomatic SARS-CoV-2
infection, Volume 21, Pages 159-170, January 15, 2024
https://www.nature.com/articles/s41423-024-01127-z

" Asymptomatic infections are characterized by an early and robust innate immune response,
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particularly a swift type 1 IFN reaction, alongside a rapid and broad induction of SARS-CoV-2-
specific T-cells. Often, antibody levels tend to be lower or undetectable after asymptomatic
infections, suggesting that the rapid control of viral replication by innate and cellular responses
might impede the full triggering of humoral immunity. Even if antibody levels are present in the
early convalescent phase, they wane rapidly below serological detection limits, particularly
following asymptomatic infection. Consequently, prevalence studies reliant solely on serological
assays likely underestimate the extent of community exposure to the virus."

TAB 33

Vassiliki C. Pitiriga et al, Persistence of T-Cell Imnmunity Responses against SARS-CoV-2 for
over 12 Months Post COVID-19 Infection in Unvaccinated Individuals with No Detectable
IgG Antibodies, Volume 11, Issue 1764, November 27, 2023
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10747023/pdf/vaccines-11-01764.pdf
“Understanding the long-term adaptive humoral and cellular responses in the unvaccinated
COVID-19-convalescent population is an essential key in estimating the longevity of the
developed natural SARS-CoV-2 immunity.. Accordingly, our results suggest that adaptive T-
cellular immunity following COVID-19 infection maintains for at least one year, even in the
absence of humoral immunity.. Our results are in line with several studies demonstrating that
humoral responses wane over time, while T-cell immunity persists in unvaccinated COVID-19-
convalescent individuals.. Our results increase the evidence of the presence of long-term
adaptive cellular immunity in unvaccinated Covid-convalescent individuals.”

TAB 34

Latouche et al, Frequency and burden of disease for SARS-CoV-2 and otherviral respiratory

tract infections in children under the age of 2 months, Volume 59, October 5, 2023, Pages
101-110.

https://onlinelibrary.wiley.com/doi/10.1002/ppul.26718

“In this young population of children, SARSCoV2 infection was less frequent and less severe than
other viral respiratory infections.”

TAB 35

Kristin Mohn et al, SARS-CoV-2 infection induces long-lived B and T-cell responses up to 15
months post-infection, irrespective of disease severity, Volume 87, Issue 4, June 7, 2023,
Pages 346-349

https://www.journalofinfection.com/article/S0163-4453(23)00302-X/fulltext

“The strength of our study is the longitudinal follow-up of two matched, unvaccinated cohorts, with
differing disease severity following natural infection. Our findings of durable SARS-CoV-2
antibodies, memory B-cells and T-cellular protective immune responses more than one year post-
infection”

TAB 36

Kristin Mohn et al, SARS-CoV-2 infection induces long-lived B and T-cell responses up to 15
months post-infection, irrespective of disease severity, Volume 87, Issue 4, June 7, 2023,
Pages 346-349

https://www.journalofinfection.com/article/S0163-4453(23)00302-X/fulltext
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“The strength of our study is the longitudinal follow-up of two matched, unvaccinated cohorts, with
differing disease severity following natural infection. Our findings of durable SARS-CoV-2
antibodies, memory B-cells and T-cellular protective immune responses more than one year post-
infection”

TAB 37

Caroline Stein et al, Past SARS-CoV-2 infection protection against re-infection: systematic
review and meta-analysis, Volume 401, Issue 10379, February 16, 2023, Pages 833-842
https://www.thelancet.com/journals/lancet/article/P11IS0140-6736(22)02465-5/fulltext

“Our analysis of the available data suggests that the level of protection afforded by previous
infection is at least as high, if not higher than that provided by two-dose vaccination using high-
quality mRNA vaccines (Moderna and Pfizer-BioNTech).. The immunity conferred by past
infection should be weighed alongside protection from vaccination when assessing future disease
burden from COVID-19, providing guidance on when individuals should be vaccinated, and
designing policies that mandate vaccination for workers or restrict access, on the basis of
immune status, to settings where the risk of transmission is high, such as travel and high-
occupancy indoor settings.”

TAB 38

Patricia Almendro-Vazquez, Defending against SARS-CoV-2: The T-cell perspective, Volume
14, January 26, 2023
https://www.frontiersin.org/journals/immunology/articles/10.3389/fimmu.2023.1107803/full
“SARS-CoV-2-specific T cell response has been proven essential for viral clearance, COVID-19
outcome and long-term memory. “Tcell response conserved against emerging variants of concern
while variants are mostly able to evade humoral (antibody) responses.. Furthermore, T cell
responses are conserved against the emerging variants of concern (VoCs) while these variants

TAB 39

Ksenia V. Zornikova et al, Clonal diversity predicts persistence of SARS-CoV-2 epitope-
specific T-cell response, Volume 5, Issue 1351, December 9, 2022
https://www.nature.com/articles/s42003-022-04250-7

“T-cells play a pivotal role in reducing disease severity during SARS-CoV-2 infection and
formation of long-term immune memory. We studied 50 COVID-19 convalescent patients and
found that T cell response was induced more frequently and persisted longer than circulating
antibodies”

TAB 40

Leo Swadling et al, Can T-cells Abort SARS-CoV-2 and Other Viral Infections? Volume 25,
Issue 5, February 22, 2023, Page 4371
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10002440/

“In particular, expansion of virus-specific T cells in seronegative individuals suggests abortive
infections occur not only after exposure to SARS-CoV-2, but for other coronaviridae, and diverse
viral infections of global health importance (e.g., HIV, HCV, HBV).. The data we have reviewed
argue for a refinement of the immunological paradigm implicating T cells solely in limiting and
controlling established infections, highlighting that these T cells can also contribute to termination
of viral replication in its earliest stages.”
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TAB 41

Costanza Di Chiara et al, Long-term Immune Response to SARS-CoV-2 Infection Among
Children and Adults After Mild Infection, JAMA Network Open, Volume 5, Issue 7, July 13,
2022, €2221616.

https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2794167

"Long-term immune response to SARSCoV2 infection among children and adults after mild
infection.. The findings suggest that anti-SARS-CoV-2 S-RBD IgG may persist more than a year
from infection in all age groups, with antibody titers that inversely correlate with age.. This work
provides further evidence of sustained immune response in children.. Although we focused on the
antibody responses to infection in this analysis, cellular immune responses are also likely to play
an important role in protection against SARS-CoV-2 subsequent infection, as we and others have
previously reported. Children had a higher absolute number of circulating T cells and a high
proportion of naive T cells than adults, thus enabling an efficient adaptive immune response to
previously unrecognized microbial antigens”

TAB 42

Eran Mick et al, Upper airway gene expression shows a more robust adaptive immune
response to SARS-CoV-2 in children, Nature Communications, Volume 13, July 8, 2022, 3937.
https://www.nature.com/articles/s41467-022-31600-0

“These findings demonstrate that children elicit a more robust innate and especially adaptive
immune response to SARS-CoV-2 in the upper airway that likely contributes to their protection
from severe disease in the lower airway.. Specifically, we observed elevated gene expression
markers of B-cell and T-cell activation, as well as cytokine production typically associated with T-
cell activation (such as IFNy), in the upper airway of children.”

TAB 43

Valtyr Thors et al, SARS-CoV-2 Infections in Icelandic Children: Close Follow-Up of All
Confirmed Cases in a Nationwide Study, The Pediatric Infectious Disease Journal, July 8,
2022.

https://journals.lww.com/pidj/Fulltext/9900/SARS CoV_2 Infections in_Icelandic_Children _Clos
e.124.aspx

Children are less likely to acquire SARS-CoV-2 infections than adults and when infected, usually
have milder disease.. Overall, the age-standardized incidence was 21.5/1000 children. The
overall annual incidence was 10.9/1000, 21.5/1000 and 31.8/1000 children for children younger
than 4 years old, 4-13 and 14-17-year-olds, respectively. Nineteen (1.1%) patients needed
clinical assessment at the Children’s Hospital Emergency Department. No patient required
specific treatment (antiviral treatment, corticosteroids or monoclonal antibodies) and there were
no hospital admissions. Three were treated with a course of oral antibiotics for a presumed
bacterial infection. No child was diagnosed with MIS-C.. Asymptomatic infection was common in
4-7- and 8-13-year-olds where 31% and 24.4% respectively had no symptoms of infection (Fig.
3). Mild symptoms were reported in 1287 (73.9%) children whereas 81 (4.6%) had moderate
symptoms. No child had severe symptoms. Of the 81 children with moderate symptoms, 7 (8.6%)
had underlying illness. Underlying medical conditions were not associated with risk of moderate
symptoms where 7/96 (7.3%) children with a medical condition had moderate symptoms
compared with 74/1646 (4.5%) previously healthy children (P = 0.45). Infants <6 months of age
were few (n = 19) and were asymptomatic or had mild disease.. In this nationwide study of all
children infected in Iceland during the first 18 months of the COVID-19 pandemic (until August
31st, 2021), we found that overall, the symptoms were relatively mild, of short duration and with



https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2794167
https://www.nature.com/articles/s41467-022-31600-0
https://journals.lww.com/pidj/Fulltext/9900/SARS_CoV_2_Infections_in_Icelandic_Children__Close.124.aspx
https://journals.lww.com/pidj/Fulltext/9900/SARS_CoV_2_Infections_in_Icelandic_Children__Close.124.aspx

042
14

few complications. No child was admitted to hospital and only 19 needed medical assessment at
the Children’s Hospital.. This study helps shed light on the true frequency of complications in
pediatric SARS-CoV-2 infections and supports the observation that COVID-19 disease in children
generally causes nonsevere symptoms and despite around half the cases were during a delta
variant of SARS-CoV-2, no hospital admissions were needed although transmission was clearly
more potent than in previous variants.”

TAB 44

Heba N. Altarawneh et al, Effects of Previous Infection and Vaccination on Symptomatic
Omicron Infections, The New England Journal of Medicine, Volume 387, July 7, 2022, Pages
21-34.

https://www.nejm.org/doi/full/10.1056/NEJM0a2203965

“Protection from previous infection with variants other than omicron against reinfection was
moderate and durable, but protection of primary-series vaccination against infection was
negligible by 6 months after the second dose.. Previous infection with a variant other than
omicron was associated with an approximately 50% reduced risk of infection. No difference in the
protection of previous infection against BA.1 and BA.2 was discernable. Two-dose vaccination
and no previous infection had negligible effectiveness against BA.1 and BA.2, but most persons
received their second dose more than 8 months earlier. These findings are explained by the
short-lived protection of primary-series vaccination against omicron infections and the more
durable protection from natural infection, as confirmed by the additional analysis of protection as
a function of time after previous infection or vaccination.”

TAB 45

Hiam Chemaitelly et al, Duration of immune protection of SARS-CoV-2 natural infection
against reinfection in Qatar, medRxiv, Infectious Disease Epidemiology Group, Cornell
University, Qatar and World Health Organization Collaborating Centre for Disease Epidemiology
Analytics, Cornell University, USA, July 6, 2022.
https://www.medrxiv.org/content/10.1101/2022.07.06.22277306v1.full-text

"Protection against severe reinfection is very strong with no evidence for waning, regardless of
variant, for more than 14mths after primary infection.. Effectiveness of primary infection against
severe, critical, or fatal Covid reinfection was 97.3% (95%CIl: 94.9-98.6%), irrespective of variant
of primary infection or reinfection, and with no evidence for waning.. This remained at
approximately 100%, even 14 months after the primary infection.. The matched cohorts each
included 290,638 individuals. The study was conducted on the total population of Qatar, and thus
the study population is representative of the internationally diverse.. Additional analyses
restricting the matched cohorts to those 250 years of age showed findings resembling those for
total population”

TAB 46

Yari Goldberg et al, Protection and Waning of Natural and Hybrid Immunity to SARS-CoV-2,
The New England Journal of Medicine, Volume 386, June 9, 2022, Pages 2201-2212.
https://www.nejm.org/doi/full/10.1056/NEJM0a2118946

“Among persons who had been previously infected with SARS-CoV-2.. protection was higher
than that conferred after the same time had elapsed since receipt of a second dose of vaccine
among previously uninfected persons.”
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TAB 47

Dragan Primorac et al, Adaptive Immune Responses and Immunity to SARS-CoV-2, Frontiers
in Immunology, Volume 13, May 4, 2022, 848582.
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9114812/

"SARS-CoV cellular immunity has been shown to persist 17 years after infection, despite the
undetectable humoral component. Similar has been demonstrated for SARS-CoV-2 T-cell
memory.. T-cells also play an irreplaceable part in humoral immunity."

TAB 48

Yang Li et al, A 1-year longitudinal study on COVID-19 convalescents reveals persistence
of anti-SARS-CoV-2 humoral and cellular immunity, Emerging Microbes and Infections,
Volume 11, Issue 1, March 30, 2022, Pages 902-913.
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8975172/

"One year longitudinal study on Covid-19 convalescents reveals persistence of anti-SARS-CoV-2
humoral and cellular immunity... At 1-year after infection, more than 90% of the convalescents
generated memory CD4 or CD8 T memory responses, preferably against the SARS-CoV-2 M
peptide pool. The convalescents also have polyfunctional and central memory T cells that could
provide rapid and efficient response to SARS-CoV-2 re-infection.. We found at least RBD IgG
levels are likely to reach a stable plateau at around 6 months after infection for most of the
convalescents. In contrast to short-lived declining antibodies that are produced within the 6
months after infection, the stably level of antibodies produced by long-lived memory plasma cells
that have experienced affinity maturation is more effective against re-infection [3,5]. Moreover,
the T cell immunity, particularly the effector memory T cells would also provide effective immune
protection against re-infection.”

TAB 49

Aneesh Chandran et al, Rapid synchronous type 1 IFN and virus-specific T cell responses
characterize first wave non-severe SARS-CoV-2 infections, Cell Reports Medicine, Volume 3,
Issue 3, March 15, 2022, 100557.
https://www.cell.com/cell-reports-medicine/fulltext/S2666-3791(22)00064-7

“Rapid synchronous typel IFN & T-cell responses characterize first wave non-severe SARS-CoV-
2 infections.. Cell proliferation most evident in CD8+ T-cells.. with expansion of SARS-CoV-2-
reactive TCRs, in contrast to antibodies, which lag by one to two weeks.. To the best of our
knowledge, we report the earliest in vivo immune responses to natural SARS-CoV-2 infection
available to date, enabled by serial sampling of individuals at risk of infection during the peak of
the first epidemic wave in London. The general paradigm for early antiviral host defense is
dominated by induction of type 1 IFNs.”

TAB 50

Li-na Yan et al, Neutralizing Antibodies and Cellular Inmune Responses Against SARS-
CoV-2 Sustained One and a Half Years After Natural Infection, Frontiers in Microbiology,
Volume 12, March 3, 2022, 803031.

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8928406/

“We concluded that SARS-CoV-2 infection induced robust and persistent neutralizing antibody
response and SARSCoV2-specific T-cell responses at least one and a half years post-symptom
onset in both mild and severe Covid-19 patients.. More than 80% neutralizing antibody-negative
patients had SARS-CoV-2-specific T-cell response... protective immunity independent of disease
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severity, sex, age... Natural Covid-19 infection elicits a massive T-cell immune response.. More
than 90% of patients develop SARS-CoV-2-specific T-cell response in one and a half years post-
infection”

TAB 51

Anna H. E. Roukens et al, Prolonged activation of nasal immune cell populations and
development of tissue-resident SARS-CoV-2-specific CD8+ T cell responses following
COVID-19, Nature Immunology, Volume 23, December 22, 2021, Pages 23-32.
https://www.nature.com/articles/s41590-021-01095-w

"Prolonged activation of nasal immune cell populations and development of tissue-resident
SARS-CoV-2-specific CD8+ T-cell responses following Covid.. we demonstrated that SARS-CoV-
2-specific CD8+ T-cells in the nasal mucosa can persist for months after viral clearance. This
suggests the establishment of local protective immune memory responses that could rapidly
control and attenuate reinfections by SARS-CoV-2... In conclusion, we provide an in-depth
analysis of how COVID-19 affects nasal mucosal immunity during acute infection, early recovery
and convalescence.. Altogether, this study provides unique insights into mucosal and systemic
immune cell dynamics both during acute infection and recovery of COVID-19.”

