CDC konec¢né vydalo své bezpecnostni monitorovaci
analyzy VAERS pro vakciny proti COVID
prostrednictvim FOIA

DX jackanapes.substack.com/p/cdc-finally-released-its-vaers-safety,

SOUHRN

e Analyza bezpecnostnich signalt VAERS CDC zalozena na
zpravach od 14. prosince 2020 do 29. ¢ervence 2022 pro mRNA
vakciny COVID-19 ukazuje jasné bezpec¢nostni signaly pro smrt a
radu vysoce relevantnich tromboembolickych, kardialnich,
neurologickych, hemoragickych, hematologickych a imunitnich -
systémové a menstruacni nezadouci prihody (AE) u dospélych v
USA.

 Existovalo 770 rtiznych typt nezadoucich prihod, které
vykazovaly bezpeénostni signaly ve véku 18+, z nichZ vice nez
500 (nebo 2/3) mélo vétsi bezpecnostni signal nez
myokarditida/perikarditida.

e Analyza CDC ukazuje, Ze pocet zavaznych nezadoucich prihod
hlasenych za méné neZ dva roky u mRNA vakcin COVID-19 je
5,5krat vyssi nez vSechna zavazna hlaSeni u vakcin podanych
dospélym v USA od roku 2009 (~73 000 vs. ~13 000).

e Dvakrat vice zprav o mRNA vakcinach COVID-19 bylo
klasifikovano jako zavazné ve srovnani se vSemi ostatnimi
vakcinami podanymi dospélym (11 % vs. 5,5 %). To splnuje
definici bezpec¢nostniho signalu CDC.
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 Existuje 96 bezpecénostnich signalt pro déti ve véku 12-17 let,
mezi které patri: myokarditida, perikarditida, Bellova obrna,
viredy na genitaliich, vysoky krevni tlak a srdeéni frekvence,
menstruacni nepravidelnosti, inkompetence srdec¢nich chlopni,
plicni embolie, srdec¢ni arytmie, trombozy, perikardialni a
pleuralni vypotek, apendicitida a perforované apendix, imunitni
trombocytopenie, bolest na hrudi, zvySené hladiny troponinu,
pobyt na jednotce intenzivni péce a antikoagulaéni 1écba.

 Existuje 66 bezpecnostnich signalt pro déti ve véku 5-11 let,
mezi které patri: myokarditida, perikarditida, ventrikularni
dysfunkce a inkompetence srdec¢nich chlopni, perikardialni a
pleuralni vypotek, bolest na hrudi, apendicitida a apendektomie,
Kawasakiho choroba, menstruaéni nepravidelnosti, vitiligo a
priulom vakciny infekce.

e Bezpecnostni signaly nelze odmitnout jako ,,stimulované®,
prehnané, podvodné nebo jinak umeéle nafouknuté hlaseni, ani je
nelze odmitnout kviili obrovskému poc¢tu podanych vakein proti
COVID. Existuje nékolik diivodii, ale ten nejjednodussi je tento:
analyza bezpec¢nostnich signali nezavisi na poc¢tu hlaseni, ale na
tom, zda jsou n€které AE hlaseny ve vyssi mire u téchto vakein
nez u jinych vakein bez COVID. Dalsi diivody jsou popsany v
celém prispévku nize.

e Vsrpnu 2022 CDC tekl Epoch Times, Ze vysledky jejich analyzy
bezpecénostnich signalt ,,byly obecné v souladu s EB [Empirical
Bayesian] data mining [provadénym FDA] a neodhalily zadné
dalsi neoéekavané bezpecénostni signaly. Takze bud bylo
dolovani dat FDA v souladu s metodou CDC — coz znamena, zZe
,obecné“ nalezli stejné velké mnozstvi vysoce alarmujicich
bezpecnostnich signalti — nebo signaly, které nasli, byly
ocekavany. Nebo lhali. Mozna se to nikdy nedozvime, protoze
FDA odmitla zverejnit své vysledky dolovani dat .

