4 .'5.-'-
by J o
.0

AUDIENCIA SENADO FEDERAL
OBRIGATORIEDADE DO
PASSAPORTE VACINAL




L e R, R o S L o = g R R e W S

e L S

TRUTH

does not mind
being questioned

-a(*).—
A L.I1E

does not like
being challenged

ShrEhpse S

| i e e w8

i n

.

‘T:f‘&"l ! '.;’i:.:.!Ll‘l ﬁll"lll'l‘l'lll

BPgfgh

s 4 4.5 T . b
= PRI R SR R SRS W




ORIGINAL ARTICLE

Evaluation of the BNT162b2 Covid-19
Vaccine in Children 5 to 11 Years of Age

E.B. Walter, K.R. Talaat, C. Sabharwal, A. Gurtman, S. Lockhart, G.C. Paulsen,
E.D. Barnett, F.M. Murioz, Y. Maldonado, B.A. Pahud, ].B. Domachowske,
E.A.F. Simdes, U.N. Sarwar, N. Kitchin, L. Cunliffe, P. Rojo, E. Kuchar, M. Rimet,
. Munjal, J.L. Perez, RW. Frenck, Jr., E. Lagkadinou, K.A. Swanson, H. Ma, X. Xu,
K. Koury, S. Mather, T.J. Belanger, D. Cooper, O. Tiireci, P.R. Dormitzer, U. Sahin,
K.U. Jansen, and W.C. Gruber, for the C4591007 Clinical Trial Group*




Fase 1

Phase 1 Study

50 Children were screened

1 Was excluded; did not
meet eligibility criteria

L

49 Entered study

l | 1,

16'Were assigned to and 17 Were assigned to receive 16 Were assigned to receive
received two doses of two doses of two doses of BNT162b2,
BNT162b2, 10 ug BNT162b2, 20 ug 30 pg, and received one dose

1 Withdrew assent and

did not receive vaccine
1 l ¥
1& Received two doses of 4 Received BMT162b2, 12 Received BNT162b2,
BNT162b2, 20 ug 30 pg, for dose 2 10 pg, for dose 2

EB Walter, KR, NEJM 2021




Fase 2/3

B Phase 2-3 Trial

2316 Children were screened

11 Were excluded

J

5 Withdrew

= 26 Did not meet eligibility criteria

2285 Underwent randomization

l

1528 Were assigned to receive
BMT162bZ, 10ug

l

1517 Received dose 1

J.

1514 Received dose 7

l

1510 Completed 1-mo follow-up visit

l

757 Were assigned to receive
placebo

l

751 Received dose 1

747 Received dose 7

746 Completed 1-mo follow-up visit

after dose 2 after dose 2
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50% serum neutralizing titer

Efetividade

100,000 —
BNT162b2 10 pg BNT162b2 30 pg
5-11 years old 16-25 years old
(n=264) (n=253)
10,000 — GMFR (95% Cl) GMFR (95% CI)
118.2 (109.2, 127.9) 11.4 (101.2, 122.7)
| 1
== =
1000 —
100 —
1198 147
(1106.1, 1296 .5) (10455, 1257.2)
10 — — -
10 10
(9.9, 10.3) (9.8, 10.8)
1
I I | |
Before 1 month Before 1 month
vaccination after dose 2 vaccination after dose 2

EB Walter, KR, NEJM 2021




Eficacia

SARS-CoV-2 Vaccine E
EfF'l:ﬂqr End Point Infection Status BMNT162b2 Placebo (953 C1)
Mao. of Surveillance Ma. of Surveillance

participants time participants time

with event (mo. at risk) with event (mo. at risk)

(total no.) (total no.)