TAB 52

Alexander C Dowell et al, Children develop robust and sustained cross-reactive spike-
specific immune responses to SARS-CoV-2 infection, Nature Immunology, Volume 23,
December 22, 2021, Pages 40-49.

https://www.nature.com/articles/s41590-021-01089-8

“Antibody responses against spike protein were high in children and seroconversion boosted
responses against seasonal Beta-coronaviruses through cross-recognition of the S2 domain.
Neutralization of viral variants was comparable between children and adults. Spike-specific T cell
responses were more than twice as high in children and were also detected in many seronegative
children, indicating pre-existing cross-reactive responses to seasonal coronaviruses... Spike-
specific responses were also broadly stable beyond 12 months. Therefore, children generate
robust, cross-reactive and sustained immune responses to SARS-CoV-2 with focused specificity
for the spike protein.. In conclusion, we showed that children display a characteristically robust
and sustained adaptive immune response against SARS-CoV-2 with substantial cross-reactivity
against other human coronaviruses"

TAB 53

Jie Zhang et al, One-Year Sustained Cellular and Humoral Immunities in Coronavirus
Disease 2019 (COVID-19) Convalescents, Clinical Infectious Diseases, October 5, 2021,
ciiab884.

https://academic.oup.com/cid/advance-article/doi/10.1093/cid/ciab884/6381561

“One year sustained cellular and humoral immunities of Covid-19 convalescents (post infection)..
SARS-CoV-2-specific IgG antibodies, and NAb, can persist among >95% of COVID-19
convalescents from 6 to 12 months after disease onset. .. Notably, numbers of convalescents
with positive SARS-CoV-2—specific T-cell responses (=1 of the SARS-CoV-2 antigen S1, S2, M,
and N proteins) were 71/76 (93%) and 67/73 (92%) at 6 and 12 months, respectively.. Our data
demonstrate that SARS-CoV-2—specific humoral immunity is present within approximately 95% of
convalescents and T-cell memory against at least 1 viral antigen is measurable among
approximately 90% of subjects at 12m postinfection.. SARS-CoV-2-specific cellular and humoral
immunities are durable at least until 1 year after disease onset.”
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TAB 54

Julia Niessl et al, Identification of resident memory CD8+ T cells with functional specificity
for SARS-CoV-2 in unexposed oropharyngeal lymphoid tissue, Science Immunology,
Volume 6, Issue 64, September 14, 2021.
https://www.science.org/doi/10.1126/sciimmunol.abk0894

“Identification of resident memory CD8+ T-cells against SARS-CoV-2 (collected pre-pandemic) in
unexposed oropharyngeal lymphoid tissue.. Pre-exisiting cross-reactive CD8+ T-cells found in
tissues, not in blood.. We found that SARS-CoV-2-specific memory CD4+ T-cells could be found
at similar frequencies in the tonsils and peripheral blood in unexposed individuals, whereas
functional SARS-CoV-2-specific memory CD8+ T-cells were almost only detectable in the tonsils..
We detected SARS-CoV-2-reactive mCD4+ and/or mCD8+ Tcell responses in 49% of
(unexposed) tonsil samples.. These data also suggest SARS-CoV-2-unexposed children
harbored higher frequencies of polyfunctional SARS-CoV-2-reactive mCD8+ T-cells in tonsils
compared with unexposed adults"

TAB 55

Puya Dehgani-Mobaraki et al, Longitudinal observation of antibody responses for

14 months after SARS-CoV-2 infection, Clinical Immunology, Volume 230, September 2021,
108814.

https://www.sciencedirect.com/science/article/pii/S1521661621001510

“In conclusion, our study findings are consistent with recent studies reporting antibody
persistency suggesting that induced SARS-CoV-2 immunity through natural infection, might be
very efficacious against re-infection (>90%) and could persist for more than six months. Our study
followed up patients up to 14 months demonstrating the presence of anti-S-RBD IgG in 96.8% of
recovered COVID-19 subjects.”

TAB 56

J. Loske et al, Pre-activated antiviral innate immunity in the upper airways controls early
SARS-CoV-2 infection in children, Nature Biotechnology, Volume 40, August 18, 2021, Pages
319-324.

https://www.nature.com/articles/s41587-021-01037-9

“Pre-activated antiviral innate immunity in upper airways controls early SARS-CoV-2 infection in
children. The enhanced innate antiviral capacity in children together with the high IFN sensitivity
of SARS-CoV-2 may explain why children are better able to control early-stage infection
compared to adults & have lower risk of severe Covid-19.. Children displayed higher basal
expression of pattern recognition receptors: stronger innate antiviral responses We detected
distinct immune cell subpopulations including KLRC1 (NKG2A)+ cytotoxic T-cells and CD8+ T-
cell population with a memory phenotype occurring predominantly in children.. Our data provide
clear evidence that the epithelial and immune cells of the upper airways of children are pre-
activated and primed for virus sensing.. resulting in a stronger early innate antiviral response to
SARS-CoV-2 infection than in adults.”

TAB 57

David S. Y. Ong et al, How to interpret and use COVID-19 serology and immunology tests,
Clinical Microbiology and Infection, Volume 27, Issue 7, July 1, 2021, Pages 981-986.
https://www.clinicalmicrobiologyandinfection.com/article/S1198-743X(21)00221-4/fulltext
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"Presence of cross-reactive SARS-CoV-2-specific T-cells in never exposed pts suggests cellular
immunity induced by other coronaviruses. T-cell responses against SARS-CoV-2 also detected in
recovered Covid-19 patients with no detectable antibodies.. Cellular immunity is of paramount
imp in containing SARS-CoV-2 infection.. and could be maintained independent of antibody
responses. Previously infected individuals develop much stronger T-cell responses against spike
protein peptides in comparison to infection-naive ppl after mMRNA vaccine."

TAB 58

Irene Cassanitii et al, SARS-CoV-2 specific T-cell immunity in COVID-19 convalescent
patients and unexposed controls measured by ex vivo ELISpot assay, Clinical Microbiology
and Infection, Volume 27, Issue 7, July 1, 2021, Pages 1029-1034.
https://www.clinicalmicrobiologyandinfection.com/article/S1198-743X(21)00145-2/fulltext
"SARS-CoV-2 T-cell immune response was detectable in more than 97% of convalescent Covid-
19 positive subjects and in approximately 40% of unexposed donors sampled before the
pandemic period, in agreement with previous studies.. The data obtained in healthy population
could reflect the endemic circulation of common cold coronaviruses (HCoVs), since they account
for approximately 20% of common cold cases and are ubiquitous; thus possible cross-reactivity
between HCoVs might be due to recognition of conserved epitopes”

TAB 59

Swapnil Mahajan et al, Inmunodominant T-cell epitopes from the SARS-CoV-2 spike
antigen reveal robust pre-existing T-cell immunity in unexposed individuals, Scientific
Reports, Volume 11, June 23, 2021, 13164.
https://www.nature.com/articles/s41598-021-92521-4

“Study reveals robust pre-existing T-cell immunity to SARS-CoV-2 in unexposed individuals..
Demonstrates strong pre-existing CD8+ T-cell immunity in many unexposed individuals
contributed by engagement of cross-reactive TCRs against CMV and Flu antigens.. By using..
donors from two different regions of globe, USA and India, our findings confirm existence of
robust T-cell immunity to SARS-CoV-2 in unexposed individuals.. Presence of high-quality cross-
reactive TCRs can protect ppl by mounting an early CD8+ T-cell response and clearing the virus"

TAB 60

Elizabeth Fraley et al, Cross-reactive antibody immunity against SARS-CoV-2 in children
and adults, Cellular and Molecular Immunology, Nature, Volume 18, May 21, 2021, Pages 1826-
1828.

https://www.nature.com/articles/s41423-021-00700-0

“We determined that children and adults without SARS-CoV-2 infection history had pre-existing
cross-reactive humoral immunity.. High frequencies of uninfected individuals also mount pre-
existing cross-reactive T-cell immune responses to SARS-CoV-2"

TAB 61

Katie E. Liineburg et al, CD8+ T cells specific for an immunodominant SARS-CoV-2
nucleocapsid epitope cross-react with selective seasonal coronaviruses, Immunity, Volume
54, Issue 5, May 11, 2021, Pages 1055-1065.
https://www.cell.com/immunity/fulltext/S1074-7613(21)00168-0

"Our findings demonstrate the basis of selective Tcell cross-reactivity for an immunodominant
SARSCoV?2 epitope and its homologs from seasonal coronaviruses, suggesting long-lasting
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protective immunity.. We also identified SPR-specific CD8+ T-cells in more than 90% of tested

unexposed HLA-B7+ individuals who had not been exposed to SARS-CoV-2.. Detailed analysis
revealed that T-cell responses in unexposed volunteers were driven by cross-reactive CD8+ T-
cells specific for the LPR peptide from the OC43 and HKU-1 seasonal coronaviruses.”

TAB 62

Arbor G. Dykema et al, Functional characterization of CD4+ T cell receptors crossreactive
for SARS-CoV-2 and endemic coronaviruses, The Journal of Clinical Investigation, Volume

131, Issue 10, April 8, 2021, €146922.

https://www.jci.org/articles/view/146922

"Our data show that CD4+ T-cells that cross-recognize common cold coronaviruses (CCC) and
SARS-CoV-2 S peptides existed as memory T-cell clones prior to the Covid-19 pandemic.. Our
data confirm, for what we believe is the first time, the existence of unique memory CD4+ T-cell
clonotypes crossrecognizing SARS-CoV-2 and CCCs.”

TAB 63

Gustavo Echeverria et al, Pre-existing T-cell immunity to SARS-CoV-2 in unexposed healthy
controls in Ecuador, as detected with a COVID-19 Interferon-Gamma Release Assay,
International Journal of Infectious Diseases, Volume 105, 2021, Pages 21-25.
https://www.ijidonline.com/article/S1201-9712(21)00120-X/fulltext

"Pre-existing T-cell immunity to SARS-CoV-2 in unexposed healthy controls in Ecuador.. 80% of
convalescent Covid-19 patients had reactive T-cells to SARS-CoV-2 antigen. 44% of unexposed
controls also had a strong T-cell response to SARS-CoV-2."

TAB 64

Andrew D Redd et al, CD8+ T-Cell Responses in COVID-19 Convalescent Individuals Target
Conserved Epitopes From Multiple Prominent SARS-CoV-2 Circulating Variants, Open
Forum Infectious Diseases, Volume 8, Issue 7, March 30, 2021, ofab143.
https://academic.oup.com/ofid/article/8/7/0fab143/6189113

“These data highlight the potential significant role of a multi-epitope T-cell response in limiting
viral escape and partly mediating protection from disease caused by SARS-CoV-2 variants.”

TAB 65

National Institutes of Health, T cells recognize recent SARS-CoV-2 variants, US Department of
Health and Human Sciences, March 30, 2021.
https://www.nih.gov/news-events/news-releases/t-cells-recognize-recent-sars-cov-2-variants
"T-cells recognize recent SARS-CoV-2 variants.. Researchers determined SARS-CoV-2-specific
CD8+ T-cell responses remained largely intact and could recognize virtually all mutations in
variants studied.”

TAB 66

Quan-Xin Long et al, Immune memory in convalescent patients with asymptomatic or mild
COVID-19, Cell Discovery, Nature, Volume 7, March 25, 2021, 18.
https://www.nature.com/articles/s41421-021-00250-9

"Immune memory in convalescent patients with asymptomatic or mild Covid-19.. T-cell responses
induced by S, membrane (M), and nucleocapsid (N) peptide libraries from SARS-CoV-2 were
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observed in individuals recovered from coronavirus disease 2019 (COVID-19), and cross-reactive
T-cell responses to SARS-CoV-2 were also detected in healthy controls.. SARS-CoV-2-specific T
cell responses were detected in the majority of individuals recovered from SARS-CoV-2 infection
6 months prior.”

TAB 67

Zhongfang Wang et al, Exposure to SARS-CoV-2 generates T-cell memory in the absence of
a detectable viral infection, Nature Communications, Volume 12, March 19, 2021, 1724.
https://www.nature.com/articles/s41467-021-22036-z

“Exposure to SARS-CoV-2 generates T-cell memory in the absence of a detectable viral
infection.. Asymptomatic and symptomatic Covid-19 patients contain similar levels of SARS-CoV-
2-specific T-cell memory.. T-cell immunity is important for recovery from Covid-19 and provides
heightened immunity for re-infection.. Overall, this study demonstrates the versatility and potential
of memory T-cells from Covid-19 patients and close contacts, which may be important for host
protection.”

TAB 68

Abdelilah Majdoubi et al, A majority of uninfected adults show preexisting antibody
reactivity against SARS-CoV-2, The Journal of Clinical Investigation Insight, Volume 6, Issue 6,
March 15, 2021, e146316.

https://insight.jci.org/articles/view/146316

"Majority of uninfected adults show pre-existing antibody reactivity against SARS-CoV-2.. Pre-
existing cross-reactivity to SARS-CoV-2 occurs in absence of prior viral exposure.. More than
90% of uninfected adults showed antibody reactivity against SARS-CoV-2. This seroreactivity
was evenly distributed across age and sex, correlated with circulating coronaviruses’ reactivity..
We conclude most adults display pre-existing antibody cross-reactivity against SARS-CoV-2..
The presence of pre-existing SARS-CoV-2 antibody reactivity in uninfected individuals in the
current study is consistent with the detection of T-cell reactivity against SARS-CoV-2 in about
40% of uninfected individuals."

TAB 69

Asgar Ansari et al, Immune Memory in Mild COVID-19 Patients and Unexposed Donors
Reveals Persistent T Cell Responses After SARS-CoV-2 Infection, Frontiers in Immunology,
Volume 12, March 11, 2021, 636768.
https://www.frontiersin.org/articles/10.3389/fimmu.2021.636768/full

"Immune memory in mild Covid-19 patients and unexposed donors reveals persistent T-cell
responses after SARS-CoV-2 infection.. This study provides the evidence of both high magnitude
pre-existing and persistent T-cell immune memory in Indian population.. Our work provides the
evidence of pre-existing reactivity and immune memory detectable in mild COVID-19 patients
from the geographical location that is experiencing high burden of SARS-CoV-2 pandemic with
an extremely low case fatality.”

TAB 70

Alison Tarke et al, Comprehensive analysis of T cell immunodominance and
immunoprevalence of SARS-CoV-2 epitopes in COVID-19 cases, Cell Reports Medicine,
Volume 2, Issue 2, February 16, 2021, 100204.
https://www.cell.com/cell-reports-medicine/fulltext/S2666-3791(21)00015-X#%20
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“T-cells are involved in control of SARS-CoV-2 infection... Overall, T cell responses in SARS-
CoV-2 are estimated to recognize even more epitopes per donor than seen in the context of other
RNA viruses.. This analysis should allay concerns over potential for SARS-CoV-2 to escape T-
cell recognition by mutation of a few key viral epitopes.”

TAB 71

Agnes Boniifacius et al, COVID-19 immune signatures reveal stable antiviral T cell function
despite declining humoral responses, Immunity, Volume 54, Issue 2, February 9, 2021,
Pages 340-354.

https://www.cell.com/immunity/fulltext/S1074-7613(21)00031-5

“The level of protection against re-infection, symptomatic disease, and severe disease appears to
be at least as durable, if not more so, than that provided by two-dose vaccination with the mRNA
vaccines for ancestral, alpha, delta, and omicron BA.1 variants, which is also seen from studies
directly comparing natural immunity to vaccine-induced protection. Immunity conferred by
infection includes both humoral and cellular responses, and there is evidence of diverse T-cell
immunity and memory B-cell response to COVID-19 spike-protein antigens, in addition to other
protein targets, that could lead to a more sustained immunity with increased protection against
the various COVID-19 variants. This mechanism operates alongside the valuable role of mucosal
immunity as a barrier protection. Covid immune signatures reveal stable T-cell function despite
declining humoral responses.. Immune responses toward coronaviruses in patients with mild
Covid-19 and strong cellular SARS-CoV-2 T-cell reactivity imply protective pre-existing immunity”

D. Authoritarian response to pandemic is unethical and harmful

TAB 72

Kevin Barosh et al, The unintended consequences of COVID-19 vaccine policy: why
mandates, passports and restrictions may cause more harm than good, Volume 7, Issue 5,
May 2022
https://gh.bmj.com/content/7/5/e008684
"The unintended consequences of COVID-19 vaccine policy: why mandates, passports and
restrictions may cause more harm than good”
Summary:
¢ Mandatory COVID-19 vaccine policies have been used around the world during the
COVID-19 pandemic to increase vaccination rates. But these policies have provoked
considerable social and political resistance, suggesting that they have unintended
harmful consequences and may not be ethical, scientifically justified, and effective.

e We outline a comprehensive set of hypotheses for why current COVID-19 vaccine
policies may prove to be both counterproductive and damaging to public health. Our
framework synthesizes insights from behavioural psychology (reactance, cognitive
dissonance, stigma, and distrust), politics and law (effects on civil liberties,
polarization, and global governance), socio-economics (effects on inequality, health
system capacity and social wellbeing) and the integrity of science and public health
(the erosion of public health ethics and regulatory oversight).

e Our analysis strongly suggests that mandatory COVID-19 vaccine policies have had
damaging effects on public trust, vaccine confidence, political polarization, human
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rights, inequities and social wellbeing. We question the effectiveness and
consequences of coercive vaccination policy in pandemic response and urge the
public health community and policymakers to return to non-discriminatory, trust-based
public health approaches.

TAB 73

Els Maeckelberghe, Covid-19: Opportunities for Public Health Ethics? Journal of the Royal
College of Physicians of Edinburgh, Volume 51, December 1, 2021, Pages 47-52.
https://journals.sagepub.com/doi/10.4997/jrcpe.2021.241

“Public health ethics is the discipline that ensures that public health professionals and policy
makers explain what they do, and why. During the COVID-19 pandemic, ethical deliberations
often did not feature explicitly in public health decisions, thus reducing transparency and
consistency in decision-making processes, and resulting in loss of trust by the general public. A
public health ethics framework based on principles would add to transparency and consistency in
public health decision-making.”