uvoD
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Konec¢né! Zacharymu Stieberovi v Epoch Times se podarilo primet
CDC, aby zverejnilo vysledky svého monitorovani bezpeénostnich
signalti VAERS pro vakciny COVID-19, a vykresluji velmi alarmuyjici
obrazek (viz jeho hlaseni a datové soubory zde , nebo pokud to stoji
za paywall pak zde ). Analyzy pokryvaji zpravy VAERS pro vakciny
mRNA COVID od obdobi od zavedeni vakciny 14. prosince 2020 do
konce cervence 2022. CDC pripustilo , Ze s analyzou bezpe¢nostnich
signalt zacalo teprve 25. brezna 2022 (shodou okolnosti 3 dny poté,
co jim pravnik spole¢nosti Children's Health Defense napsal a
pripomnél jim nasi zaddost o FOIA).

[AKTUALIZACE: T Coddington zanechal v komentarich odkaz na
webovou stranku, kde zpristupnil data v souborech Excelu.]

Stejné jako ja byste se mozn4 divili, pro¢ CDC cekalo vice nez 15
meésicl, nez provedlo svou prvni analyzu bezpec¢nostnich signali
VAERS, prestoze v dokumentu zverejnéném na svych webovych
strankach uvedlo, Ze za¢ne na zacatku roku 2021 — zejména proto, ze
VAERS je nabizen jako nas rany varovny systém bezpecnosti vakein.
Mohli byste se také divit, jak mohli celou dobu trvat na tom, ze
vakciny COVID-19 jsou podrobeny nejprisnéjSimu bezpec¢nostnimu
monitorovani, jaké kdy svét poznal. K tomu se vratim pozdéji.
Nejprve poskytnu né€kolik zakladnich informaci o analyze, kterou
provedli (které muizete preskocit, pokud jste v rychlosti), a poté
popisu, co nasli.

POZADi ANALYZY BEZPECNOSTNICH SIGNALU

V ¢ervnu 2022 CDC odpovédélo na zadost zakona o svobodném
pristupu k informacim (FOIA) o monitorovani bezpeénostnich
signalt systému hlaseni nezadoucich tcinkt vakcin (VAERS) — ten, o
kterém uvedla, Ze bude provadét kazdy tyden od zacatku roku 2021.
Jejich odpovéd byla: nikdy jsme to neudé€lali. Pak o néco pozde€ji
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rekli, ze to délali od zacatku. Ale v srpnu 2022 konecné uvedli sviij

pribeh na pravou miru a rekli, Ze to skute¢né udélali, ale pouze od 25.

brezna 2022 do konce ¢ervence. Zrychlit to miizete zde:

N Jackanapes Junction

CDC mi dalo bic¢

Zde je dlouho opozdéné aktualizace probihajici sagy s fiaskem

bezpecénostniho signilu CDC. Pripoutejte se — je to jizda na horské

draze. Abychom vam osvézili pamét, 16. cervna v reakei na zadost
FOIA, kterou jsem podal spole¢né s organizaci Children's Health
Defense, CDC pripustilo, Ze nemonitorovalo VAERS na bezpecénostni
signdly z vakcin COVID-19, ackoli...

Prectéte si vice

pred 4 mésici - 87 lajkt - 20 komentari - Josh Guetzkow

Analyza, kterou méli provést, pouziva to, co se nazyva pomérné
pomeéry vykazovani (PRR). Jedna se o typ analyzy disproporcionality
bézné pouzivany ve farmakovigilanci (coz znamena sledovani
nezadoucich uéinkil poté, co jsou léky/vakciny uvedeny na trh).
Zakladni myslenkou analyzy disproporcionality je vzit novy 1ék a
porovnat ho s jednim nebo vice existujicimi léky obecné
povazovanymi za bezpecéné. Hledame disproporcionalitu v poc¢tu
nezadoucich téinki (AE) hlaSenych pro konkrétni AE z celkového
poctu hlasenych AE (protoZe obecné nevime, kolik lidi dany 1ék
uziva). Poté porovname se stavajicimi 1éky povazovanymi za
bezpecéné, abychom zjistili, zda je u nového 1éku hlaSen vyssi podil
konkrétnich nezadoucich aéinki ve srovnani se stavajicimi. (V tomto
pripadé se divaji na vakciny,