1000 person-yr 1000 persor-yr %

Covid-19 =7 days ~ Without evidence of 3 (1305) 0322 (1273)  16(663)  0.159 (637) 90.7 (67.7-98.3)
after second dose previous infection
Covid-19 =7 days With or without 3(1450) 0353 (1398) 16 (736)  0.176 (704) 90.7 (67.4-98.3)

after second dose

evidence of previous

infection

EB Walter, KR, NEJM 2021




Beneficio Absoluto x Risco

Table 14. Model-Predicted Benefit-Risk Outcomes of Scenarios 1-6 per One Million Fully
Vaccinated Children 5-11 Years Old

Benefits Risks
Prevented | Prevented Excess Excess
Prevented| COVID-13 COVID-19 Prevented Encess  Myocarditis Myocarditis Excess
Sex COVID-19 | Hospitalizat ICU| COVID-19 | Myocarditis | Hospitalizat ICU| Myocarditis
Cases ions Admissions Deaths (ases ions | Admissions Deaths
Males &
Females
Scenario 1 45773 192 62 1 106 58 34 0
Scenario 2 54.345 250 80 1 106 58 a4 0
Scenario 3 2639 21 7 0 106 58 34 0
Scenario 4 58,851 241 77 1 106 58 34 0
Scenario 5 45773 192 62 3 106 58 34 0
Scenario § 45,773 182 62 1 53 29 17 0
Males only
Scenario 1 44,790 203 67 1 179 a8 57 0
Scenario 2 54,345 250 82 1 179 a8 57 0
Scenario 3 2,639 21 ¥ 0 179 a8 a7 0
Scenaric 4 57 857 254 83 1 179 498 87 0
Scenario 5 44,790 203 67 3 179 98 57 0
| Scenario 6 44,790 203 67 1 89 49 29 0
Females only
Scenario 1 45,063 172 54 1 3z 18 10 0
Scenario 2 54,345 250 78 2 32 18 10 0
Scenaric 3 2.639 21 7 0 3z 18 10 0
Scenario 4 57.938 215 67 2 32 18 10 0
Scenario 5 45,063 172 54 4 3z 18 10 0
Scenario § 45.063 172 54 i 16 9 5 0

Scenario 1: COVID-19 incidence as of Seplember 11, 2021, VE 70% vs. COVID-19 cases and 80% vi. COVID-19 hospitalization.
Scenario 2: COVID-19 incidence at peak of U.S. Delta varant surge at end of August 2021, VE 70% vs. COVID-19 cases and 80%
vs. COVID-18 hospitalization.
Scenario 3: COVID-19 incidence as of nadir in June 2021, VE T0% vs. COVID-19 cases and 80% vs. COVID-18 hospitalization
Scenario 4: COVID-19 incidence as of September 11, 2021, VE 90% vs. COVID-19 cases and 100% vs. GOVID-19 hospitalization.
Scenaro 5 COVID-19 case incidence as of September 11, 2021, VE T0% vs. COVID-19 cases and 80% vs. COVID-19

hospitalization, COVID-19 death rate 300% that of Scenario 1.

Scenario 6: COVID-19 incidence as of Sepltember 11, 2021, VE 70% vs. COVID-19 cases and 80% vs. COVID-19 hospitalization,
excess myocarditis cases 50% of Scenario 1.

FDA 2021




Nao existem dados sobre a administragao concomitante da vacina Comirnaly com outras
vacinas.

3.3.3 Eficacia contra infeccao assintomatica e transmissao do virus SarsCov-2

Nao ha evidéncias de que a vacina Comirnaty previna a infeccao assintomatica e
transmissao do virus SarsCov-2 de pessoa para pessoa.

3.3.4 Eficdcia contra Covid-19 grave

Nao foi possivel concluir qual o grau de eficacia da vacina Comirnaty contra a Covid-
19 grave.

3.3.5 Eficacia contra infeccdo por variantes de interesse do virus SarsCov-2

A eficacia da vacina Comirnaty contra variantes de interesse do virus SarsCov-2 nao
foi estabelecida ate o momento de concessao do registro sanitario.

3.3.6 Eficacia e seguranca em longo prazo

A eficacia e seguranca da vacina Comirnaty em Jlongo prazo nao foram
estabelecidas.”

https:/fconsultas.anvisa.gov.bri#/medicamentos/25351023179202157/




Relato de caso: Maddie de Garay
1 em 1514 2as doses

O senador dos Estados Unidos Ron Johnson, R-Wisconsin, deu uma entrevista coletiva em 28 de junho. Ele forneceu
uma plataforma para vitimas que sofriam de reag¢des adversas graves ao mRNA experimental e as injecdes de DNA do
vetor viral. Stephanie de Garay e sua filha Maddie, agora com 13 anos, estavam entre as presentes.