TAB 74

Kamran Abbasi, Covid-19: politicisation, “corruption,” and suppression of science. The
British Medical Journal, Issue 371, November 13, 2020, m4425.
https://www.bmj.com/content/371/bmj.m4425.long

“When good science is suppressed by the medical-political complex, people die. Politicians and
governments are suppressing science. They do so in the public interest, they say, to accelerate
availability of diagnostics and treatments. They do so to support innovation, to bring products to
market at unprecedented speed. Both of these reasons are partly plausible; the greatest
deceptions are founded in a grain of truth. But the underlying behaviour is troubling. Science is
being suppressed for political and financial gain. Covid-19 has unleashed state corruption on a
grand scale, and it is harmful to public health.1 Politicians and industry are responsible for this
opportunistic embezzlement. So too are scientists and health experts. The pandemic has
revealed how the medical-political complex can be manipulated in an emergency—a time when it
is even more important to safeguard science... Politicisation of science was enthusiastically
deployed by some of history’s worst autocrats and dictators, and it is now regrettably
commonplace in democracies. The medical-political complex tends towards suppression of
science to aggrandise and enrich those in power. And, as the powerful become more successful,
richer, and further intoxicated with power, the inconvenient truths of science are suppressed.
When good science is suppressed, people die.”

TAB 75

Stephen Thomson, COVID-19 emergency measures and the impending authoritarian
pandemic, Journal of Law and the Biosciences, Volume 7, Issue 1, September 29, 2020,
Isaa064.

https://academic.oup.com/jlb/article/7/1/lsaa064/5912724

"Authoritarian response to a biomedical pandemic is not, and never will be, a humanitarian
solution.. There are unmistakable regressions into authoritarianism in governmental efforts to
contain the virus. Despite the unprecedented nature of this challenge, there is no sound
justification for systemic erosion of rights-protective democratic ideals and institutions beyond that
which is strictly demanded by the exigencies of the pandemic. A Wuhan-inspired all-or-nothing
approach to viral containment sets a dangerous precedent for future pandemics and disasters,
with the global copycat response indicating an impending ‘pandemic’ of a different sort, that of
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authoritarianization... Most abhorrent and deplorable of all.. have been denying family members
access to patients dying from COVID-19 and other terminal conditions in their final moments of
life.. It represents a tyrannical and inhumane approach to medical ethics that is fundamentally
degrading to both patient and family... With a gratuitous toll being inflicted on democracy, civil
liberties, fundamental freedoms, healthcare ethics, and human dignity, this has the potential to
unleash humanitarian crises no less devastating than COVID-19 in the long run.”

TAB 76

Ronald B. Brown, Public Health Lessons Learned From Biases in Coronavirus Mortality
Overestimation, Medicine and Public Health Preparedness, Volume 14, Issue 3, August 12,
2020, Pages 364-371.
https://www.cambridge.org/core/journals/disaster-medicine-and-public-health-
preparedness/article/public-health-lessons-learned-from-biases-in-coronavirus-mortality-
overestimation/7ACD87D8FD2237285EB667BB28DCC6E9

“Results of this critical appraisal reveal information bias and selection bias in coronavirus
mortality overestimation, most likely caused by misclassifying an influenza infection fatality rate
as a case fatality rate. Public health lessons learned for future infectious disease pandemics
include: safeguarding against research biases that may underestimate or overestimate an
associated risk of disease and mortality; reassessing the ethics of fear-based public health
campaigns; and providing full public disclosure of adverse effects from severe mitigation
measures to contain viral transmission... Psychological adverse effects, such as anxiety, anger,
and posttraumatic stress, have been linked to restrictive public health mitigation measures due to
isolation, frustration, financial loss, and fear of infection... Fear, in contrast to moral civic duty and
political orientation, was shown to be a more powerful predictor of compliance with mitigating
behaviour in response to a viral pandemic, but with decreasing wellbeing and poorer decision
making. Studies have shown that fear impairs performance of cognitive tasks through debilitating
anxiety and worry. Even if a threat ceases to exist, prolonged fearful avoidance of threats is
maladaptive and restricts a return to normal. For example, after the outbreak of severe acute
respiratory syndrome (SARS) had ended in 2004, avoidance behavior continued to restrict
people’s social social interaction and prevented people from returning to work... Exaggerated
levels of fear were driven by sensationalist media coverage during the COVID-19. And yet, while
the public was ordered to lockdown, overall costs and benefits to society from severe mitigation
measures had not been assessed. Fear of infection also prevented people from seeking needed
healthcare services in hospitals during the pandemic. The ethics of implementing fear-based
public health campaigns needs to be assessed. In addition, legal and ethical violations
associated with mitigation of pandemic diseases reevaluated for the potential harm these
strategies can cause. Dissemination of vital information to the public should employ emotionally
persuasive messaging without exploiting and encouraging overreactions based on fear. Public
health campaigns based on fear can have harmful effects, and the ethics of such campaigns
should be reevaluated. People need to have a greater voice in a transparent process that
influences public health policy during an outbreak, and educational curricula should include basic
research methods to teach people how to be better consumers of public health information. The
public should also be fully informed of the adverse impacts on psychological well-being, human
rights issues, social disruption, and economic costs associated with restrictive public health
interventions during a pandemic... In addition, legal and ethical violations associated with
mitigation of pandemic diseases were previously investigated by the Institute of Medicine in
2007. People should have the right to full disclosure of all information pertinent to adverse
impacts of mitigation measures during a pandemic, including information on legal and
constitutional human rights issues, and the public should be guaranteed a voice in a transparent
process as authorities establish public health policy. Last, severe mitigating measures during the
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COVID-19 pandemic caused considerable global social and economic disruption. Enforced
lockdowns increased domestic violence, closed businesses and schools, laid off workers,
restricted travel, affected capital markets, threatened the security of low-income families, and
saddled governments with massive debt. Between February and April 2020, US unemployment
rose from 3.5%, the lowest in 50 years, to 14.7%. A recession in the United States was also
officially declared in June 2020 by the National Bureau of Economic Research, ending 128
months of historic economic expansion. Of relevance, economic downturns are associated with
higher suicide rates compared with times of prosperity, and increased suicide risk may be
associated with economic stress as a consequence of severe mitigation measures during a
pandemic. Relapses and newly diagnosed cases of alcohol use disorder were also predicted to
increase due to social isolation, and harmful drinking in China increased 2-fold following the
COVID-19 outbreak. As a global natural experiment, psychological outcomes from restrictive
interventions in the COVID-19 pandemic require further investigations. Public health lessons
learned during the COVID-19 pandemic contribute knowledge and insights that can be applied to
prevent future public health crises shows a flow chart that summarizes biases and potential
effects of viral mortality overestimation observed in a pandemic. Failure to intervene at the source
of the problem, at the upstream levels of information bias and sampling bias, can allow fear to
rapidly escalate and may cause an overactive response that produces severely harmful collateral
damage to society.”

TAB 77

Bruce Jennings, Ethics codes and reflective practice in public health, Journal of Public
Health, Volume 42, Issue 1, March 2020, Pages 188-193.
https://academic.oup.com/jpubhealth/article/42/1/188/5077245

“Here are the concepts and brief formulations used to articulate public health’s core values:
Fidelity and responsibility: The effectiveness of public health policies, practices and actions
depends upon public trust gained through decisions based on the highest ethical, scientific and
professional standards. Health and safety: Public health personnel and organizations have an
ethical responsibility to prevent, minimize and mitigate health harms, and promote and protect
public safety, health and well-being. Health justice and equity: Public health personnel and
organizations have an ethical obligation to use their knowledge, skills, experience and influence
to promote an equitable distribution of burdens, benefits and opportunities for health, regardless
of an individual's or a group’s relative position in social hierarchies. Interdependence and
solidarity: Public health personnel and organizations have an ethical obligation to foster
positive—and to reduce or minimize negative—relationships among individuals, societies and
environments in ways that protect and promote the flourishing of humans, communities, non-
human animals and the ecologies in which they live. Liberty: Public health personnel and
organizations have an ethical responsibility to protect and promote a free and open society and
respect the basic liberties of individuals. Inclusivity. Public health personnel and organizations
have an ethical responsibility to be inclusive of, transparent to and accountable to the public at
large.”

TAB 78

World Medical Association’s International Code of Medical Ethics
https://www.wma.net/policies-post/wma-international-code-of-medical-ethics/
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TAB 79

World Medical Association’s Declaration of Geneva (Hippocratic Oath)
https://www.wma.net/policies-post/wma-declaration-of-geneva/

TAB 80

Peter Schroder-Back, Teaching seven principles for public health ethics: towards a
curriculum for a short course on ethics in public health programmes, BMC Medical Ethics,
Volume 73, October 7, 2014.
https://bmcmedethics.biomedcentral.com/articles/10.1186/1472-6939-15-73

“Seven principles framework of public health ethics: non-maleficence, beneficence, health
maximisation, efficiency, respect for autonomy, justice, proportionality... The principle of respect
for autonomy extends, however, beyond the confines of individual health care; it is crucially
important within the public health context. The frequent focus of public health on benefit for
populations holds the potential for concern with individual welfare to be side- lined. Embedding
respect for autonomy firmly within public health ethics teaching and learning provides a
fundamental reminder that every person has a high value — qua her or his autonomy — and
cannot merely be treated as a means to the end of others’ good.”

TAB 81

United Nations’ Universal Declaration on Bioethics and Human Rights, 2005
http://portal.unesco.org/en/ev.php-
URL ID=31058&URL DO=DO TOPIC&URL SECTION=201.html
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Covid-19 Vaccine Protocols
Reveal That Trials Are Designed
To Succeed

William A. Haseltine Contributor ©®
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® This article is more than 3 years old.

MOSCOW, RUSSIA - SEPTEMBER 9, 2020: A gloved medical worker prepares to give a volunteer a
trial ... [+] SERGEI BOBYLEV/TASS

Moderna, Pfizer, AstraZeneca, and Johnson & Johnson are leading
candidates for the completion of a Covid-19 vaccine likely to be released in

the coming months. These companies have published their vaccine trial
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protocols. This unusually transparent action during a major drug trial
deserves praise, close inspection of the protocols raises surprising
concerns. These trials seem designed to prove their vaccines work, even if

the measured effects are minimal.
What would a normal vaccine trial look like?

Prevention of infection must be a critical endpoint. Any vaccine trial
should include regular antigen testing every three days to test
contagiousness to pick up early signs of infection and PCR testing once a
week to confirm infection by SARS-CoV-2 test the ability of the vaccines to
stave off infection. Prevention of infection is not a criterion for success for
any of these vaccines. In fact, their endpoints all require confirmed
infections and all those they will include in the analysis for success, the
only difference being the severity of symptoms between the vaccinated and
unvaccinated. Measuring differences amongst only those infected by
SARS-CoV-2 underscores the implicit conclusion that the vaccines are not

expected to prevent infection, only modify symptoms of those infected.

We all expect an effective vaccine to prevent serious illness if infected.
Three of the vaccine protocols—Moderna, Pfizer, and AstraZeneca—do not
require that their vaccine prevent serious disease only that they prevent

moderate symptoms which may be as mild as cough, or headache.

The greatest fear people have is dying from this disease. A vaccine must
significantly or entirely reduce deaths from Covid-19. Over two hundred
thousand people have died in the United States and nearly a million

worldwide. None list mortality as a critical endpoint.

We recognize that the influenza vaccine does not prevent infection with
that virus, but does have a measurable impact on hospitalization and
death. The moderate protections from the influenza virus can potentially
be replicated and improved on with Covid-19, but only with extensive

trials that ensure the efficacy of a future vaccine.
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Vaccine efficacy is typically proved by large clinical trials over several
years. The pharmaceutical companies intend to do trials ranging from
thirty thousand to sixty thousand participants. This scale of study would
be sufficient for testing vaccine efficacy. The first surprise found upon a
closer reading of the protocols reveals that each study intends to complete

interim and primary analyses that at most include 164 participants.
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These companies likely intend to apply for an emergency use authorization
(EUA) from the Food and Drug Administration (FDA) with just their

limited preliminary results.

Interim analysis success requires a seventy percent efficacy. The vaccine or
placebo will be given to thousands of people in each trial. For Moderna,
the initial interim analysis will be based on the results of infection of only
53 people. The judgment reached in interim analysis is dependent upon
the difference in the number of people with symptoms, which may be

mild, in the vaccinated group versus the unvaccinated group.

Moderna’s success margin is for 13 or less of those 53 to develop
symptoms compared to 40 or more in their control group. For Johnson &

Johnson, their interim analysis includes 77 vaccine recipients, with a
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success margin of 18 or less developing symptoms compared to 59 in the
control group. For AstraZeneca, their interim analysis includes 50 vaccine
recipients, with a success margin of 12 or less developing symptoms
compared to 19 in the 25 person control group. Pfizer is even smaller in its
success requirements. Their initial group includes 32 vaccine recipients,
with a success margin of 7 or less developing symptoms compared to 25 in

the control group.

The primary analyses are a bit more expanded, but need to be less
efficacious for success: about sixty percent. AstraZeneca, Moderna,
Johnson & Johnson, and Pfizer have primary analyses that distribute the
vaccine to only 100, 151, 154, and 164 participants respectively. These
companies state that they do not “intend” to stop trials after the primary
analyses, but there is every chance that they intend to pursue an EUA and

focus on manufacturing the vaccine rather than further thorough testing.

The second surprise from these protocols is how mild the requirements for
contracted Covid-19 symptoms are. A careful reading reveals that the
minimum qualification for a case of Covid-19 is a positive PCR test and
one or two mild symptoms. These include headache, fever, cough, or mild
nausea. This is far from adequate. These vaccine trials are testing to

prevent common cold symptoms.

These trials certainly do not give assurance that the vaccine will protect
from the serious consequences of Covid-19. Johnson & Johnson is the only
trial that requires the inclusion of severe Covid-19 cases, at least 5 for the

75 participant interim analysis.

One of the more immediate questions a trial needs to answer is whether a
vaccine prevents infection. If someone takes this vaccine, are they far less
likely to become infected with the virus? These trials all clearly focus on
eliminating symptoms of Covid-19, and not infections themselves.
Asymptomatic infection is listed as a secondary objective in these trials

when they should be of critical importance.
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It appears that all the pharmaceutical companies assume that the vaccine
will never prevent infection. Their criteria for approval is the difference in
symptoms between an infected control group and an infected vaccine
group. They do not measure the difference between infection and

noninfection as a primary motivation.

A greater concern for the millions of older people and those with
preexisting conditions is whether these trials test the vaccine's ability to
prevent severe illness and death. Again we find that severe illness and
death are only secondary objectives in these trials. None list the

prevention of death and hospitalization as a critically important barrier.

If total infections, hospitalizations, and death are going to be ignored in
the preliminary trials of the vaccines, then there must be phase four
testing to monitor their safety and efficacy. This would be long term
massive scale monitoring of the vaccine. There must be an indication that
the authorized vaccines are reducing infection, hospitalization, and death,

or else they will not be able to stop this pandemic.

These protocols do not emphasize the most important ramifications of
Covid-19 that people are most interested in preventing: overall infection,
hospitalization, and death. It boggles the mind and defies common sense
that the National Institute of Health, the Center for Disease Control, the
National Institute of Allergy and Infectious Disease, and the rest would
consider the approval of a vaccine that would be distributed to hundreds

of millions on such slender threads of success.

It appears that these trials are intended to pass the lowest possible barrier
of success. As this is being written, the FDA is poised to announce tougher
standards for a Covid-19 vaccine in the near future. It is my hope that
these new standards for an EUA will at a minimum include requirements
for protections from infection itself, protections from severe virus-related
disease leading to hospitalization, and a significant improvement in Covid-

19 related mortality.
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It is clear from these studies that the vaccines currently under trial will not
be the silver bullet needed to end the pandemic. We must do all we can
public health measures to control Covid-19 as China and other Asian

countries have successfully done.

Correction (10/7/20): A former version of the article stated that 53
people received a vaccination for interim analysis in the Moderna trial.
The vaccine was in fact given to thousands of people, with 53 being the

number of people who must be infected with Covid-19 to run the analysis.
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Will covid-19 vaccines save lives? Current trials aren’t designed to tell

us

The world has bet the farm on vaccines as the solution to the pandemic, but the trials are not focused
on answering the questions many might assume they are. Peter Doshi reports

Peter Doshi associate editor

As phase III trials of covid-19 vaccines reach their
target enrolments, officials have been trying to project
calm. The US coronavirus czar Anthony Fauci and
the Food and Drug Administration leadership have
offered public assurances that established procedures
will be followed.! 4 Only a “safe and effective”
vaccine will be approved, they say, and nine vaccine
manufacturers issued a rare joint statement pledging
not to prematurely seek regulatory review.>

But what will it mean exactly when a vaccine is
declared “effective”? To the public this seems fairly
obvious. “The primary goal of a covid-19 vaccine is
to keep people from getting very sick and dying,” a
National Public Radio broadcast said bluntly.°

the bmyj | BMJ 2020;371:m4037 | doi: 10.1136/bmj.m4037

Peter Hotez, dean of the National School of Tropical
Medicine at Baylor College of Medicine in Houston,
said, “Ideally, you want an antiviral vaccine to do
two things. .. first, reduce the likelihood you will get
severely ill and go to the hospital, and two, prevent
infection and therefore interrupt disease
transmission.”’