Existuje mnoho zptisobii, jak provést analyzu disproporcionality.
PRR je jednim z nejstarsich. Empiricka bayesovska data mining,
kterou me€l na VAERS provadét FDA, je dalsi. PRR se vypocita tak, ze
se pocet hlaseni pro danou nezadouci prihodu vyde€li celkovym
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poctem prihod hlasenych pro novou vakeinu nebo celkovym poctem
hlaseni. Poté to vydéli stejnym pomérem pro jeden nebo vice
existujicich 1ékti/vakein povazovanych za bezpecné. Zde je
jednoduchy vzorec:

Reports for An Adverse Event As % of All Reports for COVID Vaccines
PRR =

Reports for An Adverse Event As % of All Reports for Other Vaccines

Pokud je tedy napriklad polovina vSech nezadoucich ac¢inkt
hlasenych u vakecin COVID-19 a srovnavaci vakciny (vakein) pro
myokarditidu, pak je PRR 0,5/0,5 = 1. Pokud jedna ¢tvrtina vSech
nezadoucich téinki u srovnavaci vakciny je pro myokarditidu , pak je
PRR 0,5/0,25 = 2.

Tradi¢né, aby se PRR pocitalo jako bezpec¢nostni signal, musi byt
PRR 2 nebo vyssi, mit hodnotu chi-kvadrat 4 nebo vyssi (coz
znamena, 7Ze je statisticky vyznamny) a musi byt hlaseny alespon 3
udalosti pro dany AE. (To také znamen4, Ze pokud jsou u vakcin proti
COVID hlaseny tuny riiznych nezadoucich tc¢ink, které nebyly nikdy
hlaseny u Zadné jiné vakciny, nebude se to pocitat jako bezpeénostni
signal. Ve své analyze bezpec¢nostnich signalli z roku 2021 jsem jich

nasel pres 6 000 .

Bezpecénostni signal samozrejmée nemusi nutné znamenat, Ze existuje
problém nebo zZe vakcina zptisobila nezadouci prihodu. Predpoklada
se vsak, Ze spusti poplasné zvony, aby vyvolal blizsi prohlidku, jako v
této brozure CDC :
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How are the VAERS data used?

VAERS scientists look for unusually high numbers of reports of an
adverse event after a particular vaccine or a new pattern of adverse
events. If scientists see either of these situations, focused studies in
other systems are done to determine if the adverse event is or is not
a side effect of the vaccine. Information from VAERS and vaccine
safety studies is shared with the publid, Throughout the process of

Ach ano, sdileno s verejnosti — po prvnim odmitnuti sdilet vysledky a
meésicich tazeni nohou po opakovanych zadostech FOIA! Uvidime, zZe
CDC neprovedlo cilenéjsi studii témeér zadné z nezadoucich prihod s
L~novymi vzory“ (bezpecnostni signaly AKA).

CO TAKZE CDC VLASTNE DELALO?

Epoch Times ziskaly 3 tydny analyz bezpecnostnich signali od CDC
pro data VAERS aktualizovani 15., 22. a 29. Cervence 2022. Zde se
zamérim na posledni, protoze mezi nimi je velmi maly rozdil a je
uplnéjsi. Analyza bezpecnostnich signalti porovnava nezadouci
prihody 1 hlasené VAERS pro mRNA vakciny COVID-19 od 14.
prosince 2020 do 29. ¢ervence 2022 s hlasenimi pro vSechny vakciny
bez COVID od 1. ledna 2009 do 29. ¢ervence 2022.