(¢]

g/loazdodie, entdo com 12 anos, recebeu a primeira dose de mMRNA experimental da Pfizer no final de dezembro de

A segunda dose v

Ela foi participant 20m | I hées de Crlangas 5' 2 15 anos em Cincinnati

Children's Hospitz h Center .

Apods a segunda il 1 1 a N OS no B raS| I bor fortes dores cardiacas e

abdominais.

Alonga lista de si " . lis intensos, desmaios,
perdagdo controle VaCI nad as . Como nao liberam residuos,
levando os médic sde janeiro e passou mais

e arriscar ter 13.210
Relatos semelhantes?

quando ela é cap:
A maioria dos sintomas anteriores persiste até hoje.

rodas ou andador:
tendo 20 ou mais cproes



https://www.cincinnatichildrens.org/service/g/gamble

Analise 14 obitos entre 12-17 anos apos Pfizer
(MMWR, CDC Dez/20- Jul/21)

Centers for Disease Control and Prevention

Morbidity and Mortality Weekly Report
Weekly / Vol. 70 / No. 31 August 6, 2021

COVID-19 Vaccine Safety in Adolescents Aged 12-17 Years —
United States, December 14, 2020-July 16, 2021

Anne M. Hause, PhDY; Julianne Gee, MPH!; James Baggs, PhID!; Winston E. Abara, MD!; Paige Marquez, MSPH!; Deborah Thompson, MD4;
John R. Sua, MDD, PhD!; Charles Licara, PhID1; Hannah G. Rosenblum, MID:3; Tanya R. Myers, PhD!; Tom T. Shimabuloairo, MD1; David K. Shay, MD!

o 01 desconhecido
o 06 pendentes de novos registros

https://pdfs.semanticscholar.org/9919/f9d28cdffea6a76c¢1ccf79f0cb3807b8c3fa.pdf? ga=2.236203905.146380
7205.1639628973-1278725874.1631128257




Did trials demonstrate COVID -19 vaccines save lives?

“Clinical trials have shown that the vaccines authorized for use in the US

are highly effective against COVID-19 infection, severe illness, and death.”
- Walensky, Walke, Fauci. JAMA. Feb 2021 (doi:10.1001/jama.2021.2294)

Table S26. Death summary in Blinded Phase

Plscebo mRMA-1ITY Total
. N=1Sr - Ne1S184 =304
Number of Doatfe Total ~ (%) - 3 X2 {0.1)
Comescfdealh n - - - — 1 -
Symplcrmatc Coved- 1R . 1
Coreng- 19 SARS-CoV -2 : — - - 3
e ICRrE-AEOOET CErIOTAROn. 1 - 1
BNTI162B2 Flacebho
(N=21.9286) (N=21.921)
lI'.-lp-lrl-rd L swse of Dearh® n - - ]
Deaths
Aculc rosperatory faclure - L
MAoTTes ruEpturc i [
Artcnosg beross F 4 ]
Bilhiary canceT mctastains L] 1
COVID-19
COVID- 19 poscumonaa
{ardsac arresd F i

Moderna. Page 68 (Table $26) of supplemental file. https.// www.nejm. org fdoiffull/10.1056/NEIMoa2113017
Pfizer. Page 12 (Table S4) of supplemental file. https.//www.nejmoorg fdol/ffull/10.1056/NEIMOa 2110345
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Resposta imune inata

o1a linha de defesa
oPrecoce

oNao especifica

cPele, lagrimas
oMacrofagos, neutrofilos
oCélulas Natural Killers
o Mastocitos

o Complemento

Reposta imune adaptativa

o Tardia
o Especifica

oCélulas apresentadoras de
antigeno

oLinfocitos T: resposta
celular

oLinfocitos B : resposta de
anticorpos
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Teoria da Imunidade de treinamento

o Reprogramacao funcional de células da imunidade inata

o Gera um estado mais ativado apos a estimulacio inicial de antigeno (infecgdes ou
vacinagao)
Gera reprogramacao metabadlica (ciclo de Kreb aprimorado)

o Gera mudancas epigenética (acetilacao e desmetilagcao levando a melhorias transcricao dos
genes IL-1P3, IL-6 e TNF-a).