Yet the current phase III trials are not actually set up
to prove either (table 1). None of the trials currently
under way are designed to detect a reduction in any
serious outcome such as hospital admissions, use of
intensive care, or deaths. Nor are the vaccines being
studied to determine whether they can interrupt
transmission of the virus.
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Table 1| Characteristics of ongoing phase Ill covid-19 vaccine trials

Moderna Pfizer AstraZeneca (US)  AstraZeneca (UK) Janssen Sinopharm* Sinovac
Vaccine name mRNA-1273 BNT162 AZD1222 AZD1222 Ad26.COV2.S Sinopharm vaccine Sinovac CoronaVac
Registration No NCTO4470427 NCT04368728 NCT04516746 NCT04400838 (UK), NCT04505722 NCT04510207 NCT04456595

NCT04536051
(Brazil),
NCTO4444674 (South
Africa)

Target enrolment 30 000 43998 30000 19330 60 000 45000 8870
Ages eligible 18+ 12+ 18+ 5-12,18+ 18+ 18+ 18+
Protocol publicly Y Y Y Nt Y N N
available
Notable excluded populations:
Children and Excluded Many excluded Excluded 13-17 excluded Excluded Excluded Excluded
adolescents
Immunocompromised Excluded Excluded Excluded Excluded Excluded Excluded Excluded
patients
Pregnant or Excluded Excluded Excluded Excluded Excluded Excluded Excluded
breastfeeding women
Endpoints undergoing formal study#:
Prevention of Y Y Y Y Y Presumably§ Y
symptomatic disease
in vaccine recipient
Reduction in severe N N N N N N N
covid-19 (hospital
admission, ICU, or
death)
Interruption of N N N N N N N

transmission (person
to person spread)

*This trial is separately randomising an inactivated SARS-CoV-2 vaccine (Vero cell) manufactured by Wuhan Institute of Biological Products Co and Beijing Institute of Biological Products Co.

T AstraZeneca has released the protocol for its stalled US trial but not its trial in UK, Brazil, and South Africa.

+ Endpoints “undergoing formal study” include those listed as primary outcomes in ClinicalTrials.gov, publicly available study protocols, or those not listed as primary outcomes, but the company has confirmed that the

study is powered sufficiently to find an effect (if one exists).

§ Sinopharm lists “incidence of COVID-19 cases” as a primary efficacy endpoint in its ClinicalTrials.gov entry.

1 Trial registration (NCTO4444674) lists the following primary endpoint: “Determine if there is a reduction of severe and non-severe COVID-19 disease in HIV-negative adults.” This suggests a composite outcome that

includes non-severe disease.

Evaluating mild, not severe, disease

In a September interview Medscape editor in chief Eric Topol
pondered what counts as a recorded “event” in the vaccine trials.
“We’re not talking about just a PCR [polymerase chain reaction
test]-positive mild infection. It has to be moderate to severe illness
to qualify as an event, correct?” he asked.8

“That’s right,” concurred his guest, Paul Offit, a vaccinologist who
sits on the FDA advisory committee that may ultimately recommend
the vaccines for licence or emergency use authorisation.

But that’s not right. In all the ongoing phase III trials for which
details have been released, laboratory confirmed infections even
with only mild symptoms qualify as meeting the primary endpoint
definition.® "2 In Pfizer and Moderna’s trials, for example, people
with only a cough and positive laboratory test would bring those
trials one event closer to their completion. (If AstraZeneca’s ongoing
UK trial is designed similarly to its “paused” US trial for which the
company has released details, a cough and fever with positive PCR
test would suffice.)

Part of the reason may be numbers. Severe illness requiring hospital
admission, which happens in only a small fraction of symptomatic
covid-19 cases, would be unlikely to occur in significant numbers

in trials. Data published by the US Centers for Disease Control and
Prevention in late April reported a symptomatic case hospitalisation
ratio of 3.4% overall, varying from 1.7% in 0-49 year olds and 4.5%
in 50-64 year olds to 7.4% in those 65 and over.'> Because most
people with symptomatic covid-19 experience only mild symptoms,'*
even trials involving 30 000 or more patients would turn up
relatively few cases of severe disease.

In the trials, final efficacy analyses are planned after just 150 to 160
“events,”—that is, a positive indication of symptomatic covid-19,
regardless of severity of the illness.

Yet until vaccine manufacturers began to release their study
protocols in mid-September, trial registries and other publicly
released information did little to dispel the notion that it was severe
covid-19 that the trials were assessing. Moderna, for example, called
hospital admissions a “key secondary endpoint” in statements to
the media.’®> And a press release from the US National Institutes of
Health reinforced this impression, stating that Moderna’s trial “aims
to study whether the vaccine can prevent severe covid-19” and
“seeks to answer if the vaccine can prevent death caused by
covid-19.”1

But Tal Zaks, chief medical officer at Moderna, told The BMJ that
the company’s trial lacks adequate statistical power to assess those
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outcomes. “The trial is precluded from judging [hospital
admissions], based on what is a reasonable size and duration to
serve the public good here,” he said.

Hospital admissions and deaths from covid-19 are simply too
uncommon in the population being studied for an effective vaccine
to demonstrate statistically significant differences in a trial of 30
000 people. The same is true of its ability to save lives or prevent
transmission: the trials are not designed to find out.

Zaks said, “Would I like to know that this prevents mortality? Sure,
because I believe it does. I just don’t think it’s feasible within the
timeframe [of the trial]—too many would die waiting for the results
before we ever knew that.”

Stopping transmission

What about Hotez’s second criterion, interrupting virus
transmission, which some experts have argued'” should be the most
important test in phase III studies?

“Our trial will not demonstrate prevention of transmission,” Zaks
said, “because in order to do that you have to swab people twice a
week for very long periods, and that becomes operationally
untenable.”

He repeatedly emphasised these “operational realities” of running
avaccine trial. “Every trial design, especially phase III, is always a
balancing act between different needs,” he said. “If you wanted to
have an answer on an endpoint that happens at a frequency of one
10th or one fifth the frequency of the primary endpoint, you would
need a trial that is either 5 or 10 times larger or you’d need a trial
that is 5 or 10 times longer to collect those events. Neither of these,
I think, are acceptable in the current public need for knowing
expeditiously that a vaccine works.”

Zaks added, “A 30 000 [participant] trial is already a fairly large
trial. If you’re asking for a 300 000 trial then you need to talk to the
people who are paying for it, because now you’re talking about not
a $500m to $1bn trial, you’re talking about something 10 times the
size. And I think the public purse and operational capabilities and
capacities we have are rightly spent not betting the farm on one
vaccine but, as Operation Warp Speed [the US government’s covid-19
vaccine plan] is trying to do, making sure that we’re funding several
vaccines in parallel.”

Debating endpoints

Still, it’s fair to say that most of the general public assumes that the
whole point of the current trials, besides testing safety (box 1), is to
see whether the vaccine can prevent bad outcomes. “How do you
reconcile that?” The BMJ asked Zaks.

Box 1: Safety and side effects

History shows many examples of serious adverse events from vaccines
brought to market in periods of enormous pressure and expectation.
There were contaminated polio vaccines in 1955, cases of Guillain-Barré
syndrome in recipients of flu vaccines in 1976, and narcolepsy linked to
one brand of influenza vaccine in 2009.18 19

“Finding severe rare adverse events will require the study of tens of
thousands of patients, but this requirement will not be met by early
adoption of a product that has not completed its full trial evaluation,”
Harvard drug policy researchers Jerry Avorn and Aaron Kesselheim recently
wrote in JAMA.?°

Covid-19 vaccine trials are currently designed to tabulate final efficacy
results once 150 to 160 trial participants develop symptomatic
covid-19—and most trials have specified at least one interim analysis
allowing for the trials to end with even fewer data accrued.
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Medscape’s Eric Topol has been a vocal critic of the trials’ many interim
analyses. “These numbers seem totally out of line with what would be
considered stoppingrules,” he says. “I mean, you’re talking about giving
a vaccine with any of these programmes to tens of millions of people.
And you’re going to base that on 100 events?”8

Great uncertainty remains over how long a randomised trial of a vaccine
will be allowed to proceed. If efficacy is declared, one possibility is that
the thousands of volunteers who received a saline placebo would be
offered the active vaccine, in effect ending the period of randomised
follow-up. Such a move would have far reaching implications for our
understanding of vaccines’ benefits and harms, rendering uncertain our
knowledge of whetherthe vaccines can reduce the risk of serious covid-19
disease and precluding any further ability to compare adverse events in
the experimental versus the placebo arm.

“I’llbe a decision we’ll have to take at that time. We have not committed
one way or another,” Moderna’s Tal Zaks told The BMJ. “It will be a
decision where FDA and NIH will also weigh in. And it will be probably a
very difficult decision, because you will be weighing the benefit to the
public in continuing to understand the longer term safety by keeping
people on placebo and the expectation of the people who have received
placebo to be crossed over now that it has been proved effective.”

“Very simply,” he replied. “Number one, we have a bad outcome
as our endpoint. It’s covid-19 disease.” Moderna, like Pfizer and
Janssen, has designed its study to detect a relative risk reduction
of at least 30% in participants developing laboratory confirmed
covid-19, consistent with FDA and international guidance.**

Number two, Zaks pointed to influenza vaccines, saying they protect
against severe disease better than mild disease. To Moderna, it’s
the same for covid-19: if its vaccine is shown to reduce symptomatic
covid-19, it will be confident it also protects against serious
outcomes.

But the truth is that the science remains far from clear cut, even for
influenza vaccines that have been used for decades. Although
randomised trials have shown an effect in reducing the risk of
symptomatic influenza, such trials have never been conducted in
elderly people living in the community to see whether they save
lives.

Only two placebo controlled trials in this population have ever been
conducted, and neither was designed to detect any difference in
hospital admissions or deaths.?> Moreover, dramatic increases in
use of influenza vaccines has not been associated with a decline in
mortality (box 2).26

Box 2: Not enrolling enough elderly people or minorities

Avaccine that has been proved to reduce the risk of symptomatic disease
by a certain proportion should, you might think, reduce serious outcomes
such as hospital admissions and deaths in equal proportion.

Peter Marks, an FDA official with responsibility over vaccine approvals,
recently stated as much about influenza vaccination, which “only prevents
flu in about half the people who get it. And yet that’s very important
because that means that it leads to half as many deaths related to

influenza each year.”4

But when vaccines are not equally effective in all populations the theory
breaks down.

If frail elderly people, who are understood to die in disproportionate

numbers from both influenza?> and covid-19, are not enrolled into vaccine
trials in sufficient numbers to determine whether case numbers are
reduced in this group, there can be little basis for assuming any benefit
in terms of hospital admissions or mortality. Whatever reduction in cases
is seen in the overall study population (most of which may be among
healthy adults), this benefit may not apply to the frail elderly
subpopulation, and few lives may be saved.
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This is hard to evaluate in the current trials because there are large gaps
in the types of people being enrolled in the phase Ill trials (table 1).
Despite recruiting tens of thousands, only two trials are enrolling children
less than 18 years old. All exclude immunocompromised people and
pregnant or breastfeeding women, and though the trials are enrolling
elderly people, few or perhaps none of the studies would seem to be
designed to conclusively answer whether there is a benefit in this
population, despite their obvious vulnerability to covid-19.

“Adults over 65 will be an important subgroup that we will be looking
at,” Moderna’s Zaks told The BMJ. “That said . . . any given study is
powered for its primary endpoint—in our case covid-19 disease
irrespective of age.”

AlSommer, dean emeritus of the Johns Hopkins School of Public Health,
told The BMJ, “If they have not powered for evidence of benefit in the
elderly, | would find that a significant, unfortunate shortcoming.” He
emphasised the need for “innovative follow-up studies that will enable
us to better determine the direct level of protection immunisation has
on the young and, separately, the elderly, in addition to those at the
highest risk of severe disease and hospitalisation.”

One view is that trial data should be there for all target populations. “If
we don’t have adequate data in the greater than 65 year old group, then
the greater than 65 year old person shouldn’t get this vaccine, which
would be a shame because they’re the ones who are most likely to die

from this infection,” said vaccinologist Paul Offit.® “We have to generate
those data,” he said. “l can’t see how anybody—the Data and Safety
Monitoring Board or the FDA Vaccine Advisory Committee, or FDA
decision-makers—would ever allow a vaccine to be recommended for
that group without having adequate data.”

“| feel the same way about minorities,” Offit added. “You can’t convince
minority populations to get this vaccine unless they are represented in

these trials. Otherwise, they’re going to feel like they’re guinea pigs, and
understandably so.”
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Peter Doshi: Pfizer and Moderna’s “95%
effective” vaccines—Ilet’s be cautious and
first see the full data

November 26, 2020

Only full transparency and rigorous scrutiny of the data will allow for
informed decision making, argues Peter Doshi

In the United States, all eyes are on Pfizer and Moderna. The topline
efficacy results from their experimental covid-19 vaccine trials are
astounding at first glance. Pfizer says it recorded 170 covid-19 cases
(in 44,000 volunteers), with a remarkable split: 162 in the placebo
group versus 8 in the vaccine group. Meanwhile Moderna says 95 of
30,000 volunteers in its ongoing trial got covid-19: 90 on placebo
versus 5 receiving the vaccine, leading both companies to claim
around 95% efficacy.

Let’s put this in perspective. First, a relative risk reduction is being
reported, not absolute risk reduction, which appears to be less than
1%. Second, these results refer to the trials’ primary endpoint of
covid-19 of essentially any severity, and importantly not the
vaccine’s ability to save lives, nor the ability to prevent infection, nor

the efficacy in important subgroups (e.g. frail elderly). Those still
remain unknown. Third, these results reflect a time point relatively
soon after vaccination, and we know nothing about vaccine
performance at 3, 6, or 12 months, so cannot compare these efficacy
numbers against other vaccines like influenza vaccines (which are
judged over a season). Fourth, children, adolescents, and
immunocompromised individuals were largely excluded from the

trials, so we still lack any data on these important populations.

| previously argued that the trials are studying the wrong endpoint,

and for an urgent need to correct course and study more important

endpoints like prevention of severe disease and transmission in high
risk people. Yet, despite the existence of regulatory mechanisms for

ensuring vaccine access while keeping the authorization bar high

(which would allow placebo-controlled trials to continue long enough
to answer the important question), it’s hard to avoid the impression
that sponsors are claiming victory and wrapping up their trials (Pfizer
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has already sent trial participants a letter discussing “crossing over”

from placebo to vaccine), and the FDA will now be under enormous
pressure to rapidly authorize the vaccines.

But as conversation shifts to vaccine distribution, let’s not lose sight
of the evidence. Independent scrutiny of the underlying trial data will

increase trust and credibility of the results. There also might be
important limitations to the trial findings we need to be aware of.

Most crucially, we need data-driven assurances that the studies were
not inadvertently unblinded, by which I mean investigators or
volunteers could make reasonable guesses as to which group they
were in. Blinding is most important when measuring subjective
endpoints like symptomatic covid-19, and differences in post-
injection side-effects between vaccine and placebo might have
allowed for educated guessing. Past placebo-controlled trials of
influenza vaccine were not able to fully maintain blinding of vaccine
status, and the recent “half dose” mishap in the Oxford covid-19
vaccine trial was apparently only noticed because of milder-than-

expected side-effects. (And that is just one of many concerns with
the Oxford trial.)

In contrast to a normal saline placebo, early phase trials suggested

that systemic and local adverse events are common in those
receiving vaccine. In one Pfizer trial, for example, more than half of
the vaccinated participants experienced headache, muscle pain and
chills—but the early phase trials were small, with large margins of
error around the data. Few details from the large phase 3 studies
have been released thus far. Moderna’s press release states that 9%

experienced grade 3 myalgia and 10% grade 3 fatigue; Pfizer's
statement reported 3.8% experienced grade 3 fatigue and 2% grade
3 headache. Grade 3 adverse events are considered severe, defined
as preventing daily activity. Mild and moderate severity reactions are

bound to be far more common.

One way the trial’s raw data could facilitate an informed judgment as
to whether any potential unblinding might have affected the results
is by analyzing how often people with symptoms of covid-19 were
referred for confirmatory SARS-CoV-2 testing. Without a referral for
testing, a suspected covid-19 case could not become a confirmed
covid-19 case, and thus is a crucial step in order to be counted as a
primary event: lab-confirmed, symptomatic covid-19. Because some
of the adverse reactions to the vaccine are themselves also
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symptoms of covid-19 (e.g. fever, muscle pain), one might expect a
far larger proportion of people receiving vaccine to have been
swabbed and tested for SARS-CoV-2 than those receiving placebo.

This assumes all people with symptoms would be tested, as one
might expect would be the case. However the trial protocols for
Moderna and Pfizer’s studies contain explicit language instructing

investigators to use their clinical judgment to decide whether to
refer people for testing. Moderna puts it this way:

“It is important to note that some of the symptoms of COVID-19
overlap with solicited systemic ARs that are expected after
vaccination with mRNA-1273 (eg, myalgia, headache, fever, and
chills). During the first 7 days after vaccination, when these solicited
ARs are common, Investigators should use their clinical judgement
to decide if an NP swab should be collected.”

This amounts to asking investigators to make guesses as to which
intervention group patients were in. But when the disease and the
vaccine side-effects overlap, how is a clinician to judge the cause
without a test? And why were they asked, anyway?