PRR se pocitaji zvlast pro 5-11leté, 12-15leté a 18+ zvlast. Pro kazdou
veékovou skupinu existuji samostatné tabulky pro AE ze vSech
hlaseni, AE z hlaSeni oznacenych jako zavazné a AE z hlaseni
neoznacenych jako zavazné. 2 Pripomenme, Ze zavazné hlaseni je
takové, které zahrnuje smrt, zivot ohrozujici udalost, novou nebo
prodlouzenou hospitalizaci, invaliditu nebo trvalé poSkozeni nebo

vrozenou anomalii. Zamérim se na zpravy pro vSechny AE.
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Maji také tabulku, ktera vypocitava PRR porovnanim zprav pro
vakcinu Pfizer COVID-19 s zpravami pro vakcinu Moderna a naopak,
op€t pro vSechny zpravy, pouze vazné zpravy a nezavazné zpravy. V
téch tabulkach nebyly zddné pozoruhodné nalezy, takze je nebudu
rozebirat. [Edit: Zapomneél jsem, co Norman Fenton poznamenal ve

své analyze: celkovy podil hlaseni se zdvaznymi nezadoucimi ac¢inky
je 9,6 % pro Modern ve srovnani s 12,6 % pro Pfizer.] To neni tak
prekvapivé, protoze obé vakciny jsou velmi podobné, a tak by mély
vykazovat relativné podobné nezadouci i¢inky ve srovnani s
ostatnimi, a jakékoli rozdily pravdépodobné nejsou dostateéné velké,
aby je mohla zachytit analyza PRR. [Ackoli rozdil v celkovém poctu
zavaznych nezadoucich prihod, které nejsou specifické pro konkrétni
typ prihody, byl vyznamny pouze to, jak zavazna je.]

Zda se, ze CDC vypocitalo PRR pro kazdy jiny typ nezadouci prihody
hlasené u vSech zkoumanych vakein proti COVID - i kdyZ je mozné,
ze analyzovali pouze podskupinu. Zd4 se jasné, Ze mezi nezddoucimi
ucinky, které zkoumali, jediné z nich uvedené v tabulkach splnuji
alespon jednu ze dvou podminek: hodnotu PRR alespon 2 a hodnotu
chi-kvadrat alespon 4 (Chi je recké pismeno x a vyslovuje se jako
»kai“). Kdyz byly splnény obé podminky, zvyraznili nezadouci
prihodu zlut€, coz zfejmeé znamena bezpecénostni signal. Nebyly
uvedeny zadné nezadouci i¢inky vakciny COVID s méné nez 3
hlasenymi prihodami, i kdyz u vakcin bez COVID bylo uvedeno
mnoho nezadoucich Géinki, u kterych byla od roku 2009 hlasena
pouze 1 nebo 2. Tabulky CDC je stale obsahuji a jsou zvyraznény
zluté, kdyz je PRR vétsi nez 2 a hodnota chi-kvadrat vétsi nez 4,

JAKE BEZPECNOSTNI SIGNALY NASILO CDC?

Rozde€lim to podle vékovych skupin a srovnani Pfizer v. Moderna.
Zacénéme skupinou 18+.

Na seznamu je 772 AE. Z nich je 770 oznaceno zluté a m4 hodnoty
PRR a Chi-kvadrat, které je kvalifikuji jako bezpecnostni signaly.
Nékteré z nich jsou nové kody souvisejici s COVID-19 a ocekavali
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bychom, Ze vyvolaji signal, protoZe v predchozich letech neexistovaly,
aby byly hlaSeny jinymi vakcinami. Takze pokud je sundame, ztistane
nam 758 ruznych typu nezadoucich prihod, které nejsou
COVID a které vykazovaly bezpecnostni signaly.