o Afeta células progenitoras de linhas de células mieldides e monadcitos, bem como células
locais: macrofagos pulmonares e células dendriticas

o Em adultos, apds a BCG ha receptores de reconhecimento de padrdes aprimorados
expressao em monaocitos e elevacao da resposta imune Th1 e Th17 a estimulacdo nao-
micobacteriana, até 1 ano apos a vacinacao

o células NK podem ativar monocitos na medula 6ssea durante a infeccdo e induzir efeitos a
longo prazo sobre respostas da imunidade inata

Med

-

Fonte: Fonte: Johanneke Klelnnuenh is, Reinout van Crevel and Mihai G. Netea® Trans R Soc Tro

a1 RO T rratmarr] ....A...,. AAAAAAAAAAAAAAAAAAAAAA
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effects of BCG vaccination
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Imunidade inata nas c}@@ngas

The Indian Jowrnal of Pediatrics
httpsy Y dol.orng/ 10100751 2096-020-03 32 2 2y
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Pathophysiology of COVID-19: Why Children Fare Better than Adults?
Mitin Dhochak? - Tanu Singhal® - 5. K. Kabra' - Rakesh Lodha'

Received: 24 April 2020 fAccepted: 249 Apcil 2020
i D K C Chaudhuri Foundatiom 2020

Abstract

The world 15 facing Coronaviras Dhsease-2019 (OO T- 1 9) pandermac, which 1s causing a large number of deaths and burden on
intemsive cane facilities. It is caused by Severe Acute REespiratory Syndrome coronavirus-2 (SARS-CoV-2) onginating in Wuhan,
China. It has been seen that fewer children contract COWIT-19 and among infected, children have less severe disease. Insights in
pathophysiological mechanisms of less sewverity in children could be important for devising therapeutics for high-risk adulis and
clderly. Early closing of schools and day-care centers led to less frequent exposure and henece, lower infection rate in children. The
expression of proimary tarpet roceptor for SARS-CoWV-2, ic. angiotensin converting, cneyme-2 (ACE-2), decreases with ape. ACE-
2 has lung protective cffects by limitinge angiotensin-2 mediated pulmonary capillary leak and inflarmmation. Severne COWI- 19
disease is associated saith high and persistent viral loads in adults. Children have strong innate immune response doue 1o traimed
immumnity {secondary to live-wvaccines and frequent viral infections), leading to probably early control of infection at the site of
entry. Adult patents show suppressed adaptive immumity and dysfunctional over-active innDate iImomumns neSponss in Ssewvens
infections, which is not seen in children. These could be related to immune-senescence in clderly. Excellent regeneration capacity:
of pediatric alveolar epithelium may be contributing to early recovery from COWI-1%9. Children, less frequently, have risk
factors such as co-morbidities, smoking, and obesity. But young infants and children with pre-existing illnesses could be high risk
groups and need carefiul monitoringe,. Studies describing immune-pathogenesis in OOWVID-19 are lackinge in children and need
urgent attention.

onte: DS //WWW.NCDI. NIN.gov/p 3 < \Y



Apresentador
Notas de apresentação
This is another option for an overview using transitions to advance through several slides. 


o on o~ I )N A-A
\/ C ) \

N ] ] n
[

[ |
inntA
medRxiv preprint doi: https.fdol.org M0 1101/2021.05.03.21258520; this version posted May 6, 2021, The mlpyri%ht holder for this preprint
(which was not certiflied by peer review) is the authorfunder, who has granted medRxiv a license to display the preprint in perpetuity.
It is made available under a CC-BY-NC-MD 4.0 Intermational license .