Importantly, the instructions only refer to the first seven days
following vaccination, leaving unclear what role clinician judgment

could play in the key days afterward, when cases of covid-19 could

begin counting towards the primary endpoint. (For Pfizer, 7 days after

the 2nd dose. For Moderna, 14 days.)

In a proper trial, all cases of covid-19 should have been recorded, no
matter which arm of the trial the case occurred in. (In epidemiology
terms, there should be no ascertainment bias, or differential
measurement error). It's even become common sense in the Covid
era: “test, test, test.” But if referrals for testing were not provided to
all individuals with symptoms of covid-19—for example because an

assumption was made that the symptoms were due to side-effects of

the vaccine—cases could go uncounted.

Data on pain and fever reducing medicines also deserve scrutiny.
Symptoms resulting from a SARS-CoV-2 infection (e.g. fever or body
aches) can be suppressed by pain and fever reducing medicines. If
people in the vaccine arm took such medicines prophylactically,

more often, or for a longer duration of time than those in the placebo

arm, this could have led to greater suppression of covid-19
symptoms following SARS-CoV-2 infection in the vaccine arm,
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translating into a reduced likelihood of being suspected for covid-19,
reduced likelihood of testing, and therefore reduced likelihood of
meeting the primary endpoint. But in such a scenario, the effect was
driven by the medicines, not the vaccine.

Neither Moderna nor Pfizer have released any samples of written
materials provided to patients, so it is unclear what, if any,
instructions patients were given regarding the use of medicines to
treat side effects following vaccination, but the informed consent
form for Johnson and Johnson’s vaccine trial provides such a

recommendation:

“Following administration of Ad26.COV2.S, fever, muscle aches and
headache appear to be more common in younger adults and can be
severe. For this reason, we recommend you take a fever reducer or
pain reliever if symptoms appear after receiving the vaccination, or
upon your study doctor’s recommendation.”

There may be much more complexity to the *95% effective”
announcement than meets the eye—or perhaps not. Only full
transparency and rigorous scrutiny of the data will allow for informed
decision making. The data must be made public.

Spanish translation of this article

German translation of this article

Peter Doshi, associate editor, The BMJ.

Competing interests: | have been pursuing the public release of
vaccine trial protocols, and have co-signed open letters calling for
independence and transparency in covid-19 vaccine related decision
making.
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Eduardo Gongalves — I

2 years ago

Interesting article. But to be fair, the relative risk reduction
(RRR) is the metric that matters most in this case. The
infection rate of covid is not relevant, people whant to
know: if i get covid, how much less at risk am |. Obviously
if you avoid social gatherings, your risk of getting covid
will be lower and the vaccine will be the smaller factor in
reducing risk of infection. If | never go out, the vaccine will
be less useful

0 0 Reply [2

fightbxxxh - N

3 years ago

China has two or three vaccines that are approved
officially or in the latter stages of the trial. Why do you
ignore them? It seems that more population were given
the Chinese vaccines around the world currently. Now,
Chinese media widely cite this article to attack Pfizer and
Moderna vaccines. It is really hard for you to argue that
the opinions reflect your scientific stances rather than
political stances by ignoring those vaccines. Be consistent
with all Covid vaccines, and we can discuss from there.

1 0 Reply [2

. Dicky Struik — N

- 3 years ago

| agree that vaccinations is ultimately about reducing
hospital admissions and deaths. However, these effects
are now closely monitored by looking at the real world
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data (https://www.ema.europa.eu/e... vaccines). We must
also remember that even ‘simple’ symptomatic COVID is
associated with long-term health complications.

In addition, | find it reassuring that 3 different vaccines
(AZD1222, BTN162b2, mRNA-1273), made by 3
independent research groups/companies
(Oxford/Astrazeneca, Biontech/Pfizer, Moderna), have
been shown to reduce both symptomatic and severe
COVID (including hospitalization) after vaccination. If you
add up the data from those 3 trials we have placebo: 497
COVID cases (of which 49 serious cases, 2 deaths) and
vaccine: 49 cases (of which 1 serious case).

1 3 Reply [

. P.K. Hunter ~ Dicky Struik —_ I~
3 years ago
D

There’'s no meaningful data on “long term
complications”. Likely very little. Long term in
this case is a few months at best. As for a tiny
portion of those infected getting truly lasting
complications, yes that happens with all
respiratory viruses.

1 0 Reply [2

Bill In Montgomey - N

3 years ago

Does anyone know anything about the number of cycles
used in the PCR tests that were administered to "confirm"
a COVID diagnosis? Fewer cycles (say 25 or 30) produces
fewer "positive" cases; more cycles (say 40 or 35)
produces many more "positive cases." Is it possible that
the trials used PCR tests that used lower cycles - thus
producing fewer positive "end results"? | haven't seen this
information published anywhere, and it would seem to be
very significant.

2 0 Reply 2
PS ~ Bill In Montgomey —_ I
3 years ago

The participants weren't systematically tested
with PCR. Instructions were: "Investigators
should use their clinical judgement to decide if
an NP swab should be collected.” As stated, the
company has not released the raw data and as
some have said, requests to see the data have
been denied.
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1 0 Reply [2
Theodore Petrou — I
A ps

3yearsago edited

Hi PS, we need the number of tests in
each group and the PCR cycle
threshold. This is absolutely imperative
and UNBELIEVABLE that this data was
not provided. Do you know how to
make an FOI request, and if more of
these FOI requests have been done?

0 0 Reply [2

. elizabethjlondon — I
~ Bill In Montgomey
\

3 years ago

Fauci here in the states admitted in an interview
that more than 35 cycles was most certainly
picking up on dead virus particles that were no
longer infectious (in response to what it means
to keep getting PCR numbers that won't go to
undetectable). However, he also admits that you
have to directly contact the lab running your test
to figure this out. I've seen PCR cycle data for
other illnesses (one of which makes me wonder
how much false-positive inflation is going on
with it as well) that has been published. | found
one paper listing 31 as the cutoff for cycles and
80 as the viral load at which you should not
fiddle with the number in the equation given to
determine load. Fauci mentioned that tests were
being cycled more than 35 times, hence the
persistent viral loads in people who'd long been
without symptoms post-illness. You get more
labwork from people who think they need more
tests, imo. https://journals.lww.com/jo...

0 0 Reply [2

Curlew Club -
3yearsago edited

Two pieces of unexpected data i noticed in the Pfizer
results in Table 8 were: (i) a greater proportion (89%, i.e.,
150 from 169) of the <65yo group (in relation to their
overall trial proportion of 80%) caught Covid-19; (ii) 63%
(i.e., 12 from 19) of 65+ age who caught Covid were not
obese: and (iii) stranaelv. the 12 ‘at risk' 65+ who cauaht
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Covid equaled in number the 12 'not obese' 65+ 075
participants who caught Covid. Ignoring the strange 3rd

piece of data, the first two pieces of data leads me to

speculate these lower risk participants engaged in higher

risk or ordinary behavior while the higher risk participants

engaged in less risky or isolationist behaviour thus

skewing/tainting the data. Is there any information in the

Pfizer paper that says all participants engaged in a similar

environmental exposure after receiving the second dose?

2 0 Reply [2

e —

Avata This comment was deleted.

. Bill In Montgomey  ~ Guest - I
3 years ago

- Tt _ .
Can you expound on this? Does this mean that
for the vaccine to be "effective" a whole lot of
other people also have to be vaccinated?

0 0 Reply [2
. Faigel Katz — M
~ Bill In Montgome
- gomey

3 years ago

No, it does not mean that, not at all.

0 0 Reply [2

Sky - I
3yearsago edited

One of the things i'm most puzzled by are the reporting of
adverse events that overlap with the symptoms of covid.

Both trials have the line "Potential COVID-19 illnesses and
their sequelae were not to be reported as AE", but
"potential covid" is never defined.

The pfizer trial also has a line that says "Among 3410 total
cases of suspected but unconfirmed COVID-19 in the
overall study population, 1594 occurred in the vaccine
group vs. 1816 in the placebo group. Suspected COVID-19
cases that occurred within 7 days after any vaccination
were 409 in the vaccine group vs. 287 in the placebo

group”

These cases are ranked as either serious or not, but non
serious cases are not further broken down into mild,
moderate, and severe.
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The moderna trial doesn't report a number of suspected
covid cases at all.

Do the trial protocols allow investigators to attribute AEs
to covid without a covid test (and therefor without
meeting endpoint criteria), then subsequently not record
the symptoms as AEs?

1 0 Reply 2
Jean-Luc Mommaerts —_

3 years ago

Blindness breach powered by inadvertent placebo
proneness may confound COVID-19 vaccination study
results.

Dr. Jean-Luc Mommaerts, M.D., M.A.l, - Ph.D. Jean-
Luc.Mommaerts@vub.be - Vrije Universiteit Brussel (Free
University Brussels)

Prof. Dr. Anne-Mieke Vandamme, Ph.D. -
annemie.vandamme@kuleuven.be - KU Leuven - Clinical
and Epidemiological Virology - Rega Institute for Medical
Research

COVID-19 vaccination studies are currently being
conducted under time pressure. Thus, many subjects are
enrolled in order to quickly get to a sufficient, a priori
determined number of COVID-19 diagnosed subjects. We
hypothesize that a possible confounding of reported
efficacy could result from blindness breach (BB), in this
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see more
1 0 Reply [2

guest — I

3 years ago

Does this study provide the Raw Data that scientist are
asking for?

Safety and Efficacy of the BNT162b2 mRNA Covid-19
Vaccine:

Original Article from The New England Journal of
Medicine — Safety and Efficacy of the BNT162b2 mRNA
Covid-19 Vaccine

NEJM

0 0 Reply [2
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Andrew Mills —_

3 years ago

My current search for information on the C-19 vaccine
topic is focusing on the preclinical development work
contained within the Pfizer-Biontech regulatory
submission. Specifically, did the toxicology include any
animal testing? If so, which animal models were used?

0 0 Reply [2

Alan Thorpe — I

3 years ago

The trials conducted for this vaccine seem a complete
sham to me. How is it possible to have a trial to test a
vaccine when the volunteers on the trial are sent out to try
to catch it? | imagine they were following the social
distancing rules and mask wearing, which we are told
repeatedly prevent the transmission and infection by the
virus. So how do we know whether it was the masks or the
vaccine that worked? We also have no idea about the virus
exposure any of them received. They should have been
isolated like the common cold unit and both the vaccine
and control group exposed to a controlled amount of the
virus. | wonder how many volunteers they would have had
if a proper trial had been conducted. | regularly read that
the coronavirus has not been isolated and so it has not
been cultured in a laboratory. Who do we believe?

16 1 Reply [2

. sail ~ Alan Thorpe —_ I~

- 3 years ago

Totally agree with you.moreover it seems to me
more an interpretation of a conclusion to make it
fit our expectation, that is 95% efficacy based on
a more or less biased trial. 95% a relative
efficacy but taking into considertion that 162
covid cases in the placebo group of 22000
volunteers it means that 0.74% , consequently
one can understand that 99.3% did not have the
covid 19. statistical interpretation will be tiricky
in this situation.

1 0 Reply [2

. Heidi ~ Alan Thorpe —_ I

3 years ago
\

When running a clinical trial, the placebo group is
compared to the agroup that received the vaccine.
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It is assumed both groups wear masks and
social distance at the same rate because the
study is blinded (nobody knows if they received
placebo or vaccine).

And it is unethical do experiments on humans as
you detail above as a "proper trial". That would
never be approved by an IRB. Just because you
don't understand the science doesn't mean it's a
sham.

0 1 Reply 2

Alan Thorpe ~ Heidi — I~

3yearsago edited

What do you think | mean by a proper
trial? You described what such a trial
involves. But where are the papers
describing the outcomes? | have not
seen any. The entire point of vaccines
is surely that we get back to normal
and should not have to wear masks and
observe social distancing, so surely
trials of the vaccine should not involve
people on the trial following those
rules. Also, we are constantly told that
masks and distancing protects us and
if that is true and the people on the trial
are mixing with people following the
rules, how can the trial test the
effectiveness of the vaccine. We must
know the details.

3 1 Reply [2

. TeeJae ~ Alan Thorpe — I~
- 3 years ago

All great questions. And ones more people
should be asking. My method has always been
to believe those who are completely independent
and free of any conflicts of interest.

6 1 Reply [2

Joe —_

3yearsago edited
The relative vs absolute risk is a really important point.

Assuming the vaccine-placebo split was 50:50, for the
Pfizer trial:
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Placebo group: 162/22,000 = 0.00736% got covid 079
Vaccine group: 8/22,000 = 0.00036% got covid

So that's a difference of 0.007% for primary endpoints
such as symptoms of cough and fever plus PCR positive.

| am not a statistician, so perhaps someone can explain to
me where I've gone wrong - because | don't understand
how this could ever be statistically significant. Even the
slightest change in mean age between the groups would
totally invalidate the study.

6 2 Reply [2

. Claus R ~» Joe —_ I

- 3 years ago

Hi Joe, your percentages are off by two
decimals, though | personally still agree with
your implicit concerns. | am not a medical expert
but just wrote about it from the perspective of
decision risk, see https://gis.blog.ryerson.ca...
(skip to second half).

6 0 Reply [2

Clara Castro -
~ Claus R

3 years ago

Very well explained concepts. However,
public health measures, in my view,
must target a group of individuals - in
this case, society - and not individuals
themselves. And vaccination
campaigns is more about group
protection than individual protection.
And so, even if these two views are
worth discussing, i can't fully disagree
with the 95% risk reduction that media
referred.

0 0 Reply [2

. 2nephi32 A ClausR —_ I
3 years ago
- '’

Your article was very helpful; thanks!

0 0 Reply [2

Joe ~ Claus R —_

3 years ago
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Thanks for your reply Claus. Of course,
yes - | see now! Thank you. You're
article was really interesting and helped
me to understand better the idea of
relative vs absolute risk. It really
underlined for me the danger of
presenting these numbers as they have
been presented in the media. 95%
efficacy seems untouchable, even if
there are slight flaws in the study - a
few percent give or take is not going to
be an issue. But if considering the
absolute reduction of 0.7%, well this
could be explained away not only by
small differences in mean age but also
blood group, genetics, vitamin D status
etc. | wonder if Pfizer controlled for
these variables? Thanks and all the
best

2 0 Reply [2

coleenrowley -

3 years ago

The CDC recently reported and then the U.S. Surgeon
General repeated (in an interview on FOX Sunday News on
Nov 29: https://www.foxnews.com/tra... that over 50% of
all Covid19 cases are "asymptomatic." (The Surgeon
General was kind of on the defensive explaining why
lockdowns, masks, and other such health precautions had
not been implemented sooner and said they did not know
there would be so many asymptomatic cases that could
still transmit disease to others.)

But the vaccine results apparently only involve/reveal
symptomatic cases. So at this point it's not even known if
the vaccine will reduce transmission; if "effective" the
vaccines may only reduce disease symptoms, not actual
viral infection transmission. Can you comment on how
"50% or more asymptomatic cases" would affect the
vaccine makers' findings of 95% effectiveness?

2 0 Reply 2
Drew ~ coleenrowley — I~
3 years ago

This is something that is a little murky for me.
Are the so-called asymptomatic cases actually
the false positive cases, re: overly high cycle
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threshold in many of the PCR tests?

1 0 Reply 2

Bill In Montgomey — N
~ coleenrowley

3 years ago

The link you provided won't open on my
computer. It caught my attention because you
say the CDC now says that "over 50 percent of
the all COVID cases are 'asymptomatic.' " Per my
research, the CDC had previously said that "40
percent" of positive cases were "asymptomatic.”
If you go back several months, the CDC
estimated that "20 to 40 percent" of positive
cases were "asymptomatic." Note the trend ...
The "experts' estimates seem to have gone from
20 percent or more several months ago to "50
percent or more" today. BTW, I've found plenty of
studies that state that the percentage of
"asymptomatic" cases might be as high as 80
percent. So I'm a little skeptical of these CDC
experts and their pronouncements.

2 0 Reply [2

Matthew Sadler - N
~ Bill In Montgomey

3 years ago

Are you sceptical because they have
amended their advice based upon test
data? As more and more testing is
carried out on those without
symptoms, then a better idea of the
numbers who have the disease but no
symptoms.

0 0 Reply 2

. elizabethjondon — M

~ Matthew Sadler
3 years ago
edited

I'm personally skeptical
because this data potentially
reflects artificially boosting
positivity and current infection
rates by ramping up the CT

~Aa - ~r
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over 3 1. Fauci menuons G|l
over 35 being the reason for
persistent viral loads that
won't go away for weeks and
even months. The more you
amplify past a certain point,
the more the numbers are
artificially inflated.

Every CT doubles the amount
of viral snips (not even full
virion or virus) in a sample; 31,
the limit mentioned in this

see more
0 0 Reply [2
TeeJae ~ coleenrowley —_ I

3 years ago

This is where the nuance gets a bit tricky. The
vaccines are not designed to prevent
transmission. They are designed to prevent
infection in the event of exposure; while others
may lessen the severity of the disease in the
event of infection, as you said.