Seskupil jsem téchto 758 bezpecnostnich signalt do rtiznych
kategorii. Obrazek nize ukazuje celkovy pocet AE hlasenych pro
kazdou z hlavnich kategorii bezpec¢nostnich signalt:

Safety Signals from CDC's Analysis of VAERS Reports
for mRNA COVID Vaccines

Cardiovascular
Neurological
Pulmonary
Thrombo-embolic
Menstrual

Death
Hemorrhagic
Gastrointenstinal
Hematological
Immunological
Cancer

10,000 20,000 30,000 40,000 50,000 60,000 70,000

Number of Adverse Events Reported

Let’s dig into some of these categories to look at what types of AEs
generated the most number of reports:3
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Major Cardiovascular Adverse Event Safety Signals from the
CDC's Analysis of VAERS Reports for mRNA COVID Vaccines

Atrial Fibrillation ' |
Irregular Heartbeat I |
Myocarditis l |
Cardiac Failure l |
Cardiac Arrest |
Pericarditis |

Acute Myocardial Infarction
Cardiac Flutter

Cardiomegaly

Cardio-respiratory Arrest
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Mote: The largest categories, chest pain and

palpitations, are not shown here. Number of AEs Reported

Major Neurological Adverse Event Safety Signals from the
CDC's Analysis of VAERS Reports for mRNA COVID Vaccines

Tinnitus ' :

Taste & Smell Disorders l l
Migraine | |

Parasthesia (Oral/Pharyngeal) | |
Bell's Palsy

Sensititve Skin

Electric Shock Sensation
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Major Thrombo-Embolic Adverse Event Safety Signals from
CDC's Analysis of VAERS Reports for mRNA COVID Vaccines

Thrombosis

Cerebrovascular Accident
Pulmonary Embolism

Deep Vein Thrombosis
Myocardial Infarction

Transient Ischaemic Attack
Pulmonary Thrombosis
Ischaemic Stroke

Cerebral Infarction
Arteriosclerosis Coronary Artery

500 1000 1500 2000 2500 3000 3500
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Major Haemmorhagic Adverse Event Safety Signals from
CDC's Analysis of VAERS Reports for mRNA COVID Vaccines

Gastrointestinal Haemorrhage l |
Cerebral Haemorrhage | |
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Haemorrhage Intracranial
Haemorrhage Urinary Tract
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200 400
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Major Gastrointestinal Adverse Event Safety Signals from
CDC's Analysis of VAERS Reports for mRNA COVID Vaccines

| |

o] [141
Appendicitis
Diverticulitis

Liver Disorder/Pain

Crohn's Disease

Melaena

Small Intestinal Obstruction
Perforated Appendix
Gastrointestinal Inflammation
Peritonitis

200 400
Number of AEs Reported

You can peruse the adverse events using the Excel tables provided by
the CDC, which were posted by The Epoch Times and Children’s
Health Defense at the links at the top of this post.

What about The Children?

If there is anything that looks remotely like a bright spot in all of this
is that the list of safety signals for 12-17 and 5-11 year-olds is much
shorter than for 18+. There are 96 AEs that qualify as a safety signal
for the 12-17 group and 67 for the 5-11. When we take out the new
COVID-era AEs, there are 92 safety signals for 12-17 year-olds
and 65 for 5-11 year-olds. Here are the most alarming ones:
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Adverse Event Safety Signals for 12-17 Year-olds:

Adverse Event Safety Signals for 5-11 Year-olds:

I don’t know why the list of AE’s is so much shorter for these age
groups. It could be that the list of AE’s for other vaccines for these
age groups is much shorter, so in a case where AEs have been
reported for the mRNA COVID vaccines but not for other vaccines, it
will not be counted as a safety signal by definition.

Share

COMPARISONS TO MYOCARDITIS & PERICARDITIS
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We are told that the existence of a safety signal doesn’t necessarily
mean the AE is caused by the vaccine, and I accept that premise. But
the current practice seems to be to ignore safety signals, dismiss
them as noise without any evidence, and stall any investigation into
them as long as possible. The precautionary principle, however,
dictates we should presume that a safety signal indicates causality,
until proven otherwise. Since, it has been acknowledged that the
mRNA COVID vaccines can cause myocarditis and pericarditis (often
referred to as myo-pericarditis), we can take those AEs as a kind of
benchmark, and propose that, at minimum, any AE with a signal of
equal or greater size should be considered potentially causal and
investigated more thoroughly.4

After dropping the new COVID-era AEs, there are 503 AEs with
PRRs larger than myocarditis (PRR=3.09) and 552 with PRRs larger
than pericarditis (PRR=2.82).5 This means that 66.4% of the
AEs had a bigger safety signal than myocarditis and 77.3%
were larger than pericarditis. You can see what those were by
use this Excel file provided by the CDC and sorting the 18+ tab by the
12/14-07/29 PRR column (Column E). Then just look at which AEs
have PRRs larger than the ones for pericarditis and myocarditis.