1 The BNT162b2 mRNA vaccine against SARS-CoV-2 reprograms both adaptive and
2 innate immune responses
3
4 F. Konstantin FOohse®*%, Busranur Geckin®-%#, Gijs 1. Overheul<?, Josephine van de Maat?,
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10
11 Affiliations:
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Fonte:https://www.medrxiv.org/content/10.1101/2021.05.03.21256520v1 .full.pdf



Vacinas C19: dano a resposta imunidade
inata

oA resposta aos ligantes TLR4 e TLR7/8 fol
menor apos vacinas RNAmM

ocRespostas de citocinas induzidas por fungos
foram mais fortes apos vacinas RNAm.

oConclusao: reprogramacao da resposta imune
com reducao na producao de INF-gama
podendo Ievar a mterferenc:la na resposta a

N hal&bs/PM08437699/pdf/ma|n pdf
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Science RESEARCH ARTICLES

Cite as: 1. M. Dan ef al., Science
10.1126/science.abf4063 (2021).

Immunological memory to SARS-CoV-2 assessed for up to 8
months after infection

Jennifer M. Dan'**, Jose Mateus'*, Yu Kato'*, Kathryn M. Hastie', Esther Dawen Yu', Caterina E. Faliti’, Alba
Grifoni', Sydney I. Ramirez"*, Sonya Haupt', April Frazier', Catherine Nakao', Vamseedhar Rayaprolu’, Stephen
A. Rawlings®, Bjoern Peters'?, Florian Krammer®*, Viviana Simon*%9%, Erica Ollmann Saphire'?®, Davey M.
Smith®, Daniela Weiskopf'f, Alessandro Sette'-*, Shane Crotty'-+t

Center for Infectious Disease and ".-'.:1-:|:ir_|e Research. La Jolla Institute for Immunology (LN, La Jolla. TA 92037, USA. “Department of Medicine, University of California. Sam
Diego {LC=D), La _Iu:ul'a_. Ca 92037, UsaA, “Depariment of Medicine, Division of Infectious Diseases and Global Pubdic Health. University of California. =an Diego (LCS0), La
dolla, CAQZ0ET, USA. TDepartment of Microbioclogy, lcahn School of Medicine at Mount Sinai, Mew YWaork, NY 10029, USA, -Dvision of Infectious Diseases, Department of

Medicine. lcahn School of Medicine at Mount Sinai, Mew York, MY 10022, USA. *The Global Health and Emerging Fathogens Institute, lcahn School of Medicing at Moumnt
Sinai, Mew York, NY 10029, USA,

*These authors contributed egually to this work.
fCorresponding author. Email: shane@lji.org (5.C.); alex@ji.org (A.S.); daniela@lji.org (D.W.)

Understanding immune memory to SARS-CoV-2 is critical for improving diagnostics and vaccines, and for
assessing the likely future course of the COVID-19 pandemic. We analyzed multiple compartments of
circulating immune memory to SARS-CoV-2 in 254 samples from 188 COVID-19 cases, including 43 samples
at = 65 months post-infection. |lgiG to the Spike protein was relatively stable over 6+ months. Spike-specific
memory B cells were more abundant at 6 months than at 1 month post symptom onset. SARS-CoV-2-
specific CD4* T cells and CD&8" T cells declined with a half-life of 3-5 months. By studying antibody, memory
B cell, CD4" T cell, and CDE8* T cell memory to SARS-CoV-2 in an integrated manner, we observed that each
component of SARS-CoV-2 immune memory exhibited distinct kKinetics.
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Como as criancas sao
protegidas contra a COVID-
19?7 Uma Abordagem
Historica, Clinica e
Fisiopatologica para Abordar &
Suscetibilidade a COVID-19

Magdalena Anna Massalska e Hans-Jurgen
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Table 1. Severity of SARS-CoV-2 Reinfections as Compared with Primary Infections in the Population of Qatar.

Disease Outcome™ Reinfection{ Primary Infection{ Odds Ratio [95% CI)

no. of persons with outcomesno. of parsaons with infection that was not
severe, critical, or fatal

Severe disease 4/1300 158/6095 0.12 (0.03—0.31)
Critical disease 0/1300 28/6095 0.00 (0.00-0.64)
Fatal disease 0/1300 76095 0.00 {0.00—2.57)
Seveare, critical, or fatal disease 441300 193/6085 010 {(0.03—-0.25)

" Severe disease, critical disease, and fatal disease were defined on the basis of the World Health Organization criteria for classifying severe acute
respiratory syndrome coronavirus 2 (SARS-CoWV-2) infection severity and coronavirus disease 2019 (Covid-19)—related death.

