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I, the undersigned,

DR PETER MCCULLOUGH

do hereby declare as follows: -

1. I am ai aflmafrp,ateaidspeckig ii the L**dSsdAmaka

2. I depose to this affidavit on behalf of the applicants. I have not been paid by anyone

to provide this opinion. I am providing this declaration as I have serious, grave

concerns for children and the public-at-large.

3. The fads herein contained are, save where otherwise stated or appears to the

contrary, within my personal knowledge and both true and correct.

4. I make this affidavit in support of the truth of the contents contained herein. In short:

I believe within a reasonable degree of medical certainty that the COVID-19

vaccine(s) are not safe generally. It is my belief based on a reasonable degree of

medical certainty that the vaccine could cause the death of children. I believe within

a reasonable degree of medical certainty that the data upon which the respondents

have based their authorization and children’s vaccine roll out programmer upon, is

flawed and/or inaccurate; and imposing this vaccine is not only dangerous and could

cause harm to children but is also entirely unnecessary. In support, I submit the

following for the court’s consideration: -

0
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EXPERTISE

5. Attached to this Declaration as EXHIBIT I is my Curriculum Vitae. After receiving

a bachelor’s degree from Baylor University, I completed my medical degree as an

Alpha Omega Alpha graduate from the University of Texas Southwestern Medical

School in Dallas. I went on to complete my internal medicine residency at the

University of Washington in Seattle, a cardiology fellowship including service

as Chief Fellow at William Beaumont Hospital, and a master’s degree in public

health in the field of epidemiology at The University of Michigan. I am board certified

in internal medicine and cardiovascular disease and hold an additional certification

in dinical lipidology, and previously echocardiography. I participate in the

maintenance of certification programs by the American Board of Internal Medicine

for both Internal Medicine and Cardiovascular Diseases. I am anactive scholar in

medicine with roles as an author, editor-in-chief of a peer-reviewed journals,

editorialist, and reviewer at dozens of major medical journals and textbooks.

6. I have led clinical, education, research, and program operations at majoracademic

centers (Henry Ford Hospital. Oakland University William Beaumont School of

Medicine) as well as academically oriented community health systems. I

spearheaded the clinical development of in vitro natriuretic peptide and neutrophil

gelatinase associated lipocalin assays in diagnosis, prognosis, and management of

heart and kidney disease now used worldwide. I also led the first clinical study

demonstrating the relationship between severity of acute kidney injury and mortality

after myocardial infarction. I have contributed to the understanding of the

epidemiology of chronic heart and kidney disease through many manuscripts from

0
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the Kidney Eariy Evaluation Program Annual Data Report published in the American

Journal of Kidney Disease and participated in clinical trial design and execution in

cardiorenal applications of acute kidney injury, hypertension, acute coronary

syndromes, heart failure, and chronic cardiorenal syndromes. I participatedin event

adjudication (involved attribution of cause of death) in trials of acute coronary

syndromes, chronic kidney disease, heart failure, and data safety and monitoring of

antidiabetic agents, renal therapeutics, hematology products, and gastrointestinal

treatments. I have served as the chairman or as a member of over 2Orandomized

trials of drugs, devices, and clinical strategies. Sponsors have included

pharmaceutical manufacturers, biotechnology companies, and the National Institutes

of Health.

7. I frequently lecture and advise on internal medicine, nephrology, and cardiology to

leading institutions worldwide. I am recognized by my peers for my work on the

role of chronic kidney disease as a cardiovascular risk state- I have oven .000 related

scientific publications, including the “Interface between Renal Disease and

Cardiocasuiar Illness” in Braunwald’s Heart Disease Textbook. My works have

appeared in the New England Journal ofMedicine, Journal of the American Medical

Association, and other top-tier journals worldwide. I am a senior associate editor of

the American Journal of Cardiology. I have testified before the U.S. Senate

Committee on Homeland Security and Governmental Affairs, the U.S. Food and

Drug Administration Cardiorenal Advisory Panel and its U.S. Congressional

Oversight Committee, The New Hampshire Senate, the Colorado House of

Commons, and the Texas Senate Committee on Health and Human Services. I am

a Fellow of the American College of Cardiology, the American HeartAssociation, the

0
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American College of Physicians, the American College of Chest Physicians, the

National Upid Association, the Cardiorenal Society of America, and the National

Kidney Foundation; and I am also a Diplomate of the American Board of Clinical

Lipidology. In 2013. I was honored with the International Vicenza Award for Critical

Care Nephrology for my contiibution and dedication to the emerging problem of

cardiorenal syndromes. I am a founding member of Cardiorenal Society of America,

an organization dedicated to bringing together cardiologists and nephrologists and

engage in research, improved quality of care, and community outreach to patients

with both heart and kidney disease. I am the current President of the Cardiorenal

Society of America, an expert organization dedicated to advancing research and

dinical care for patients who have combined heart and kidney disease. I am the

former Editor-in-Chief of Cardiorenal Medicine, a primary research journal listed by

the National Library of Medicine which is the only publication with a primary focus

on research concerning patients with combined heart and kidney disease. Finally. I

am the Editor-in-Chief of Reviews in Cardiovascular Medicine, a widely read journal

that publishes reviews on contemporary topics in cardiology and is also listed by the

National Library of Medicine.