For 12-17 year-olds, there is 1 safety signal larger than myocarditis
(it’s ‘troponin increased’) and 14 safety signals larger than
pericarditis (excluding myocarditis), which include: mitral valve
incompetence, bell’s palsy, heavy menstrual bleeding, genital
ulceration, vaccine breakthrough infection, and a range of indicators
of cardiac abnormalities.

For 5-11 year-olds, the comparison to myo/pericarditis is less
germane, as they seem to suffer less from this side effect. But we can
still make the comparison: there are 7 safety signals larger than
pericarditis, including bell’s palsy, left ventricular dysfunction, mitral
valve incompetence, and ‘drug ineffective’ (presumably meaning they
still got COVID). There are 16 safety signals larger than myocarditis
(excluding pericarditis), which in addition to those listed above also
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include: pericardial effusion, diastolic blood pressure increase,
tricuspid valve incompetence, and vitiligo. Sinus tachycardia (high
heart rate), appendicitis, and menstrual disorder come in just below
myocarditis.

Now if we think of a safety signal as having both strength and clarity,
then the PRR can be thought of as an indicator of how strong the
signal is, while the Chi-square is a measure of how clear or
unambiguous the signal is, because it gives us a sense of how likely
the signal is due to chance alone: the larger the Chi-square value, the
less likely the signal is due to chance. A Chi-square of 4 means there
is only a 5% chance the observed signal is due to chance. A Chi-
square of 8 means there is only a 0.5% chance of it being due to
chance.6

For the 18+ group, there are 57 AEs with a Chi-square larger than
myocarditis (Chi-square=303.8) and 68 with a Chi-square larger
than pericarditis (Chi-square=229.5). Again, you can see what these
are by going the Excel file linked above and sorting on Column D.

For the 12-17 group, there are 4 AEs with a larger Chi-square than
myocarditis (Chi-square=681.5) and 6 larger than pericarditis (Chi-

square=175.4).

For the 5-11 group, there are 22 AEs with a Chi-square larger than
myocarditis (Chi-square=30.42) and 34 AEs with a Chi-square larger
than pericarditis (Chi-square=18.86).

RESPONDING TO OBJECTIONS

Let’s dispense with some of the criticisms used to dismiss VAERS
data, which will undoubtedly be raised if you try to bring the CDC’s
analysis to people’s attention.
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1. Objection: Anybody can report to VAERS. The reports are
unreliable. Anti-vaxxers made lots of fraudulent reports. Nobody
was aware of VAERS in the past, but now they are. So many
people were afraid of the vaccine so they blamed all their health
problems on it. Health workers were required by law to report
certain adverse events, like deaths and anaphylaxis. Etc. Etc.

All of these objections ultimately rely on the notion that VAERS
reports for COVID-19 vaccines have been artificially inflated
over previous years for one reason or another. The thing of it is,
though, that the CDC has a method for distinguishing between
artificial inflation and real signal. The idea is simple: if adverse
events are artificially inflated, they should be artificially inflated

to the same degree. Meaning, the PRRs for all of these safety
signals should be about the same. But even a casual glance at the
PRRs in the Excel file show they vary widely, from as low at 2 to
as high as 105 for vaccine breakthrough infection or 74 for
cerebral thrombosis. This method does not on the number of
reports, but the rate of reporting for certain events out of all
events reported. If anything, this method would tend to hide

safety signals in a situation where a new vaccine generates a very
large number of reports.