T Reinfections were matched with up to five primary infections according to sex, 5-year age group, nationality, and calendar week of polymerase-chain-
reaction testing. The final sample therefore includes persons with reinfection who were matched to five or fewer persons with primary infection.

after the primary infection. Persons with reinfection were matched to those with primary infection in a Neurﬂln‘;}l Physician e :

1:5 ratio according to sex, S-year age group. nationality, and calendar week of the PCR test date (Fig. S1

and Table 51 in the Supplementary Appendix). Classification of severe, critical, and fatal Covid-19 Gastroenteralogy Califarnia
followed World Health Organization guidelines, and assessments were made by trained medical E::::::EMIDB}' + ERCP Oppartunity Fremont/Bay Area,

personnel through individual chart reviews.




Qatar, NEJM Correspondence

cDe 1304 reinfeccoes identificadas(RR 0,4%)

o Tempo medio entre primeira infeccao e reinfeccao foi de 277
dias

o As chances de doenca grave na reinfeccao foram de 0,12

vezes (intervalo de confianca de 95%, 0,03 a 0,31) em
relacao a infeccao primaria

Fonte: https://www.nejm.org/doi/full/10.1056/NEJMc2108120




Qatar, NEJM Correspondence

o “As reinfeccoes apresentaram 90% menos chances de
resultar em internacao ou morte do que infecgdes primarias.

o 04 reinfeccoes foram graves o suficiente para levar a
iInternagao aguda.

cNenhum levou a internacao em uma UTI, e nenhum terminou
em morte.

o As reinfeccOes eram raras e geralmente leves, talvez por

causa do sistema imunologico preparado apos a infeccao
FonteItqai@v.hejm.org/doi/full/10.1056/NEJMc2108120




"'_.‘f
5 A .

LB q-
=

FEATURE

I} Check for updates

Mew York, USA

Vaccinating people who have had covid-19: why doesn’t natural

wntingbiock@protonmailcom Twitter:

wriingbéock = - = - -
A ke IR “If natural immunity is strongly protective, as the evidence to date
. o e suggests itis, then vaccinating people who have had covid-19 would

seem to offer nothing or vervy little to benefit, logically leaving only
harms—both the harms we already know about as well as those still
unknown,” says Christine Stabell Benn, vaccinologist and professor
in global health at the University of Southern Denmark. The CDC
has acknowledged the small but serious risks of heart inflammation
and blood clots after vaccination, especially in vounger people. The
real risk in vaccinating people who have had covid-19 “is of doing
more harm than good,” she says.

A large study in the UK>® and another that surveyed people
internationally?3 found that people with a history of SARS-CoV-2
infection experienced greater rates of side effects after vaccination.
Among 2000 people who completed an online survey after
vaccination, those with a history of covid-19 were 56% more likely
to experience a severe side effect that required hospital care.?>




Criancas desenvolvem imunidade pos
covid robusta e duradoura

nature immunology

Explore content About the journal ~ Publish with us ~

nature > nature immunology »> articles > article

Article | Open Access | Published: 22 December 2021

Children develop robust and sustained cross-reactive
spike-specificimmune responses to SARS-CoV-2
infection

Alexander C. Dowell, Megan S. Butler, ... Shamez Ladhani —+ Show authors

Nature Immunology 23, 40-49 (2022) | Cite this article
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Mundo

Pfizer pede autorizaciao para vacinar bebés contra a
covid-19 nos EUA

A solicitacao foi feita nesta terca (01) a FDA, orgao dos Estados Unidos semelhante a Anvisa.