8. Since the outset of the pandemic, I have been a leader in the medical response to

the COVID-19 disaster and have published uPathophysioiogical Basis and

Rationale fox Early OuQatient Treatment of SARS-CoV-2 (COVID-19) lnfection,

the first synthesis of sequenced multidrug treatment of ambulatory patients infected

with SARS-CoV-2 in the American Journal of Medicine and updated in Reviews in

Cardiovascular Medicine. I have 47 peer-reviewed publications on the COVID-19

infection cited in the National Library of Medicine. Through a window to public

P7K’>
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policymakers, I have contributed extensively on issues surrounding the COVID-19

crisis in a series of OPED’s for The Hill in 2020.Starting in 2021, I publish a weekly

contribution on America Out Loud, The McCullough RepotL I testified on the SARS

CoV-2 outhreak in the U.S. Senate Committee on Homeland Security and

Governmental Affairs on November 19. 2020. I testified on lessons learned from

the pandemic response in the Texas Senate Committee on Health and Human

Services on March 10,2021, and on early treatmentof COVID-19 at the Colorado

General Assembly on March 31, 2021. Addilionally,l testified in the New Hampshire

Senate on legislation concerning the investigation of a COVID-1 9 vaccine on April

14,2020. My expertise on the SARS-CoV-2 infection and COVID-19 syndrome, like

that of infectious disease specialists, is approximately 18 months old with the review

of hundreds of manuscripts and with my care of many patients with acute COVID

19, post-COVID-19 long-hauler syndromes, and COVID-19 vaccine injury

syndromes including neurologic damage,myocarditis, and a variety of other internal

medicine problems that have occurred after the mRNA and adenoviral DNA COVID

19 vaccines. I have formed my opinions in dose communications with many

clinicians around the world based on in part our collective dinical experience with

acute and convalescent COVID-19 cases as well as closely following the preprint

and published literature on the outhreak. I have specifically reviewed key published

rare cases and reports concerning the possible recurrence of SARS- CoV-2 in

patients who have survivedan initial episode of COVID-19 illness. See attached

Cuniculum Vitae.

AS TO MY EXPERT OPINION

9. The CDC recently reported the lowest number of cases since March of2020 (the

Piña
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beginning of the COVID-19 pandemic). Sam Baker & Andre Witherspoon,

COVID-19 cases hit lowest point in U.S. since pandemic began, AX1OS (June 3,

2021)1

10. As is evident from the graph below, there is little risk of death for those who are 17

years of age or younger of death from COVID-1 9.

Deaths by Ate Group: m in

Data. Irocn 489.916 deaths. se wo.,p was avail.bk for 489.080
(99%) deatkbt

‘a-

_______

--

:1 • s n a to so ice

— Percentage of Deaths
e Percentage at the US Population

hrnwJIw.axioacancocona*uscases-ifections-vaccires-C-fd7673a1 -0582- 4e69-
17O26%fl
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Table 2: COVID-19 Rate Ratios by Age.2
11. There is tnegligibte riskforadults youngerthan the ageof60. For example,for each

Risk for COVID-ig Infection, Hospitalization, and Death By
Age Group

nI, 20: n.w

Rate ratios compared to 18— to 29—year--OIds’
s-I. 1_fl .‘e —a .. .5-fl fl_n •5.

— p sit qse, .Sd y.n aid j* eld 5 aid f5 — fl Old Tea’s
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a
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anose sfluo n S yoas and ddOec. 010 taflic •i•.ica at Ik,nd,caa.. no ddfrtnco ccntpat.d to In. to 1029955’ oMd.g.
CJtflcwy I

18-29-year-old that dies fmm COVID-19, four 30—39-year-old individuals die, ten

40-49-year-olds, thirty-five 50-64-year-olds die, ninety-five 65-74-year-otdsdie, 230

75-84-year-olds die, and 610 over 85 years of age die. See Table 2.

12. In my expert medical opinion, the epidemic spread of COVID-19, like allother

respiratory viruses, notably influenza, is driven by symptomatic persons;

asymptomatic spread is bivial and inconsequential.

13. A meta-analysis of contact tracing studies published in The Journal of the American

Medical Association showed asymptomatic COVID-lO spread was negligible at

0.7%. Zachary J. Madewell, Ph.D.; Yang Yang, Ph.D.; Ira M. LonginiJr, Ph.D.; M.

Elizabeth Halloran, MD, DSc; Natalie E. Dean, Ph.D., Household Transmission

of SARS-CoV-2: A Systematic Review and Meta-analysis, JAMA Network Open.3

Accordingly, a rational and ethical prevention measure to reduce the spread of

2 hltps-J!www.cdc.govicoronavi’usI2Ol 9-ncovIcOVID-l 9-data/investigations-
discoveryThospitaUzationdeath-by-a9e.html
httpsIIjamanetwo&comljownalsrjamanet.koperiIfuUarIicleI2774lO2 (last visited June 20,
2021).

0



-9-

COVID-19 is a simple requirement, as part of formal policies, that persons with

active symptomatic, febrile (feverish) respiratory illnesses, like COVID-19, should

isolate themselves. Indeed, during the Hi Ni influenza A pandemic, fully open,

unmasked college campuses were advised by federal health officials, Flu-stricken

college students should stay out of circulation” and 7 they can’t avoid contact they

need to wear surgical masks.4

COVID-19 VACCINE RESEARCH AND DEVELOPMENT

14. The COVID-19 genetic vaccines (Pfizer, Mbdema. J&J) skipped tesfino for

genotoxicity, mutagenicity, teratogenicity, and oncogenidty. In other words, it is

unknown whether or not these products will change human genetic material, cause

birth detects, reduce fertility, or cause cancer.