1 0 Reply 2
Joe ~ coleenrowley — I~

3 years ago

There is debate as to how much the
asymptomatic people can transmit, but in any
case you are right - there is nothing in the study
to assess the effect on transmission, and
nothing published in the initial findings that
refers to transmission. The 95% effectiveness
claim is relative, not absolute, and refers to the
number of people that came back reporting
symptoms and were subsequently positive PCR,
so asymptomatic cases would have been
completely ignored, unless there had been mass
PCR testing of all subjects at the end, which I'm
not aware of.

One could say that if the vaccine reduces
symptoms then it could potentially turn mildly
symptomatic people into asymptomatic people,
which may even increase transmission as people
continue daily life unaware of the possibility of
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being a spreader. Of course, that is unknown, but
we won't know until we test it.

0 1 Reply 2

. coleenrowley ~ Joe — I
- 3 years ago

If the vaccine is only effective (or has
been shown to be effective) on the
symptoms of infection and not on
reducing transmission of the virus, than
it should really only be given to the
vulnerable segments of the population,
the elderly, obese and those with pre-
existing health conditions. Otherwise
the vaccine might actually increase
transmission as you say.

1 0 Reply [2
Lobkowitz — I

3 years ago

| see a pile of accumulating FOI requests to MHRA is
building up, | am having to refer all mine to the ICO as
complaints for failing to supply a satisfactory reply, these
vaccines are most certainly in the public interest, | have no
commercial interests in them at all! | am very concerned
this is being rushed.

They need to seek for informed consent for care home
folk, many of whom will have relatives with Power of
Attorney! The UK government is pursuing a very bad
policy. It made a balls of controlling cov-19 from March
onwards, PPE, test, track and trace all at sea, outsourcing
to Serco and other firms with links to MPs etc. A judicial
review is already looming on PPE contracts. Given this
shambles, why would anyone agree to vaccination without
full information and the clinical trial data published in peer
reviewed journals.

The manufacturer cannot confirm how long immunity will
last, nor what unforeseen side effects, adverse reactions
might occur, especially to frail elderly folk with underlying
conditions, who are sensitive to medication, nor can they
confirm when the vaccine prevents transmission of sars-
cov-2.

Imagine going to your VW dealer to buy a new Golf and
they told you in the show room, you can have any colour
and engine size, however we cannot say whether the
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brakes work or how long you can drive it on a full gas tank.

You would not buy one. 084

18 1 Reply 2

J Joe ~ Lobkowitz —

3 years ago

Very true. | really don't know why there is so
much trust in the government approval process
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This is Exhibit « E » to the Affidavit of Kulvinder Gill, sworn remotely by Kulvinder Gill,
stated as being located in the City of Brampton, Ontario, before me in the City of Ottawa, in the
Province of Ontario, on March 8", 2023, in accordance with O. Reg 431/20, Administering Oath

or Declaration Remotely.

A Commissioner of Oaths, etc.
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Ontario Doctors

April 14, 2020

Sent via Email
justin.trudeau@parl.gc.ca
doug.fordco@pc.ola.org

Dear Prime Minister Justin Trudeau and Premier Doug Ford:

We write to you today on behalf of frontline physicians in Canada. Concerned Ontario Doctors
(COD) represents approximately 10,000 frontline physicians in family medicine and all
specialties throughout the province of Ontario. COD advocates on healthcare issues of
provincial and national importance to frontline physicians and our patients.

For the past several months, frontline physicians in Canada have been sounding the alarm
about the threat of the COVID-19 pandemic to Canadians and imploring the Governments of
Ontario and Canada to take prompt and decisive action. Thus far, the measures enacted by
both the provincial and federal governments have been slow, reactive, non-transparent and
often contradictory. Much valuable time has been lost but there are still concrete measures
our governments can immediately undertake to save lives. Canada must learn from other
countries which have successfully navigated COVID-19, including Taiwan, South Korea and
Singapore.

Since no one is immune to the novel coronavirus, SARS-CoV-2 (which causes COVID-19),
experts predicted that with no interventions approximately 30-70% of Canada’s 37,500,000
citizens may become infected. There is currently no vaccine. Assuming a minimum infection
rate of 30%, at minimum 11,250,000 Canadians would acquire COVID-19. We know that at
least 10% of those Canadians infected (1,125,000) will require hospitalization for assistive
breathing measures and at least 5% of infected Canadians (562,500) will require intensive
care with mechanical ventilation. Even prior to the COVID-19 pandemic, Ontario and Canada
have been mired in a historic healthcare crisis due to years of deep frontline cuts and heavy
rationing of essential care. Amongst the wealthiest countries in the world, Canada consistently
ranks last or second last for accessibility to care. More than five million Canadians do not have
a family doctor and multi-year specialist waitlists were the norm in Ontario even prior to this
pandemic. Our healthcare system also has fewer hospital beds, intensive care unit (ICU) beds
and physicians per capita when compared to other Organisation for Economic Co-operation
and Development (OECD) countries. OECD is a group of 34 member nations that discuss and
develop economic and social policy.
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States of America (USA) and Spain report the highest number of known deaths from COVID-
19 globally. Comparatively, our healthcare systems in Canada are not equipped with the
healthcare frontline and infrastructure capacity of other OECD nations. Canada has fewer
hospital beds per capita (OECD 5.4 hospital beds per 1000 people, Italy 3.2, Spain 3.0, USA
2.9, Canada 2.5, Ontario 2.3, Brampton 0.9), fewer ICU beds per capita (OECD 3.60 per 1000
people, USA 3.42, Spain 2.69, Italy 2.62, Canada 1.95, Ontario 1.30, Brampton 0.04) and
fewer physicians per capita (OECD 3.4 per 1000 people, Italy 4.1, Spain 3.9, USA 2.7, Canada
2.4, Ontario 2.2). Prior to building capacity in our overburdened healthcare system through
the cancellation of elective surgeries and ambulatory clinics, the majority of hospitals in
Ontario were operating well over 100% capacity and the majority of Ontario ICUs were
operating at more than 90% capacity. As of April 1, 2020, Ontario was operating at 80% of its
ICU capacity. With the expansion of ICU capacity over the past week, there has been a
temporary increase in the availability of ventilators in unconventional ICU spaces; however,
the frontline physicians, nurses and respiratory therapists in Ontario and Canada with the
medical training required to manage and treat patients in an acute intensive care setting
remain finite.

Social distancing slows the spread of COVID-19 transmission within the community in hopes
of not overwhelming our already overburdened healthcare system beyond its resource
capacity. However, social distancing alone is not sufficient in Canada’s war against COVID-
19. Thus far, each province has been independently enacting its own measures to varying
degrees to combat COVID-19. Canada must learn from the failures and successes of other
jurisdictions globally, enact policies based on science and act as a sovereign nation to protect
the health and safety of all Canadians. Canada must have a robust, collective approach with
federal leadership to ensure national success in our country’s war against COVID-19 by
prioritizing and acting upon the following:

1. Personal Protective Equipment (PPE): Failure of the Government of Canada to follow
its own playbook created in 2006 for health sector pandemic preparedness and failure of
the Government of Ontario to maintain its PPE stockpile are endangering the lives of
frontline doctors, nurses, healthcare workers and our patients. All Canadian medical
suppliers of PPE have been indefinitely out of stock since January 2020. Many frontline
family doctors and specialists are practicing within community clinics across Canada with
little to no PPE. The PPE in Ontario hospitals is either rationed, locked up, or sorely
inadequate; frontline physicians and nurses who have brought in their own have been
reprimanded by hospital administrators. Some Ontario physicians and nurses who have
publicly raised concerns about their hospital or medical institutions’ lack of PPE, have
faced threats of termination or loss of privileges from hospital administrators.
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PPE is critical for the protection of frontline doctors, nurses, healthcare workers and
essential frontline custodial staff. It is unclear to frontline Canadian physicians why the
Governments of Canada and Ontario ignored all warnings from frontline physicians. The
first Canadian case of COVID-19 was in Ontario on January 25, 2020. The Government of
Canada did not start the federal PPE procurement process until March 11, 2020, well after
shipping 16 tonnes of PPE to China on February 4, 2020, and several months after
physicians had started sounding alarms. As of April 13, 2020, there were 813 known
frontline healthcare workers in Ontario alone who had tested positive for COVID-19,
representing approximately 11% of all known Ontario cases. There has already been one
frontline hospital death from COVID-19 in Ontario. Given the heavy rationing of COVID-19
testing in Ontario due to a shortage of viral swabs, we know the number of COVID-19
infected healthcare workers is immensely higher. A large portion of frontline healthcare
workers in Ontario who have been suspected of having COVID-19 are not being tested
and have been told to simply self-isolate for 14 days, thereby placing undue strain on a
healthcare system that was at its breaking point before the pandemic began.

With international supply chains fractured, and our provincial and national PPE stockpiles
grossly insufficient in the face of growing PPE demand, it is critical for Ontario and Canada
to have immediate PPE domestic production. Recently some Canadian companies have
started domestic production of some basic PPE; however, there is currently no domestic
production of N95 respirators. Provincial and federal governments have provided no
details or timelines regarding timing for retooling and commencement of domestic PPE
manufacturing lines or, more importantly, when the urgently needed PPE will actually be
on the frontlines and how it will be distributed.

Canada cannot fight a war against COVID-19 without the protection of its frontline doctors,
nurses and healthcare workers. Protection of our healthcare frontlines ensures protection
of their patients, families and communities. COD recommends:

e Urgent, robust and sustained robust domestic production of all personal protective
equipment required by healthcare frontlines, N95 respirators, L3 medical grade
surgical masks, face shields, goggles, hair caps, medical grade nitrile, latex and
vinyl gloves, isolation gowns, hazmat suits and coveralls.

e Transparent public reporting from all provincial and federal governments regarding
timelines for commencement of PPE manufacturing, timelines for PPE to be on
frontlines and capacity of PPE production (with quantity and timelines).

e Equitable distribution of PPE to frontline doctors, nurses, healthcare workers
(including custodial staff) in hospitals, physicians’ community clinics, long-term care
homes and nursing homes.
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2. Full Data Transparency: There is a significant lack of transparency in data reporting from

both the Governments of Ontario and Canada. Over the past several months, there has
consistently been an under-reporting of known cases, hospital admissions, ICU
admissions and even deaths wherein known COVID-19 data from provincial agencies,
such as Critical Care Services Ontario and local Public Health agencies, has not been fully
captured in the data reported by governments provincially or nationally. Shortage of viral
testing swabs and testing reagents have also resulted in significant rationing of COVID-19
tests in Ontario leading to grave under-reporting of COVID-19 cases. This poor-quality
data has then been utilized by provincial and federal governments for modelling the
incidence and mortality of COVID-19. Ontario and Canada are making crucial public health
policy decisions with a blindfold.

Canada cannot fight what it cannot see. COD recommends:

e Transparent public reporting of all known and suspected COVID-19 cases,
hospitalizations, ICU admissions and deaths in real-time with non-identifying
demographics on provincial and federal government websites.

e Transparent public reporting of all known and suspected COVID-19 cases,
hospitalizations, ICU admissions and deaths amongst frontline physicians, nurses
and healthcare workers in real-time with non-identifying demographics on provincial
and federal government websites.

. Mass Testing: Ontario has the lowest per capita testing in Canada and although the
Government of Ontario has increased its laboratory capacity, COVID-19 testing remains
heavily rationed in Ontario due to a long-standing shortage of viral swabs (which were
imported from ltaly). The key to Taiwan and South Korea'’s success against COVID-19 is
mass testing of everyone, contact tracing via public health and a mandatory 14-day
isolation of infected people.

As of April 12, 2020, the Province of Ontario has 86 reported outbreaks of COVID-19 in
long-term care homes and 16 reported outbreaks of COVID-19 in hospitals. Nearly half of
all COVID-19 deaths in Ontario and Canada have been in long-term care homes.
Asymptomatic frontline healthcare workers without adequate PPE are unknowingly acting
as vectors for COVID-19 transmission. Many seniors at long-term care homes and nursing
homes have dementia, mobility issues or are unable to vocalize their symptoms. Fever is
often a late-onset clinical sign. It is alarming that following these institutional outbreaks,
there have been no universal testing measures instituted. This has resulted in unchecked
and rampant spread through institutions leading to significant fatality rates.
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Many frontline physicians who have clinically exhibited symptoms of COVID-19, after
caring for patients who tested positive for COVID-19, have been refused testing by the
province and were instead advised to self-isolate for 14 days. The province has also
refused testing for immediate family members living in the same household as patients
who have tested positive for COVID-19. There have been many instances in Ontario where
frontline physicians have clinically and/or radiologically suspected patients of having
COVID-19, but the province has refused testing. In other instances, the province did not
agree to test some patients until after their deaths, if at all, with some of these results not
being processed as positive until nearly one week after a patient’s death from COVID-19.

Extrapolating the data from the known number of COVID-19 ICU admissions in Ontario,
the province is likely capturing only 10% of COVID-19 positive cases. Without robust
testing, Canada’s response to COVID-19 will continue to be reactive.

There is rapid community transmission of COVID-19 in Ontario and Canada attributed to
asymptomatic transmission. Other jurisdictions in the world are conducting 100,000 to
150,000 COVID-19 tests daily. In order to shift Canada’s response from being reactive to
proactive, the first step must be mass testing. Early detection of people carrying the virus
is crucial to containing the virus. Health Canada’s approval of rapid point-of-care testing
on April 11, 2020 with handheld DNA analyzers is a step in the right direction; however,
there has been no data publicly published regarding the sensitivity and specificity of this
test to determine its diagnostic accuracy. COD recommends:

e Canada must quickly aim to achieve mass COVID-19 testing of everyone. A safe
and efficient means for the public and healthcare workers is via drive-thru tests, as
initially implemented by South Korea.

o Perioritization of testing for ALL physicians, nurses and frontline healthcare workers.

e Prioritization of testing for ALL staff, inpatients and residents in locations of COVID-
19 outbreaks, including hospitals, long-term care homes, nursing homes, retirement
homes, physicians’ clinics, homeless shelters, group homes, women’s shelters,
correctional facilities, prisons and remote northern communities.

e Perioritization of rapid point-of-care testing kits for physicians’ clinics, long-term care
homes, nursing homes, retirement homes, homeless shelters, group homes,
women’s shelters, correctional facilities, prisons, remote northern communities and
airports. Strict public health measures in all long-term care homes, nursing homes,
retirement homes, women’s shelters, homeless shelters, correctional facilities and
prisons to restrict non-essential visitors and halt communal meal and socializing
areas.
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e |solation and treatment of patients who are COVID-19 positive in independent
patient facilities.

e Contact tracing by public health for all known COVID-19 positive patients with
subsequent prioritized testing of contacts and a mandatory 14-day self-isolation.

¢ Increase testing capacity through domestic manufacturing of supplies essential for
COVID-19 testing, including viral swabs, diagnostic testing kits and laboratory
reagents.

¢ Increase testing capacity through utilization of academic laboratories and individual
point-of-care diagnostic testing kits.

4. Large-Scale Domestic Production: The COVID-19 pandemic has exposed significant

vulnerabilities in our supply chains and has left Canadians vulnerable to the political whim
of other nations and supply chain warfare. Canada’s fight against COVID-19 will likely be
a marathon with multiple waves. Canada must create a means for rapid and sustained
domestic production of all critical medical supplies and equipment required against
COVID-19. The private business sector has been eager to assist in retooling to
manufacture medical supplies and equipment required in Canada, but requires firm
government commitments and assistance.

Canada pandemic response must include made in Canada solutions. COD recommends
urgent and sustained domestic production of:

All Personal Protective Equipment

COVID-19 Diagnostic Supplies, Diagnostic Kits and Serology Kits
Pharmaceuticals including Palliative Medications

Ventilators

Medical Equipment to Set-up Independent Patient Facilities

. Independent COVID-19 Patient Facilities: South Korea was able to quickly flatten its
curve with robust mass testing combined with independent patient facilities for COVID-19
patients. At least 10% of COVID-19 patients will require hospitalization.

Independent patient facilities allow for virus containment which is crucial to reduce COVID-
19 transmission. A few Canadian cities, including Vancouver and Burlington, have already
created independent patient facilities. COD recommends:
e All jurisdictions in Canada create independent patient facilities to treat COVID-19
patients requiring hospitalized care.
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6. Facial Cloth Masks for Everyone: home-made cloth masks should be encouraged for
everyone to decrease symptomatic and asymptomatic community transmission.

7. Shut Down of all Domestic and International Passenger Flights: It is unclear to
frontline physicians why international flights to Canada were not shut down months ago.
Simply banning symptomatic passengers from entering Canada or travelling within
Canada via train is insufficient. There are no effective means to “screen” passengers at
airports in Canada as there is currently no rapid point-of-care test available at airports in
Canada, fever is often a late-onset sign and the maijority of patients with COVID-19 are
asymptomatic. Domestic and international flights remain operational in and to Canada with
flights filled with Canadians, permanent residents, diplomats, temporary migrant/foreign
workers and airline crews arriving daily to the Toronto, Vancouver, Montreal and Calgary
Airports from COVID-19 hot-spots with only advice to self-isolate for 14 days. Self-isolation
for 14 days is still voluntary for repatriated Canadians despite there being COVID-19
outbreaks on flights, trains and buses over the past several months.