The CDC has even done us the favor of calculating upper and
lower confidence intervals, meaning that we can be at least 95%
confident that two PRRs are truly different if their confidence
intervals don’t overlap. So for example the lower confidence
interval for pulmonary thrombosis is 19.7, which is higher than
the upper confidence interval for 543 other signals. Artificially
inflated reporting cannot explain why so many
different adverse events have large PRRs that are
statistically distinct from one another.
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2. Objection: The safety signals are due to the huge number of
COVID vaccines given out. Never before have we given out so
many vaccine doses. By the end of July, the US had administered
something like 600 million vaccine doses to people aged 18+.
But the CDC analysis compares VAERS reports for these doses to

all doses for all other vaccines for this age group since Jan. 1,
2009. But from 2015-2020 there were over 100 million flu doses
administered annually to this age group alone. In previous work,
I estimated 538 million doses of flu given to people 18+ from
July 2015-June 2020. The number of flu and other non-COVID
vaccines for this age group administered from Jan 1., 2009
through July 29, 2022 must be well over double this number,
meaning VAERS reports for COVID vaccines are being
compared to reports for at least double the number of
doses for other vaccines. In addition to this, as already
noted, the PRR methodology does not depend, strictly speaking,
on the number of doses, but rather the rate of reporting of a
specific AE out of all AEs for that vaccine.

3. Objection: the vaccines are mainly being given to older people
who tend to have health problems, whereas other vaccines are
given to younger people. This objection is dealt with, since the
analyses are stratified by age groups. It might be still be
somewhat valid for the 18+ group, except that in the safety
signal analysis I did in the fall of 2021, I stratified by smaller
age bands and still found safety signals. In any case, this

objection is not enough to dismiss the safety signal analysis out
of hand, but rather calls for better and more refined research.
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4. Objection: The VAERS data is not verified and cannot be trusted.
I'll be the first person to agree that VAERS is not high quality
data, but if it is completely untrustworthy, then how is it
that the CDC uses these data to publish in the best
medical journals such as JAMA and The Lancet? If the
data were worthless, then these journals shouldn’t accept these
papers. In that JAMA paper, they reported that 80% of the
myocarditis reports met their definition of myocarditis and were
included in the analysis. Many other reports simply needed more
details for validation. Furthermore, the CDC has the ability and
budget to follow-up on every report VAERS receives to get more
details and even medical records to verify the report.

So if myocarditis shows a clear signal in the CDC’s analysis, and
80% of those reports were apparently high quality enough to be
included in a paper published in one of the world’s top medical
journals, how is it possible that all the rest of the reports are
junk? That all of the other safety signals are meaningless?
Answer: it isn’t.

And since we're on the topic of safety signals that turned out to
be real, it’s instructive to find appendicitis turn up as a safety
signal in all 3 age groups, since a study published in NEJM
based on medical records of over a million adult Israelis found
an increased risk of appendicitis in the 42 days following Pfizer
vaccination (but not following a positive SARS-CoV-2 PCR test).
That study also found an increase in lymphadenopathy (swollen
lymph nodes) after vaccination, but not after positive COVID
test. Lymphadenopathy was another safety signal.
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5. And that brings us to our last objection to be dispensed with: all
of these AEs were due to COVID. There was an epidemic and so
people were falling ill due to COVID and having all of these
problems that were then blamed on the vaccine. Well to begin
with, as we just saw, at least two of them (appendicitis and
lymphadenopathy) do not appear to have increased risk ratios
following a positive SARS-CoV-2 test, and we know that the
mRNA vaccines increase risk of myo/pericarditis independent of
infections. So how can we assume the rest of these are and
dismiss them with the wave of a hand? We can’t. At minimum,
they need further investigation. Furthermore, in the safety signal
analysis I did in 2021, I dropped all VAERS reports where any
sign of a SARS-CoV-2 exposure or infection was indicated on the
report, and I still found large, significant safety signals.