I & The PfIzer, Modema and JNJ vaccines are considered “genetic vaccines”, or

vaccines produced from gene therapy molecular platforms which according to US

FDA regulatory guidance are classified as gene delivery therapies and should be

under a 15-year regulatory cycle with annual visits for safety evaluation by the

research sponsors: FDA, Food and Drug Administration. (Long Term Follow-up

After Administration of Human Gene Therapy Products. Guidancefor Industry).5

16. The FDA has “advised sponsors to observe subjects for delayed adverse events

for as long as 15 years following exposure to the investigational gene therapy

Great Falls Tribune, Advice: Flu-stricken college students should stay out of circulation, August21,
2009, page 5, section A, availabte at https:Ilwww.newspapers.comlimage!24361 1045

S FDA-2018-D-2173. 2020. Accessed July 13, 2021, at https:llwwwida.QovIregulatory
inkwmabonisearch-fda-auidance- docume flono4erm-foflow-atter-administralion-human- qene
theiv-products

127’ila.
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product, specifying that the long-term follow-up observation should include a

minimum of five years of annual examinations, followed by ten years of annual

queries of study subjects, either in person or by questionnaire” (emphasis added).

Thus, the administration of the Modema, Pfizer, and JNJ vaccines should not be

undertaken without the proper consent and arrangements for long-term follow-up.

They have a dangerous mechanism of action in that they all cause the body to make

an uncontrolled quantityof the pathogenic wild-type spike protein from the SARS

CoV-2 virus for at least two weeks probably a longer period based on the late

emergence of vaccine injury reports. This is unlike all other vaccines where there

is a set amount of antigen or live-attenuated virus. This means for Pfizer, Modema,

and J&J vaccines it is not predictable among patients who will produce more or

less of the spike prOtein. ThePflzer, Modema, and JNJ vaccines because they are

different, are expected to produce different libraries of limited antibodies to the now

extinct wild-type spike protein. We know the spike protein produced by the vaccines

is obsolete because thellth UK Technical Report on SARS-CoV-2 Variants issued

June 25, 2021, and the CDC June 19, 2021, Variant Reports both indicate the

SARS-CoV-2 wild type virusto which all the vaccines were developed is now

extinct6 The spike protein itself has been demonstrated to injure vital organs such

as the brain, heart, lungs, as well as damage blood vessels and directly cause

blood clots. Additionally, because these vaccines infect cells within these organs,

the generation of spike protein within heart and brain cells, in particular, causes

the body’s own immune system to attach to these organs. This is abundantly

6 https://assets.publishing.service.gov.ukigovemment/uolopds/system/uploacjs/ attachment
datalfile/lOOl354Nariants of Concern voc Technical Briefino 17.odf; httpsjICOVID
19.cdc.qovi COVID-19-
datafracked?CDC_AAefVaI=hItps%3A%2F%2Fwww.cdc.gov%2Fcomnavirus%2F2O1 9
noov%2Fcases-updates%2Fvariant-pmpodionahtml#variant-proportions

p7/ic,
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apparent with the burgeoning number of cases of myocarditis or heart inflammation

among individuals below age 30 years.

COVID-lO VACCINE RISKS

17. The current COVID-1 9 vaccines are not suffIciently protective against contracting

COVID-19. A total of 10,262 SARS-CoV-2 vaccine breakthrough infections had

been reported from 46 U.S. states and territories as of April 30, 2021. Among these

cases, 6,446(63%) occurred in females, and the median patient age was 58 years

(interquartile range = 40 74 years). Based on preliminary data, 2,725 (27%)

vaccine breakthrough infections were asymptomatic, 995 (10%) patients were

known to be hospitalized, and 160 (2%) patients died. Among the 995 hospitalized

patients, 289 (29%) were asymptomatic or hospitalizedfor a reason unrelated to

GOVID-1 9. The median age of patients who died was 82 years (interquartile range

= 71 89 years); 28 (18%) decedents were asymptomatic or died from a cause

unrelated to COVID-19. Sequence data were available from 555 (5%) reported

cases, 356 (64%) of Which were identified as SARS-CoV-2 variants of concern,

including 8.1.1.7 (199; 56%j, B.1 .429 (88; 25%), 8.1.427 (28;8%), P.1 (28; 8%),

and B.1.351 (13; 4%). None of these variants are encoded in theRNA or DNA of

the current COVID-19 vaccines. In response to these numerous reports, the CDC

announced on May 1, 2021, that community breakthrough cases would no longer

be reported to the public and only those vaccine failure cases requiring

hospitalization will be reported, presumably on the COG websiteY This overt

asymmetric reporting will create the false picture of only unvaccinated individuals

(hupsJIwww.cdc.covImmwrIvoIumesf70IwrImm7021e3.htm )

P71k.
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developing COVID-19 when in reality patients who are fully vaccinatedwill be

contracting breakthrough infections except for those vaccinated individuals who

were previously immune from prior COVID-19 infection.