Canada will not be successful in flattening the curve and getting ahead of the SARS-CoV-
2 if international airports and domestic transportation hubs remain entry points for new
infections with subsequent community transmission. COD recommends:
e Shut down of all domestic passenger flights in Canada.
e Shut down of all international passenger flights to Canada.
e Shut down of all inter-city and inter-provincial trains, buses and ferries in Canada.
e Any Canadians awaiting repatriation must have a mandatory 14-day quarantine in
a military facility or dedicated hotel under government supervision immediately upon
arrival in Canada.

8. Closure of all Non-Essential Services, Social Distancing & Ban All Public
Gatherings: for at least the next one month, it is crucial that all non-essential services be
closed nationally. When Ontario had announced closure of non-essential services, the
province simply classified many non-essential services as being “essential”; this must be
urgently rectified to aggressively flatten the curve in the coming two weeks. It is also crucial
for provinces to regularly reassess the status of our fight against COVID-19 to determine
when such restrictions can be safely lifted.

Successful mass diagnostic testing, contact tracing, mandatory 14-day isolation of infected
individuals and serology testing will all be crucial in eventually allowing for social distancing
measures to be eased and lifted. COD recommends:
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e Closure of all non-essential services nationally with reassessment at 2-4 week
intervals.

¢ No public gatherings nationally of larger than five people with reassessment at 2-4
week intervals.

. Pharmacological Treatment & Vaccine Development: There are currently clinical trials
underway in Canada exploring various pharmacological treatments for COVID-19. Dr.
Anthony Fauci, an Infectious Disease expert and long-time Director of the United States’
National Institute of Health and the Centers for Disease Control, has stated that vaccine
development against Sars-CoV-2 (the coronavirus that causes COVID-19) will take at least
12-18 months. The Public Health Agency of Canada continues with vaccine research in
collaboration with other nations. In the interim, Canada must approve and increase mass
capacity for serology testing to identify immune Canadians. The treatment for COVID-19
is currently supportive. The fatality rate of COVID-19 in Canada is currently 1.2%. Aside
from increasing healthcare capacity and resources, including ICU and ventilator capacity,
Canada must also ensure adequate supply of all palliative care medications.
Approximately 80% of the active ingredients used to produce finished medication in North
America come from China. With the pandemic creating increasing strains on global supply
chains, it is crucial for Canada to ensure domestic production of these active ingredients.
COD recommends:

e Procurement and domestic production of crucial palliative care medications.

e Domestic production of active starting ingredients and essential pharmaceuticals in

Canada.

10.Serological Tests to Detect Inmunity: Detection of Canadians who have had COVID-

19 infection with little or no symptoms and are now immune is crucial in order to ease
social distancing measures. Germany already conducts approximately 100,000 COVID-19
tests daily and is now the first European country to begin large-scale coronavirus antibody
testing in an effort to help researchers assess infection rates and monitor the spread of the
COVID-19 more effectively. In determining infection rates, Ontario and Canada are
currently using models based on incomplete data. Randomized tests can provide a more
accurate real-time assessment. A national SARS-CoV-2 antibody testing program in
Canada would determine how many Canadians are immune to the coronavirus, accurately
quantify the large portion of asymptomatic cases and allow for the determination of an
accurate mortality rate.

The United States’ Centers for Disease Control (CDC) is also carrying out antibody testing;
one of the serology testing kits the CDC is utilizing is manufactured by a Canadian
company in Ontario. The CDC is conducting serology tests on blood samples from three
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opulg’iidﬁyér‘babs: people not diagnosed with the virué in coranavirus hotspots, people

from different parts of the country, and healthcare workers. Finland, India and several other
countries have also started national serology testing programs. Identification of Canadians
who unknowingly had COVID-19 with mild or no symptoms through serology testing could
then allow for these individuals to return to work and aid in our country’s war against
COVID-19.

The SARS-CoV-2 antibody tests are a crucial stepping stone to relaxing some of the
harsher lockdown measures introduced throughout Canada and the world. It is unclear
why despite these tests being manufactured by a Canadian company in Ontario, Health
Canada has not yet approved its use by healthcare professionals. Just last week Health
Canada stated that “These tests are also being accepted for review; however, the World
Health Organization (WHO) does not currently recommend serological tests for clinical
diagnosis, and Health Canada is following this advice,” adding that Health Canada officials
are giving the traditional PCR (polymerase chain reaction) testing kits priority under the
interim order. It is unclear to frontline physicians in Canada why the Governments and
Public Health Agencies in Canada, and Health Canada continue to blindly act upon WHO
directives, instead of basing its policies on scientific evidence.

The crucial role of serological tests goes far beyond establishing a clinical diagnosis and
a robust public health response to COVID-19 pandemic would employ both PCR testing
and serological testing; each of these testing modalities serves a distinctly different
purpose. COD recommends:
e Immediate Health Canada approval of laboratory and rapid point-of-care
coronavirus serology testing to detect SARS-CoV-2 antibodies.
e Large scale serology testing nationally.

Support of Canada’s Frontline Physicians and Healthcare Workers: Even prior to the
COVID-19 pandemic, the burnout rate amongst Ontario physicians was already at 63%
(with a 50% burnout rate for physicians in Canada). Physicians also already had the
highest suicide rate of any profession with male physicians killing themselves at a rate
40% higher than males in general and female physicians killing themselves at a rate 130%
higher than females in general. Amidst the COVID-19 pandemic, frontlines physicians and
nurses are experiencing pre traumatic stress disorder: anxiety from awareness of what
awaits with the path of devastation and human suffering COVID-19 has caused in other
parts of the world. During and following the pandemic, Canadian physicians and nurses
are at risk of experiencing high levels of compassion fatigue, anxiety, depression,
addiction, PTSD, burnout and suicide. The greatest barrier for Canadian physicians to
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receive the mental health care they desperately need is mandatory reporting to provincial

and territorial regulatory and licensing bodies that do not recognize mental health and
physical health as being equal; as a result, physicians in Canada suffer in silence fearing
implications to their medical licenses and livelihoods.

The majority of Canadian physicians are small business owners. As an essential service,
physicians have steep overhead expenses to provide essential patient care through virtual
clinics to continue to manage acute and chronic patients and alleviate pressures on
hospital emergency departments. Surgeons whose elective operating time have been
cancelled, physicians providing home care, and office-based family physician and
specialists have seen marked drops in income, but still have to meet steep overhead
expenses, including clinic rent, nurse and secretarial staff salaries and other clinic
operating costs. Their disability insurance would not cover them and they do not qualify for
many of the federal financial assistance program already announced. Additionally, in
Ontario, physicians’ pay is being withheld by the Ontario government for essential virtual
patient care already provided for at least four months due to the province’s supposed
inability to program a simple fee code. Ontario physicians are an essential service and are
working tirelessly to care for their patients during the COVID-19 pandemic, but are not
being paid by the Ontario government for months; this is placing undue stress and financial
hardship on physicians and their staff with many clinics on the brink of closure. If these
community physician clinics close, patients will be left with no choice but to seek medical
care at already overburdened hospital emergency departments. In June 2003, Ontario had
the highest number of SARS deaths outside of Asia; Canada has already surpassed that
number nationally by 15-fold. Ontario agreed to the “SARS Income Stabilization Program”
in 2003 and eventually paid approximately $190 million to physicians, nurses, and
paramedics. The Government of Canada must support a similar program nationally in
partnership with provinces now for COVID-19. Financial support for health professionals
is needed and needed now to protect our healthcare system. In addition, there should be
government-funded life insurance, at least for physicians, nurses, respiratory therapists
and healthcare workers who succumb to COVID-19.

The majority of Ontario frontline physicians either have no PPE or are facing rationing of
their PPE by hospital administrators. Many Ontario physicians have already faced
reprimand from hospital administrators for wearing their own PPE (when the hospital failed
to provide PPE) and for publicly speaking about the lack of PPE. Some physicians and
nurses have been threatened with termination. It is crucial that frontline physicians and
nurses are protected.
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Canada’s war against COVID-19 is only as strong as its healthcare frontlines. Canada
must ensure the protection of frontline physicians, nurses and healthcare workers. COD
Recommends:

Federal funding for mental health supports for frontline physicians, nurses and
healthcare workers.

All jurisdictions in Canada treat mental health as physical health by following the
lead of other jurisdictions globally to remove the mandatory reporting of mental
illness to medical provincial and territorial licensing and regulatory bodies. Frontline
physicians need to be supported, not punished, for seeking desperately needed
mental health care.

The Government of Ontario immediately stop withholding physicians’ pay. The
Ontario Ministry of Health must immediately pay all Ontario physicians’ outstanding
billings for virtual care. Ontario should follow the lead of other provinces and pay
physicians’ OHIP billings every two weeks during the duration of the pandemic.
Nationally legislated whistleblower protection for all frontline physicians, nurses and
healthcare workers to protect against unfair reprimand and termination when
advocating in the best interest of their wellbeing, their profession and their patients.
Hazard pay for frontline physicians, nurses, respiratory therapists and healthcare
workers risking their lives to provide essential patient care during the COVID-19
pandemic.

Government-funded life insurance for physicians, nurses, respiratory therapists,
and healthcare workers who succumb to COVID-19.

A national federal government COVID-19 Income Stabilization in partnership with
provinces for frontline physicians, nurses and paramedics.

12.Pandemic Triage Ethics: Ontario has already drafted a pandemic triage policy which
would serve to ration ventilators. There was no public consultation. It is absolutely crucial
that Ontario and any other Canadian jurisdictions developing such policies consult with
Canadians to ensure fair and equitable access to healthcare resources for marginalized
groups, especially Canadians living with disabilities. COD recommends:

Consultation with Canadians from marginalized groups, especially Canadians living
with disabilities.

Any government pandemic triage policies must be fair, equitable and without any
form of systemic discrimination, including ageism, racism, sexism or ableism.
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13.Protection of Canadians’ Civil Liberties: The Canadian Charter of Rights and Freedoms
enshrine the protection of basic human rights and fundamental freedoms for all Canadians.
Canadians are privileged with rights, liberties and freedoms due to the ultimate sacrifice
paid by our brave Canadian soldiers. Canadians have no greater task than to stand on
guard for one another’s liberties. All federal and provincial governments must ensure that
all public health measures enacted to date are temporary and the need for existing
measures is regularly reassessed. There are many powers at the federal government’'s
disposal in the Quarantine Act which it has not yet utilized. It is prudent that our
governments not over exert their powers upon civilians during a pandemic, especially
when the numerous aforementioned non-intrusive public health measures contained in this
letter have yet to be enacted. COD recommends:
e Federal and provincial governments prioritize effective public health policies against
COVID-19 that are least intrusive to Canadians’ civil liberties.
e Federal and provincial governments ensure that all public health measures enacted
to date are temporary and the need for existing measures is regularly reassessed
at 2-4 week intervals.

14.Legislation to Protect Privacy & Health Data of all Canadians: In December 2019, the
massive LifeLabs privacy breach was the largest medical privacy preach in Canada’s
history and the third largest ever globally, victimizing approximately 15 million Canadians
(nearly 90% of all Ontario residents). The lack of Ontario government safeguards and
accountability has been distressing for patients. The ethical ramifications of this breach
underscore the downside to digitally accessible health data, especially in light of Canada’s
outdated privacy legislation and inadequate government oversight of public and private
corporations that manage health information. Canada’s Office of the Privacy
Commissioner (COPC) has been calling for reforms to Canada’s privacy laws for years,
but the Canadian government has failed to adequately regulate the activities of health
information custodians, thereby enabling the careless handling of personal health
information. The COPC has stated that: “We must reject the notion that rights-based laws
impede economic growth or other important societal objectives. Fundamental rights are
not an impediment to innovation or the delivery of government services in the digital age.
In fact, a rights-based statute would serve to support responsible innovation by promoting
trust in government and commercial activities.”

The recent LifeLabs breach and rampant ransomware attacks against Ontario hospitals
(fuelled by the provincial government’s healthcare system reforms without adequate
cybersecurity) demonstrate the epidemic scope of privacy violations. Our governments’
inaction, despite a pressing need, may result from financial conflict of interest inherent in
government’s relationships with the private sector.
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It is troubling that on April 12, 2020, the Ontario government announced its plan to create
the Pandemic Threat Response (PANTHR). This platform will allow researchers access to
the health data, including physician, pharmacy, hospital, laboratory and long-term care
patient data, of 14 million Ontarians. The province has stated it will anonymize the
information shared with researchers and industry, but no other protection has been
provided to Ontarians.

To prevent Ontarians and Canadians from becoming pawns in a billion-dollar industry that
sells their health data to the highest global bidders, COD recommends:

e The Governments of Canada must immediately pass robust legislation to protect
the health data and privacy of all Canadians. Technical rules in place to protect
personal data, such as consent, access and transparency, are important
mechanisms for the protection of privacy, but they do not define the right itself.
Legislation should define privacy in its broadest and true sense, by describing it as
freedom from unjustified surveillance. Legislation should recognize and protect
Canadians’ freedom to live without surveillance of state or commercial enterprises.

15.Non-Partisan Government Leadership with Frontline Representation: The

Government of Canada has a “COVID-19 Cabinet Committee” made up entirely of
government Cabinet Ministers and bureaucrats; similarly, the Government of Ontario has
a “COVID-19 Command Table” made up entirely of its Cabinet Ministers and bureaucrats.
The response to the COVID-19 pandemic must be non-partisan with representation and
voices from all opposition parties at the table. There is also a deeply troubling void of voices
from the healthcare frontlines both provincially and federally; governments are making
critical decisions directly impacting the lives of frontline physicians, nurses, healthcare
workers and our patients without knowledge of the frontline reality in real-time. This has
consistently led to slow and reactive government policies endangering lives of healthcare
frontlines and Canadians. We need voices of healthcare frontlines who are on the ground
and who understand the complexity and nuances of what is actually happening. COD
recommends:
e Representation from all opposition political parties on the federal and provincial
governments’ COVID-19 Committees and Command Tables.
e Representation from frontline physicians, nurses and paramedics on the federal and
provincial governments’ COVID-19 Committees and Command Tables.
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Concerned Ontario Doctors urges the Governments of Ontario and Canada to heed the
ongoing warnings of frontline physicians; be fully transparent with Canadians; proactively
enact policies based on science, protect frontline physicians, nurses and healthcare workers;
protect the privacy and liberties of Canadians; and act as a sovereign nation to protect the
lives of all Canadians.

Sincerely,
Board of Directors of Concerned Ontario Doctors:

Dr. Kulvinder Gill, MD, FRCPC

Dr. Deron Brown, MD, FRCSC

Dr. Ashvinder Lamba, MD, CCFP

Dr. Mark D’Souza, MD, CCFP (EM), DCAPM
Dr. Plabon Ismail, MD, FRCPC

Dr. Kenneth Lai, MD, DCAPM, DOHS

Dr. Kathryn Walker, MD, CCFP

/copies sent via email to:

All Members of House of Commons Standing Committee on Health

Health Minister of Canada, Liberal MP Patty Hajdu: patty.hajdu@parl.gc.ca

Deputy Prime Minister of Canada, Chair of Cabinet COVID-19 Committee, Liberal MP Chrystia Freeland:
chrystia.freeland@parl.gc.ca

Chief Public Health Officer of Canada, Dr. Theresa Tam: drtheresa.tam@canada.ca
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Leader of New Democratic Party of Canada, NDP MP Jagmeet Singh: jagmeet.singh@parl.gc.ca

NDP Health Critic, NDP MP Don Davies: don.davies@parl.gc.ca

Leader of Green Party of Canada: leader@greenparty.ca

Health Minister of Ontario, PC MPP Christine Elliott: christine.elliott@pc.ola.org
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Angus: helen.angus@ontario.ca
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SCIENCE

The CDC Is Breaking Trust in
Childhood Vaccination

With its unscientific push to vaccinate all infants and toddlers against COVID, the
agency will harm vaccine uptake for more significant diseases

BY LESLIE BIENEN AND TRACY BETH HOEG

JULY 05, 2022

N JUNE 18, THE U.S. CENTERS FOR DISEASE CONTROL
and Prevention (CDC) officially recommended Pfizer and
Moderna COVID-19 vaccines for all children between the
ages of 6 months and 5 years. While the Food and Drug

Administration (FDA) is the agency responsible for authorizing
emergency use of vaccines, it’s the CDC that crafts subsequent
messaging, makes specific recommendations, and prioritizes who can,
should, or should not get vaccinated. In her briefing, CDC Director
Rochelle Walensky strongly urged all parents of the nearly 20 million
American children in this age group to vaccinate them as soon as
possible.

For some parents, Walensky’s briefing came as a huge relief. But if
polling from May is anything to go by, a larger number of parents
likely greeted the recommendation with skepticism. Even before the
underwhelming trial results came out, only 18% of surveyed parents
reported that they planned to vaccinate their babies and toddlers.


https://www.tabletmag.com/sections/science
https://www.tabletmag.com/contributors/leslie-bienen
https://www.tabletmag.com/contributors/tracy-beth-hoeg
https://www.cdc.gov/media/releases/2022/s0618-children-vaccine.html#:~:text=Today%2C%20CDC%20Director%20Rochelle%20P,receive%20a%20COVID%2D19%20vaccine.
https://www.kff.org/coronavirus-covid-19/poll-finding/kff-covid-19-vaccine-monitor-april-2022/

Nationally, uptake in minors between the ages of 5 and 11 as of June
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22,2022, was 29% receiving two doses, and 36% receiving one, but

vaccine requirements for sports, camps, and other activities likely

drove an unknown percentage of vaccination in this age group.