PUTTING IT ALL INTO PERSPECTIVE

The Epoch Times article quotes my esteemed colleague and friend,
Norman Fenton, Professor of Risk Management and an world
renowned expert in Bayesian statistical analysis: “from a Bayesian
perspective, the probability that the true rate of the AE of the
COVID-19 vaccines is not higher than that of the non-COVID-19
vaccines is essentially zero.... The onus is on the regulators to come
up with some other causal explanation for this difference if they wish
to claim that the probability a COVID vaccine AE results in death is
not significantly higher than that of other vaccines.” (See his post on
the CDC analysis here.) The same is true for all the safety signals they
found.

The CDC’s VAERS SOP analysis document lists 18 Adverse Events of
Special Interest says they are going to pay close attention to. In their
2021 JAMA paper (and similar presentations to ACIP), the
researchers responsible for analyzing the millions of medical records
in the CDC’s Vaccine Safety Datalink (VSD) using the ‘Rapid Cycle
Analysis’ only studied 23 outcomes. A Similar analysis in NEJM from
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Israeli researchers focused on only 25 outcomes. Compare this to
over 700 safety signals found by the CDC when they finally decided
to look—and that’s not even counting all the adverse events that have
never been reported for other vaccines so cannot ever show a safety
signal by definition. How can the CDC say that these safety signals
are meaningless if almost none of them have been studied any
further? And yet we are assured that these vaccines have undergone
the most intensive safety monitoring effort in history. It’s complete
and utter hogwash!

Share

1

To be precise, the 'adverse events' are for "preferred terms' (PTs)
which is a type/level of classification used in the Medical Dictionary
for Regulatory Activities (MedDRA), which is the classification
system used by VAERS and in other pharmacovigilance systems and
clinical research for coding reported adverse events. Not all preferred
terms are a symptom or adverse event per se. Some refer to a specific

diagnostic test that was done or a treatment that was given.

2

It's not entirely clear how they divided these up, since there are
clearly AEs that should be considered serious that don't show up in
the serious Excel table — though maybe they don’t come up simply
because they are looking within serious reports. I believe that they
just filtered the reports to include only serious reports or non-serious
reports, then did the safety signal analysis on all the AE's coded in
those reports. The reason I think this is that I used the MedAlerts
Wayback Machine, selected just the serious COVID-19 vaccine
reports, and the numbers of total reports was very close to the one in
the table provided by the CDC (MedAlerts actually had a bit less).
The files obtained by the Epoch Times do not include much in the
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way of a description as to how the analyses were done, so I had to
infer some details, which might be incorrect. I will try to note when I
am drawing an inference about how the analysis was done.

3
Generally speaking, these figures show the top ten AEs in each

category. In some cases I combined AEs that indicated the same
thing, such as combining ‘heart rate irregular’ with ‘arrythmia.’

4

Note that using the myo-pericarditis signal as a yardstick doesn’t
mean that these are the only signals that matter. To give one
example, anaphylactic reactions don’t even show up in the list of
safety signals, even though that was one of the very first risk of the
vaccine that became apparent from day one of the vaccine rollout.

One potential objection to this benchmark is that it is too low of a
bar, since myo-pericarditis appears to disproportionately affect
younger men and so a proper safety signal should be stratified by age
and gender then compared with myocarditis similarly stratified. I
agree, and it is the CDC’s job to do that. But the fact is that any
adverse reaction might disproportionately affect some subgroup of
people, in which case the safety signal for that group would be
similarly faint or diluted when we look at everyone together. So
objection overruled.

5
In their Standard Operation Procedures document, the CDC said

they would combine these and related codes together to assess a
safety signal, but never mind — at least they finally got around to
doing something.

6
In this context, the Chi-square is largely driven by the sheer number
of adverse events: the more adverse events reported, including for

the comparator vaccine, the larger the Chi-square. For example, the
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PRR for pericarditis and subdural haematoma is the same (2.82), but
there were 1,701 incidents of pericarditis reported for mRNA COVID
vaccines versus 221for the comparator vaccines, with Chi-square of
229.5. For subdural haematoma, these numbers are 162 verus 21, for
a Chi-square of 21.2.
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