18. The Delta variant of SARS-CoV-2 accounts for the 98.9% of present cases in the

United Kingdom, Israel, the United States and South Africa.8 (Because of

progressivemutalion of the spike protein, the virus has achieved an immune

escape from the COVID-ig vaccines with the most obvious example being Israel

where indiscriminate vaccination achieved 80% immunization rates. See Table 4.

United States: 513012021 —91412021 UnIted Stain: 812W2021 —91412021 NOWCA

CoBettia, date, wee ending

** **

USA

WHO label Lineage U Tpe %lbtal 95%PI

Alpha 8.14.7 V0C 0.1%

Beta 8.1351 VOC 00%

Ga,w,a P_I VOC 00% 0.0-0.2%

Delta 6 1.61? VOC 98.9%

AY2 VOC .J0.Q 5%.

AY.1 VOC 0.0-0.5%

Eta 8.1.525 VOl O.002%

Iota B.L5Z6 VOl 00.02%

Kappa 8.1617.1 VOl 0.0-02%

Mu 0.1,621 i** 0.0-0.5%

rqA 8.L6173 VOl • 0.0.02%

Oth Oth -. -‘

>1% Ui MIa I-U-IS reon n,g Stfl two weal’
);. pedcC renwinhg neag a. agg.agaaed — ‘Otw.

Theta da jnthsde Not eslh,s. wtidi age
modeled flaa e may Wft—eafla

Q gene,d at bier
S &eegea ol P.! S B.1.1 we ...&.J with
theeI— tidh pe.,t t.eage
pnpcfl’. 01-Gsa. agwed aS, ai.i.7. AY.3-AY.

W•hSd wUb 8.1.6172.

Table 4: Israel Confirmed Cases, Vaccinated vs. Unvaccinated Source:

8 (httprilcovid.cdc.govkovid.data-backed#variant-proportions).
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https:I/datadashboard.health.L;ovjl/COVID- 1 9019/teneral

19. This has promoted the emergence of the Delta variant as the dominant strain and

because it is not adequately covered by the Pfizer COVID-19 vaccine, >80% of

Israeli COVID- 19 cases have occurred in persons fully vaccinated. This confirms

the failure of the vaccines against COVID-19.

20. In the SARS-CoV-2 variants of concern and variants under investigation in England

Techntcal briefing 17 25 June 2021, 92,056 cases had the Della variant and

50/7235 fully vaccinated and 44/53,822 of the unvaccinated died. This indicates

that the fully vaccinated who contract the Delta variant have an 8.6-fold increased

risk for death, (95% Cl 5.73-12.91), p <0.0001, as compared to those who chose

to remain unvaccinated.°

21. The CDC published a report titled ‘Outbreak of SARS-CoV-2 infections, Including

COV1D-19 Vaccine Breakthrough infections, Associated with Large Public

Gatherings - Bamstable County, Massachusetts, July 2021” demonstrating

complete failure of the COVID-19 in controlled spread of SARS- CoV-2 in

congregate settings. My interpretation of this report is that the vaccines are not

sufficiently effective to make the elective, investigation vaccine recommended for

use beyond individual preference.1°

jf/_&set5 attachmenl!datalfile/
1001 354N ThchnJI &etho 17.pdt

IV httpsiiwww.cdc.gov/mmwr!volumesllo!wrlpdfshnmlo3le2-H.pdf.
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fl3UI1E 1.5ARS-CCV2 InkCdODS (N=46 —awb agepLtScg.d eings, by date of spedmen CO&C$O#, .nd .aai.aiont—
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22. In 1990, the Vaccine Adverse Event Reporting System (“VAERS”) was

established as a national early warning system to detect possible safety problems

in U.S. licensed vaccines. VAERS is a passive reporting system, meaning it relies

on individuals to voluntarily send in reports of their experiences to the CDC and

FDA.VAERS is useful in detecting unusual or unexpected patterns of adverse

event reporting that might indicate a possible safety problem with a vaccine.

23. The total safety reports in VAE RS for all vaccines per year up to 2019 was 16,320.

The total safety reports in VAERS for COVID-1 9 Vaccines alone through October

1, 2021, is 778,683. Based on VAERS as of October 1, 2021, there were 16,310

COVID-19 vaccine deaths reported and 75,605 hospitalizations reported for the

COVID-19 vaccines (Pfizer, Modema, JNJ). By comparison, from 1999, until

0

V
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December 31, 2019, VAERS received 3167 death reports (158 per year)adult

death reports for all vaccines combined. Thus, the COVID-19 mass vaccinationis

associated with at least a 39-fold increase in annualized vaccine deaths reported

to VAERS.

24. COVID-1 9 vaccine adverse events account hr 98% of all vaccine-relatedAEs from

December 2020 through the present in VAERS.

25. The COVID-19 vaccines are not safe for general use and cannot be deployed

indiscriminately or supported, recommended, or mandated among any group.

26. There are emerging trends showing that the vaccine is especially risky for those 12-

29 in my expert medical opinion with complications in the cardiovascular,

neurological, hematologic, and immune systems. (See, Rose J, et al). Increasingly

the medical community is acknowledging the possible risks and side effects

including myocarditis, Bell’s Palsy, Pulmonary Embolus, Immunopathology, and

severe allergic reaction causing anaphylactic shock. See Chien-Te Tseng, Elena

Sbrana, Naoko Iwata- Yoshikawa, Patrick C Newman, TaniaGarron, Robert L

Atmar, Clarence J Peters, Robert B Couch, Immunization with SARS coronavirus

vaccines leads to pulmonary immunopathology on challenge with the SARS

virus, https://pubmed.ncbi.nlm.nih.gov/225363821 (last visited June 21, 2021);

Centers for Disease Control and Prevention, Allergic Reactions Induding

Anaphylaxis After Receipt of the First Dose of Pfizer-BioNTech COVID-1 9 Vaccine

United States, December 14 23, 2020 (Jan 15, 2021).h1

It httpsifrwaw.cdc.osalmmwrivciixnesi7Qlwrlmm7002el .htm (last visited June 26. 2021).