RELATED
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There remains, moreover, no solid consensus among physicians about
the importance of vaccinating healthy children against COVID-19. A

survey from December 2021 indicates that as many as 30%-40% may

not be recommending COVID vaccination for children ages 5 to 17, to

say nothing of infants. A recent editorial in The Lancet expressed

uncertainty about whether the benefits of vaccinating healthy 5-to 11-

year-olds outweigh the risks, especially in those with a history of

infection.

The gap between the CDC’s enthusiasm for vaccinating all children

against COVID and that of parents and health care providers is
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unlikely to be bridged by approval under Emergency Use 103
Authorization. Approval for the COVID vaccines in infants and
toddlers is based on two trials that used changes in antibody levels as
an estimate of efficacy, but did not assess protection from severe
disease, hospitalization, or multisystem inflammatory syndrome in
children (MIS-C), important outcomes that parents worry about. In a
Food and Drug Administration (FDA) meeting on June 28, Pfizer

Vice President for Viral Vaccines Kena Swanson even acknowledged

that “there is no established correlate” between antibody levels and
protection from disease.

In the Pfizer trial, the confidence interval —which shows the possible
range of protection level—was alarmingly wide, with the lower bound
suggesting the possibility of a 380% increase in the chance of
infection after the third dose. Additionally, neither trial met the 50%
efficacy requirement established by the FDA for approval of adult
COVID vaccines. Peter Marks, the FDA’s top vaccine official, told
Congress in May that the efficacy requirement would be lowered for
the pediatric vaccine simply because vaccine efficacy against the

omicron variant was lower in general.

With rates of severe disease now much lower in children than at the
start of the pandemic—due to higher levels of natural immunity and
lower rates of severe disease caused by omicron—trials would have
needed to enroll hundreds of thousands of children, if not over a
million, in order to detect a significant impact of the pediatric vaccine
against severe disease. Vaccine companies could have conducted such
time-consuming and costly trials, especially if there had been interest
in international collaboration. But there was no economic incentive
to do so, and every economic incentive not to: Speed, not providing
meaningful information to parents and physicians about safety and
efficacy, was the priority of U.S. regulatory agencies.

Because Pfizer and Moderna were permitted to seek approval for
pediatric COVID vaccines under the emergency use pathway,


https://twitter.com/techjudge/status/1541843877967151106
https://endpts.com/fdas-peter-marks-to-congress-youngest-kids-vaccine-wont-need-to-hit-50-efficacy-mark/

Moderna only enrolled 6,300 total children in trials (4,700 in the
vaccine group and 1,600 in the placebo group), and Pfizer only
enrolled 4,526 total (2,750 in the vaccine group and 1,776 in the
placebo), with two-thirds dropping out before the third dose. The
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trials, in other words, enrolled only a fraction of the number of
participants that would have been required to determine efficacy
against end points like severe disease, hospitalization, and rare
adverse events such as myocarditis, which has been linked to COVID

vaccination in males in the 12- to 17-year-old age group at a rate of up
to1in 2,700.

Furthermore, the follow-up time after the second dose of Moderna
and the third dose of Pfizer was only 1-3 months. Data from adults
show protection against infection is transient, though protection
against severe disease so far seems longer lasting. For the Moderna
vaccine, efficacy against infection was not statistically significant for

children between 6 months and 2 years, according to one of the
company’s two analyses. In the Pfizer trial, there was no evidence of
efficacy for the first two doses against omicron for this age group; the
“effect” seen after the third dose was so uncertain that it is impossible
to draw firm conclusions about how well the vaccine worked to
prevent cases.

Still more puzzling is the fact that neither Pfizer nor Moderna—
despite continued assurances that mRINA vaccines are uniquely
flexible, allowing manufacturers to quickly tweak vaccines to match
new variants—has released an updated version of their product: The
pediatric vaccines now being administered target an outdated variant.
In addition, the infant and toddler trials were mostly limited to
children who had not been previously infected with COVID
(estimates based on blood work showed less than 15% of children
enrolled had previously been infected). With 75% of children
nationally having already been infected by February 2022, the

immune-naive children enrolled in the trial were not representative

of their age group at large.


https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-authorizes-moderna-and-pfizer-biontech-covid-19-vaccines-children
https://www.businesswire.com/news/home/20220616005633/en/
https://pubmed.ncbi.nlm.nih.gov/34849657/
https://www.cdc.gov/mmwr/volumes/71/wr/mm7126e2.htm
http://www.fda.gov/media/159257/download
https://www.cdc.gov/mmwr/volumes/71/wr/mm7117e3.htm#F1_down
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“The general trust deficit 1s more
troubling than skepticism toward
this particular vaccine.”

Share 2

Even in the already troubled context of the last two years, the CDC’s
unqualified recommendation to vaccinate every young child against
COVID may further contribute to the profound chasm of trust
between U.S. citizens and their public health agencies. In January, a
Hart poll found that only 44% of respondents said they believe what
the CDC says; a March Gallup poll put it at 32%. Evidence of trust
slippage can be seen even in highly vaccinated places like Portland,

Oregon, where CDC recommendations were for the most part
embraced unquestioningly during the pandemic. Despite the CDC’s
recommendation that all children 5 and up should receive a booster,

as of June 26 only 8.7% of children ages 5-11 in the Portland area are
boosted, compared to 3.9% in the entire state of Oregon. (The CDC
and American Academy of Pediatrics have not made nationwide data
available.)

The general trust deficit is more troubling than skepticism toward
this particular vaccine, because it could conceivably drive down
uptake of other childhood vaccines that we know are more important
to children’s health, such as those against measles, mumps, rubella,
diphtheria, polio, and Haemophilus influenza type b (Hib). This is not


https://s3.documentcloud.org/documents/21184709/220027-nbc-news-january-poll.pdf
https://news.gallup.com/poll/354566/americans-ratings-cdc-communication-turn-negative.aspx
https://www.cdc.gov/media/releases/2022/s0519-covid-booster-acip.html
https://public.tableau.com/app/profile/oregon.health.authority.covid.19/viz/OregonCOVID-19VaccineEffortMetrics/StatewideProgress
https://public.tableau.com/app/profile/oregon.health.authority.covid.19/viz/OregonCOVID-19VaccineEffortMetrics/StatewideProgress

an alarmist or trivial concern, as vaccinations are one of the most Lo

lifesaving medical interventions in human history, rivaled perhaps
only by antibiotics. In 1800, 46% of American children did not make

it to age 5, and the majority died from what are now vaccine-
preventable diseases. The smallpox vaccine alone is_ estimated to have
saved 150 million to 200 million lives. Rates of diseases such as
tetanus, rubella, polio, Haemophilus influenza type b (Hib) have
declined by 99% since widespread childhood vaccination became

commonplace in the 20th century.

It is therefore worth our attention when, for example, a recent letter
in the New England Journal of Medicine noted that flu shot uptake
has decreased over the pandemic, which the authors suspect may be
due to growing vaccine hesitancy in general. The CDC published a
study in April showing that childhood vaccination rates fell by only
1% in 2021, a small proportion of the total when spread over 70
million children. But given that many of these vaccines require two or
three doses for full coverage, this still translates to several million
missing doses, and could threaten herd immunity for diseases such as
measles, which require very high percentages of the population to be
vaccinated. It is also difficult to separate out the factors behind this
drop in coverage, because schools and local clinics—where many low-
income children receive vaccines—were closed for much of the last
two years. But it is reasonable to at least assume that low trust in the
CDC, the agency responsible for making evidence-based
recommendations about vaccines, is not helping.

Compare the CDC’s response to vaccine hesitancy during COVID to a
similar challenge in the late 1990s and early 2000s: rotavirus. Only a

year after Andrew Wakefield’s false claims in 1998 that the MMR
vaccines caused autism—leading to one of the most disastrous

setbacks for vaccination uptake in history—Wyeth’s RotaShield


https://www.sciencedirect.com/science/article/pii/S1369527419300190
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https://ourworldindata.org/smallpox#costs-of-smallpox-and-its-eradication
https://www.cdc.gov/mmwr/pdf/wk/mm4812.pdf
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https://www.nejm.org/doi/10.1056/NEJMc2204560
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https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3136032/

vaccine was pulled off the market due to evidence it caused a rare and_
serious intestinal malfunction (intussusception) in babies. The effect

of the RotaShield withdrawal so hard on the heels of the Wakefield
disaster is hard to isolate, but CDC officials acknowledged that the
combined events led to “a particularly turbulent period” for U.S.

vaccine programs. Referring to vaccine hesitancy that might result
from the RotaShield adverse events, the CDC’s Dr. John Livengood
remarked at the time that the CDC “shouldn’t be seen as withholding
information right now.”

The original trial for RotaShield had enrolled 10,054 vaccine
recipients and 4,633 placebo recipients. During a February 1998
meeting of the CDC’s Advisory Committee on Immunization
Practices (the same body that recently met to discuss the pediatric
COVID vaccines), an FDA panel member, Dr. Margaret Rennels, noted
that more babies in the vaccine group experienced intestinal
intussusception than in the placebo group by about 2.5-fold, with a
rate of 1/2011 (0.05%) in the vaccine group compared with 1/4633
(0.02%) in the placebo. But because the absolute numbers were small,
and the trial was also relatively small, intestinal intussusception did
not achieve statistical significance. RotaShield was licensed by the
FDA in 1998, widely rolled out, and championed by the CDC in the
spring of 1999. Intussusception was not mentioned further, and the
issue was buried in a 19-page document where it was listed as a side
effect that did not occur significantly more often in vaccinated babies
than in the control group.

By summer, however, officials at the CDC grew concerned about a
growing number of intussusception reports from the Vaccine Adverse
Event Reporting System (VAERS), and were anxious not to lose gains
made during the Carter and Clinton administrations in raising general
childhood vaccination rates. By the end of President Clinton’s first
term, toddler immunization rates had achieved what was then an all-
time high, thanks to Vaccines for Children, a program that expanded
access to free and low-cost vaccination.


https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3460207/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3460207/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3460207/

The CDC was also cognizant that Wakefield’s false claims were 108
continuing to spur a growing movement of vaccine hesitancy. As a
result, the CDC—then under the direction of Dr. Jeffrey Koplan—
immediately launched a large-scale investigation into the RotaShield
VAERS reports. The investigation concluded that one additional case
of intussusception was attributable to the vaccine for every 5,000-
10,000 infants vaccinated—lower than rates of myocarditis due to

vaccine injury in COVID-vaccinated adolescent males age 12-17.

RotaShield was pulled off the market that October. To justify the
decision to pull a vaccine that was 85% effective at preventing
hospitalization from a viral infection that had killed hundreds of
thousands of infants worldwide, CDC personnel wrote the following:

At a time when many parents express concerns about the safety of
vaccines and vaccine adverse events are the focus of increasing
attention by the public, media, and U.S. Congress, the wisdom of
recommending a vaccine that causes a severe adverse reaction in an

estimated 1in 10,000 infants must be considered.

The next vaccine against rotavirus—RotaTeq, made by Merck and
released in 2004 —was only released after the Rotavirus Efficacy and
Safety Trial (REST) trial, which was notable for its “[randomized]
design, large sample size, detailed execution, continuous safety
monitoring, and lengthy duration,” and was undertaken in direct
response to the perceived failures of the RotaShield trial. The authors
of a paper describing its execution wrote, “The design and conduct of
this study may serve as a useful tool for planning other future clinical
trials, especially those evaluating uncommon adverse events.” The
REST trial was conducted in 11 countries at more than 500 study sites
and enrolled 70,000 subjects (including over 35,000 infants from the
United States), making it one of the largest vaccine clinical trials ever
conducted pre-approval. Post-approval, Merck conducted an
additional study enrolling more than 85,000 infants.


https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3460207/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3460207/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2602609/
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The obvious drawback of a trial like REST is that it took four years to_
complete (though today it could almost certainly be completed faster
due to advances in recruitment methods). A multiyear trial was simply
not an option during COVID, which is why the notably small and

short COVID vaccine trials were allowed to serve as the basis for
approval under the emergency use provision. But because COVID so
rarely causes severe disease in children, and current COVID vaccines
do not reliably prevent transmission, especially after a few months, it

is difficult to understand how such small trials could be justified
without meaningful endpoints for this age group.

Consider the case of rotavirus again. Prior to vaccination, rotavirus
was a significant cause of morbidity and mortality in infants in the
United States (and still is globally). Until 15 years ago, it was the
leading cause of gastrointestinal hospitalization in babies in the

United States and, prior to rotavirus vaccines, caused an estimated
50,000-70,000 hospitalizations per year in infants. Compare this
figure with the number of children age 0-4 hospitalized with COVID:
The CDC places the cumulative total during the entire pandemic at
approximately 130 in 100,000, or about 26,000 children. The CDC
estimates that during omicron, at least 14% of COVID
hospitalizations for children ages 6 months to 4 years were incidental
(meaning the need for hospitalization was due to something other
than COVID itself), though this is likely an underestimate, as 63% of
current COVID hospitalizations in the U.K. for all ages are
“incidental.” Thus, at the time rotavirus vaccines were being trialed,
there were 2-4 times more hospitalizations for rotavirus in this age
group than there have been for COVID since the pandemic began.
(The CDC estimates the death rate from COVID in 6-month- to 4-
year-olds to be 86 per year, compared with 20-60 per year from
rotavirus, but the COVID estimate does not separate out deaths
primarily due to another cause, nor does it adjust for the reduction in
severity associated with omicron for children in this age group.)


https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3460207/
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The rotavirus experience taught the CDC a hard-earned lesson:
Speaking in absolutes about vaccine safety and efficacy regardless of
trial standards can backfire. In nearly every dimension by which trial
data are measured—proper endpoints, size, rigorous randomization,
and other factors—the RotaShield trial was far more robust than the
Pfizer and Moderna infant and toddler COVID vaccine trials.
Furthermore, if the identification of safety signals is not quickly
acknowledged, it becomes even harder to recover trust. More and
more Americans are wondering, for example, why Canada and several
European countries have advised against the Moderna vaccine for
people under 30 due to myocarditis risks, while the U.S. government
still won’t even acknowledge the higher risk of myocarditis.

Clinical trial data expert and Tablet contributor Dr. Vinay Prasad has
pointed out many times that “expedited pathways do not always
benefit people, but they always benefit companies.” This might help
explain why no other country in the world has started vaccinating
infants against COVID, and only a handful have vaccinated toddlers.
(In addition to the United States, the only countries vaccinating 2- to
3-year-olds against COVID right now are Cuba, China, Argentina,
Bahrain, Venezuela, Colombia, Hong Kong, and Chile, none of which
are using mRNA vaccines.) It is perhaps especially damning that no
other country collaborated with the United States on the mRNA
COVID-19 vaccine trials for infants and toddlers, which could have
quickly enabled enough trial participation to study effects of the
vaccines against severe disease, as was done in the RotaTeq trial.
Tellingly, the Danish minister of health recently claimed that it was a
“mistake” to vaccinate children under 16 against COVID at all, saying,
“we’ve gotten smarter and would not recommend the same today.”

In June, the CDC had the chance to help rebuild public trust: In the
absence of trials and data that would have met the gold standard for
scientific rigor, the CDC could have made a softer recommendation
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based on the data it does have. It could have been honest about the |
trials’ shortcomings and what these data do and do not show. It could
have told the public that the data are preliminary, do not establish
efficacy against severe disease or long COVID, and do not rule out the
possibility of a rare adverse event. Perhaps it could have
recommended COVID vaccines for high-risk children, and remained
cautious about the benefits for healthy children who have already had
COVID infections. The CDC and FDA together could have insisted
that blanket approval and recommendations would only come after a
properly conducted vaccination trial—one that would give
pediatricians and public health officials the confidence to make the
evidence-based recommendations parents are seeking.

In 1999, the CDC, working closely with the FDA, took such steps to
shore up parents’ confidence in their recommendations. After the
RotaShield withdrawal, the FDA requested that future trials of any
rotavirus vaccine enroll at least 60,000 children. This level of
accountability and collaboration between the two agencies
responsible for vaccines in the United States resulted in the delivery
of a widely trusted vaccine against a virus that posed a similar or
greater danger to young children than COVID-19. This level of
accountability was what the American public reasonably expected of
its public health agencies two decades ago. It’s not too much to expect
today.

Leslie Bienen is Professor of Public Health of the OHSU-Portland State School of
Public Health, a veterinarian, and a mother of two.

Tracy Beth Hgeg, M.D., Ph.D. is an epidemiologist currently doing COVID-19 vaccine
research with the Florida Department of Health and a physician in private practice in
California. She is a Danish American double citizen and mother of four.
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_ Kulvinder Kaur MD &
' @dockaurG
”Cases” are meaningless.
“Cases” don’t equal infections.

“Cases” drive harmful lockdowns.
“Cases” are a tool forirrational fear.

lﬂi Kulvinder Kaur MD & @dockaurG - Oct 4, 2020

Never-ending loop of societal harm

-Elevated PCR cycle thresholds

[HFalse positive “casedemic”
[Sirrational fear

[S)catastrophic lockdowns...
Show more

6:03 PM - Oct 20, 2020
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~ Amir Attaran (@AmirAt @ - Dec 20, 2020 -

This idiot is a doctor in Ont