/2Ytne
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27. The Center for Disease Control has held emergency meetings on this issue and

the medical community is responding to the crisis. It is known that myocarditis

causes injury to heart muscle cells and may result in permanent heart damage

resulting in heart failure, arrhythmias, and cardiac death. These conditions could

call for a lifetime need for multiple medications, implantable cardio defibrillators,

and heart transplantation. Heart failure has a five-year 50% survival and would

markedly reduce the lifespan of a child or young adult who develops this

complication after vaccine-induced myocarditis (ref McCullough PA Reach Study).

28. COVID-19 vaccine-induced myocarditis has a predilection for young males below

age 30 years. The Centers for Disease Control has held emergency meetings on

this issue and the medical community is responding to the crisis and the 115 FDA

has issued a warning on the Pfizer and Modema vaccines for myocarditis. In the

cases reviewed by the CDC and FDA, 90% of children with COVID-19 induced

myocardWs developed symptoms and clinical findings sufficiently severe to

warrant hospitalization. Because this risk is not predictable and the early reports

may represent just the tip of the iceberg, no individual under age 30 should take

this risk with the current genetic vacdnesparticulariy the Pfizer and Modema

products. https://www.fda.govlnews- events/press-announcements/coronavirus

COVID-19-update- june-25-2021.

29. Multiple recent studies and news reports detail people 18-29 dying from

myocarditis after receiving the COVID-19 vaccine. According to the CDC, 475

cases of pericarditis and myocarditis have been identified in vaccinated citizens

aged 30 and younger. See FDA, Vaccines and Related Biological Products
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Advisory Committee June 10,2021, Meeting Presentalion.12

30. The FDA found that people 12-24 account for 8.8% of the vaccines administrated,

but 52% of the cases of myocarditis and pericarditis were reported. Id.

Table 5; VAERS Report

I Preliminary myocarditls/pericarditis reports to VAERS following
dose 2 mRNA vaccination, Exp. vs. Obs. (data (hi-u May 31.2021)

Caid. Exp.et.dt,* ObS.n.dt
Data rtpartfrg ,

pmn . ti “ —‘

r “4 2 j
daS.k j 16—li yn 2,25*,9fl 35.0 2-19 79 slS*&aai

L ‘-r’ s-si ass J ‘‘

25—39 yrs 26844.601 -. 5.0 23—228 124

40-49 19,576,875 3.0 17—156 51

50-S4yrs 36,951,538 1,3 31-314 39

65+ V’s 42.124,078 0.9 36—358 25

Ca L NR— — — 11

‘_—.. __._.., __uI ,.., —— ——

________

— - --

31. Further, the CDC just announced that the vaccine is “likely linked” to myocarditis.

Advisory Board, CDC panel reports “likely association” of heart inflammation and

mRNA COVID-19 vaccines in young people, (June 24, 2021 )i

32 The CDC receniiy released data staling that there have been 267 cases of

myocarditis or pericarditis reported after receiving one dose of the COVID-19

vaccines and 827 reported cases after two doses through June 11. There are 132

12 htIps:llw.tda.govImediaI15OO54IdownIoad#page=1 7 (last visited June 21, 2021).
13 httpsRwww.advisocy.comtdaily- bciefingI2O2lIOG/24lheart-inflammation.
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additional cases where the number of doses received is unknown. Id. There have

been 2466 reported cases of myocarditis that have occurred, and the median age

is thirty.14

33. On June 23, 2021, Dr. Matthew Oster, who serves on President Joe Biden’s

CDC COVID-19 Task Force, stated in a Power Point presentation that the mRNA

vaccines are causing myocarditis in young men aged 16 - 30”, adding “It does

appear that mRNA vaccines may be a new trigger for Myocarditis’ See

Matthew Oster, Overview of Myocarditis and Pericardits: ACP COVID-1 9 Vaccines

Work Group June 23,2021.15

34. On June 29, 2021, the Defense Health Agency (DHA) published a report in the

Journal of the American Medical Association Cardiology (JAMA) entitled,

‘Myocardilis Following Immunization with mRNA COVID-19 Vaccines in Members

of the U.S. Military”i6 The study reports that previously healthy service members

have developed myocarditis, a severe and life-threatening inflammation ofthe heart,

within an average of just four days of receMng their first shot of either the Pfizer

BioNTech or the Modema vaccine.

35. I have seen and examined adolescent patients with post-COVID-1 9 myocarditis

which typically occurs two days after the injection, most frequentlyafter the second

injection of mRNA products (Pfizer, Modema). The clinical manifestations can be

14 Id. https:/iwww.oDenvaers.c0mJCOVID-19-data (accessed July 17,2021)
IS https&/w.cdcsovIvacdnesIacjphneetinosIdownjoadsI5Iides-202l-06/o2-covID-Oster- 508.pdt

(last visited October 12. 2021); see also https:IInypost.comI2O2lIO6I23icovid-19- vaccines-from
pflzer-modema-likeIy-linked-to-rare-heart-condition-cdc-panell

IS https:Ifiamanetwortccinjjournatsriamacan]ioloavlftjlartjcle/2781 601 (last visited October 12.
2021).
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chest pain, signs and symptoms of heart failure, and arrhythmias. The diagnosis

usually requires a clinical or hospital encounter, 12-lead electrocardiogram, blood

tests including cardiac troponin (test for heart muscle damage), ECG monitoring,

and cardiac imaging with echocardiography or cardiac magnetic resonance

imaging. Given the risks for either manifest or future left ventricular dysfunction,

patients are commonly prescribed heart failure medications (beta-blockers, renin

angiotensin system, inhibitors), and aspirin. More complicated patients require

diuretics and anticoagulants. For post- COVID-19 vaccine myocarditis, I follow

current position papers on the topic and restrict physical activity and continue

medications for approximately three months before blood biomarkers and cardiac

imaging are reassessed. If there is concurrent pericarditis, non-steroidal anti-

inflammatory agents and coichicine may additionally be prescribed. Multiple

medical studies are startingto come out detailing this problem.17 Acute myocarditis

can lead to sudden death.

36. The vaccine is also far less safe than previous vaccines like the meningococcal

See, e.g.. Tornniaso DAngelo MD, Antonino Cattail MD, Maria Ludovica Carecj MD. ChhstianBooz
MD, Giorgio Ascenti MD, Giuseppe Cicero MD, Alfredo Blandino MD. Silvio Mazziotti MD,
Myocarditis after SARS-CoV-2 Vaccination: A Vaccine-induced reaction?, Pie-proof,
Canadian Journal of Cardiology, https:/twww.onlinecjc.caIarhcIeISO82S-282X(21 )00286-5Ilulltext
(last visitedJune 26, 2021); Jeffrey Heller, Israel sees probable link between Pfizer vaccine and
myocarditis cases (June 2, 2021), https:/Iwww.reuters.comiworldlmiddle-eastlisrael-sees
probable-link-between-pfizer-vaccine- small-number-myoca rditis-cases-2021 -06-O1/(last visited
June 26. 2021); Tschope C. Cooper IT, Torre-Amione G, Van Linthout S. Management of
Myocarditis-Related Cardiomyopathy inAdults. Circ Res. 2019 May 24;124(11):1568-1583. doi:
10.1161ICIRCRESAHA.118.313578. PMID: 31120823. Caforio AL, Pankuweit S. Athustini E,
Basso C, Gimenc- Blanes J, Felix SB, Fu M, Hello T, Heymans S. Jaflns R, Klingel K, Linhart A,
Maisch B, McKenna W, Mogensen J,Pinto YM, Ristic A, Schultheiss HP, Seggewiss H, Tavazzi L,
Thiene 0, Vilmaz A, Chan-on P. Elliott PM; European Society of Cardiology Working Group on
Myocardial and Pericardial Diseases. Current state of knowledge on aetiology. diagnosis,
management, and therapy of myocarditls: a position statement of the European Society of
Cardiology Working Group on Myocardial and Pericardial Diseases. Eur Heart J. 2013
Sep;34{33)2636-48, 2648a- 2648d dci: 10.lo93ieurheartjleht2lo. Epub 2013 Jul 3. PMID:
23624828
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meningitis vaccine that is typically required on college campuses which in 2019

recorded zero deaths. The COV1D-19 vaccines since their EUA approval on

May 10, 2021, have already daimed the lives of 15 children and 79 young

individuals under age 30 (VAERS).

37. For example, the VAERS (Vaccine Adverse Event Reporting System) data from

the COC shows, for 18-29-year-aids, there have been no deaths from the

meningococcal vaccine from 1999 2019,18

38. The main side effects people reported from the meningitis vaccine are headache,

injection site pain, nausea, chills, and a fever, and even these were limitedas no

more than fifteen of each were reported. Id. The student population and their

parents, in general, accept the requirements for meningococcal vaccination

because the vaccines are safe, effective, and do not pose a risk of death, unlike

the COVID-1 9 vaccines.

39. In the brief time the COVID-19 vaccines have been available, there have been

many more serious symptoms and even a death of a healthy 13-year-aid boy. (See

Nationwide VAERS COVID-19 Vaccine Data through June 18,2021, attached as

EXHiBIT 2). Further, milder side effects from the vaccine indude changes in

hormone and menstrual cydes in women, fever, swelling at the injection site, etc.19

IS See, United States Department of Health and Human Services (OHMS), Public Health Service
(PHS), Centers for Disease Contro4 (CDCFood and 0mg Administration (FDA), vaccine Adverse
Reporting System (VAERS) 1990 - 0611112021, CDC WONDER On-line Da!abase. Accessed at
https:Ilwonder.cdc.govlvaerahtml on June 23. 2021, 1:43:33 PM, (“Query Cntcria). Attached as
Exhibit c.

19 Jill Seladi-Schulman, Ph.D., Can COVID-19 or the COVID-19 Vaccine Affect Your Period? (May 25,
2021), httpsilwww.healthline.comlhealthlmenstruation/can-COvID-19-affect-your.peciod#COVID-
19-and-nien%2Ostmal-cycles (last visited June 26, 2021); Rachael K. Raw,Clive Kelly, Jon Rees,
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40. At the lime of this report, the CDCIFDA as the US public vaccine sponsors have

yet to present to America a comprehensive COVID-1 9 vaccine safety report

according to manufacturer, region, and patient categories who have volunteered

for vaccination. Likewise, there has been no comprehensive report onvaccine

efficacy particularly in the present era of the Delta variant.

41. Recent studies from Tess Lawrie, MBBS, PhD, a highly respected evidence-

based professional, on the UK’s equivalent of the VAERS systems concluded

that the vaccines were unsafe for use in humans due to the extensive sideeffects

they are causing. Tess Lawtie, Re. Urgent preliminary report of Yellow Carddata up

to 26th May 2021, (June 9, 2021), http://www.skirsch.com/COVlO

1 9lTessLawiieYellowCardAnalysis.pdf

Risks of COVID-19 Vaccines for Those Recovered from COVID-19

42. There is recent research on the fad that the COVID-19 vaccine is dangerous for

those who have already had COVID-19 and have recovered with inferred robust,

complete, and durable immunity. These patients were excluded from the FDA-

approved clinical trials performed by Pfizer, Modema, and J&J. From thesetrials the

safety profile was unknown when the products for approved for EmergencyUse

Authorization in 2020. There has been no study demonstrating clinical benefit with

COVID-1 9 vaccination in those who have well documented or even suspectedprior

COVID-19 illness.

Caroline wree, David ft Chadwick, Previous covio-is infection but not Long-COVID-19 is
associated with increased adverse events following BNTl62b2IPfizer vaccination, (pre-print)
https:llwwwmedrxiv.org!contentll 0.110112021-04.1521 252192v1 (last visited June 26, 2021)
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43. A medical study of United Kingdom healthcare workers who had already had

COVID-19 and then received the vaccine found that they suffered higher rates of

side effects than the average population.20

44. The test group experienced more moderate to severe symptoms than the study

group that did not previously have COVID-19. Id. The symptoms included fever,

fatigue, myalgia-arthralgia, and lymphadenopathy. Id. Raw found that in 974

individuals who received the BNTI 62b2IPflzer vaccine, those with a prior history of

SARS-CoV-2 or those who had positive antibodies at baseline had a higher rate

of vaccine reactions than those who were COVID-19 naive. Id.

45. Mathioudakis et at. reported that in 2020 patients who underwent vaccinationwith

either mRNA-based or vector-based COVID-19 vaccines, COVID-19-recovered

patients who were needlessly vaccinated had higher rates of vaccine reactions.

46. Krammer et at. reported on 231 volunteers for COVID-19 vaccination, 83 of whom

had positive SARS-CoV-2 antibodies at the time of immunization. The authors

found: Vaccine recipients with preexisting immunity experience systemic side

effects with a significantly higher frequency Than antibody naive vaccines (e.g.

fatigue, headache, chills, fever, muscle or joint pains, in cider of decreasing

frequency, p <0.001 for all listed symptoms, Fisher’s exact test, two-sided.’

Rachel K Raw, et aL, Previous COVID-1 9 infection but not Long-COV(D-1 9 is assodated with
inaeased adverse events foIIong BNTl62bZIPtizer vacdnatkm, medRxiv (piepiint),
httpsJlwwwmedrxiv.orq/contentll 0.1101/202104.1 5.21252192v1 (last visited June 21, 2021)

21 (httpsi/www.niedrxivorujcontent/1 0.110112021.01 .29.21250653v1).
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Natural Immunity to COVID-19

47. To my knowledge, there are no trustworthy studies that demonstrate theclinical

benefit of COVID-19 vaccination in COVID-19 survivors or those vith suspected

COVID-19 illness or subclinical disease who have laboratory evidence of prior

infection.

48. It is my opinion that SARS-CoV-2 causes an infection in humans that results in

robust, complete, and durable immunity, and is superior to vaccine immunity which

by comparison has demonstrated massive failure including over 10,000 well

docisnented vaccine failure cases as reported by the CDC before tracking was

stopped on May31 • 2021. Them are no studies demonstrating the clinical benefitof

COVID-1 9 vaccination in COVID-1 9 survivors and there are three studies

demonstrating harm in such individuals. Thus, it is my opinion that the COVID-19

vaccination is contraindicated in COVIO-19 survivors many of whom may be in the

12- to 1 7-year-old age bracket.

49. Multiple laboratory studies conducted by highly respected US. and European

academic research groups have reported that convalescent mildly or severely

infected COVID-1 9 patients who are unvaccinated can have greater virus-

neutralizing immunity especially more versatile, long-enduring I- cell immunity

relative to vaccinated individuals who were never infected?2

See Athina Kilpelainen, et al., Highly functional Cellular Immunity in SARS-CoV-2 Non
Seroconvertors is associated with immune protection, biokxiv (pre-print),
https:Ilwww.biorxiv.orglcontentfl0.110112021.05.04.438781v1 (last visited June 26. 2021):
Tongcui Ma, et a, Protracted yet coocdinated differentiation of long-lived SARS- CoV-2-specific
CDB+ T cells during COVID-19 convalescence, bioRxiv (pie-print),
httpsi/www.biondv.orglcontentll0.110112021.04.28.441880v1 (last visited June 26. 2021):

0
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50. Cleveland Clinic studied their employees for the effects of naturaliinmunity in

unvaccinated people.23 They found zero SARS-CoV-2 reinfections during a 5-

month follow-up among n=1 359 infected employees who were naturally immune

remained unvaccinated and conduded such persons are unlikely to benefit from

COVID-19 vaccination’ Among those who were vaccinated, unlike the naturally

immune, there were vaccine failure or breakthrough cases of COVID-19. Id.

51. An analysis by Murchu et al demonstrated in 615,777 individuals whichincluded

well-documented COVID-19 as well as subclinical infections with positive

serologies, there was a negligible incidence (<1%) of COVID-1 9 over the long term.

Murchu found no evidence of waning immunity over time suggesting no possibility

that future vaccination would be indicated for any reason.

hftps://onlinelibrary.wileycom/doi/1 0.1 OO2Irmv.2260.

52. A recently published article in Nature reported that prior infectioninduces long- lived

bone marrow plasma cells which means the antibodies to preventreinfection of

Claudia Gonzalez. €4 at., Live virus neutralisation tesUng in convalescent patients and subjects
vaccinated against 19A, 2GB. 2011501Y.V1 and 20hl501Y.V2 isolates of SARS-CoV-2, medRxiv
(pre-print), https:llwww.medrxiv.orgl content/i 0.110112021.05.11 .21256578v1 (last visited June 21,
2021); carmen Camara, et al. Differential effects of the second SARS-CoV-2 mRNA vaccinedose
on T cell immunity in naTve and COVID-19 recovered indMduals, bioRxiv (pm-print),
httpsitwww.biorxiv.org/contentilo.1 10112021 .03.22.436441v1 (last visited June 26, 2021); Ellie N.
Ivanova, et al., Discrete immune response signature to SARS-CoV-2 mRNA vaccination versus
infection, medRxiv (pm-print),
https:llwww.medrxiv.org/contentflo.1101!2021.04.20.21255677v1 (last visited June 26, 2021);
Catherine J. Reynolds, et al, Prior SARS-CoV-2 infection rescues B and T cell responses to
variants after first vaccine dose, (pre-pi-int), https:Ilpubmed.ncbi.nlm.nih.gov1339315671 (lastvisited
June21, 2021); Yair Goldberg, et aL, Protection of previous SARS-CoV-2 infection is similarto that
of BNT162b2 vaccine protection: A three-month nationwide experience from lsrael,niedRxiv (pre
print), https:llwww.medrxiv.org/contentilo.1 101/2021 .0420.21255670v1 (last visited 0612621).

23 Nabin K. Shrestha, Patrick C. Burke, Amy S. Nowacici, Paul Terpeluk, Steven M. Gordon, Necessity
of COvlD-19 vaccination in previously infected individuals, medRxiv (pre-print),
htlpsitwww.mednciv.orglcontenillo.1 101/2021.06.01.212581 76v2 (last visited June21, 2021).
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COVID-19 are long-lasting.24

CONCLUSION

53. In my expert medical opinion which is and is within a reasonable degree of medical

certainty, despite the current Delta variant outhreak, the increasing likelihood of

herd immunity to CON/iD-I 9, the low risk to children and adolescentsof serious

complications or death due to COVID-19, the negligible risk of asymptomatic

spread of COVID-19, the vastly improved COVID-1 9 treatments currently available

all make the risks inherent in CON/ID-i 9 signifIcantly lower thanthey were in 2020.

54. It is my expert medical opinion that the COVID-1 9 vaccines are progressivelylosing

efficacy over the prevention of COVID-i 9 and in widely vaccinated countries(lsrael,

Iceland, Singapore) up to 80% of COVID-19 cases have been previously

vaccinated implying the vaccines have become obsolete with antigenic escape or

resistance to variants (e.g. Delta) that have evolved to infect persons who were

vaccinated against the now extinct wild-type SARS-CoV-2 strain.

55. It is my expert medical opinion that it is not good research or clinical practiceto

widely utilize novel biologic therapy (mRNA, adenoviraf DNA COVID-19 vaccines)

in populations where there is no information generated from the registrational trials

with the FDA, specifically COVID-19 survivors, suspected COVID-19-recovered,

pregnant or women who could become pregnant at any timeafler investigational

vaccines. In my expert medical opinion, the risks associated withthe investigational

24 Jackson S. Turner et al. SARS-CoV-2 infeclion induces Long- lived bone mawow plasma ceilsin
humans, (May 24, 2021) https:/Iwww.nature.com!artjcles)s41586-021-036474
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COVID-19 vaccines far outweigh any theoretical benefits, are not minor or

unsedous, and many of those risks are unknown or have not been adequately

quantified nor has the duration of their consequences been evaluated or is

calculable. Therefore, in my expert medical opinion, the Emergency Use

Authorization and mandatory administration of COVID-19 vaccines creates an

unethical, unreasonable, clinically unjustified, unsafe, and unnecessary risk to

those who have the vaccine, especially those between the ages of 12 and 17 years

of age, mostofwhom do not have thewberewithal to understand the risks theyare takfrig

on by takWg the vaccine. Unrlunately, the risks of the va&ine, especially the risk of

mvcanJitis are not widely known. It is impottant that these thildren be pmteded from the

vaxã,es

c flt

DEPONENT

THUS SIGNED AND SWORN TO AT Dallas TX USA ON THIS 28th DAY OF
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