THAIS GUIMARAES
TERESINA - PLAUT

1 de fevereiro de 2022 | 21h31

CIEMCIA

criancas pequenas

For André Lopes

Fublicado em: T1/02/2022 as 16h39
Alterado em: 11 /02/2022 as
& Tempo de leitur

a: 2 min

16h43

Pfizer adia pedido a FDA da vacina para
criancas de 6 meses a 4 anos

A farmacéutica pretende esperar pelos dados que indicam o nivel de imunizacdo com trés doses em

Mais vistas
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Mundial de Clubes: 2022 deve ser o
dltimo ano no formato atual de
disputa

Super Bowl 2022: saiba onde
assistir a final entre Bengals e
Rams

Por que algumas pessoas nao
pegam covid mesmo tendo contato
com um doente?









Conceito -
Miocardite

Miocardite € uma doenca inflamatoria do
miocardio, geralmente secundaria a infecgoes
virais e fendbmenos de desregulagao imunoldgica
com manifestagdes clinica extremamente
heterogéneas.

A incidéncia de miocardite na infancia é baixa e
gira em torno de 1.95/100.000 pessoas-ano de 0O-
15 anos, sendo que esta incidéncia € menor em
criangas mais novas e vai aumentando ao longo
da idade.

Em criancas de até 6 anos de idade, ndo ha
diferenca na distribuicao entre sexo masculino e

feminino, mas apos esta idade ha predominancia
no sexo masculino que tambéem aumenta com a
idade.




Prognodstico
das
miocardites

Ha heterogeneidade na literatura sobre progndstico

Dentre as causas de morte subita em jovens
(menores que 40 anos): temos dados que variam
de 5 — 20% causadas por miocardites e suas
sequelas

Das miocardiopatias nao- isquémicas : 9 - 40% sao
causadas por miocardites

Mesmo casos considerados “leves” na fase aguda
por nao gerar queda na fracao de ejecao,
insuficiéncia cardiaca descompensada ou arritmias
complexas podem deixar areas de fibrose
representadas por presenca realce tardio na RM -
potencial circuito para arritmia ventricular por
reentrada




MIOCARDIT
E NAS
VACINAS —
LINHA DO
TEMPO

1 DE FEVEREIRO : Primeiro
caso relatado em Israel — 5
dias apos vacina

THEJERUSALEM POST

Jerusalem Post > Health & Wellness

19-year-old hospitalized in ICU
days after receiving second Pfizer
vaccine

By MAAYAN JAFFE-HOFFMAN
Published: FEBRUARY 1, 2021 22:01
Updated: MARCH 9, 2021 17:57
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At Least 18 Cases of Apparent
Heart Problems in Young People in
CT After COVID-19 Vaccine

Published May 24, 2021 . Updated on May 25, 2021 at
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Science's COVID-19 reporting is supported
by the Heising-Simons Foundation.

The COVID-19 vaccine made by Pfizer and
BioNTech appears to put young men at elevated
risk of developing a heart muscle inflammation
called myocarditis, researchers in Israel say. In
a report submitted today to the Israeli Ministry

of Health, they conclude that between one in
3000 and one in 6000 men ages 16 to 24 who
received the vaccine developed the rare
condition. But most cases were mild and
resolved within a few weeks, which is typical for
myocarditis. "I can't imagine it's going to be
anything that would cause medical people to
say we shouldn't vaccinate kids," says Douglas

@ science.org

= Science o}

< BACK TO SCIENCEINSIDER

SCIENCEINSIDER | HEALTH

Israel reports link between rare
cases of heart inflammation and
COVID-19 vaccination in young

men

Study strengthens suspicions first

announced in April, but most incidents are
mild

1 JUN 2021 - BY GRETCHEN VOGEL, JENNIFER COUZIN-FRANKEL




Expected vs. Observed reports after mRNA vaccination dose 2, 7-day risk period (N=765)*

Age group, Cases of Cases of Cases of Cases of
years myopericarditis, myopericarditis, myopericarditis, myopericarditis,
expected observed expected observed

0-3 12 Lwecly

0-2 15 O=3

1-8 24

1-6 16 1-9 56
2-21 10 2—19 72
2—-22 22 2=15 45
4-40 15 4-35 13

65+ 4-44 6 4-36 8
¢ [EDC — | —— -
=5~ * As of Aug 18, 2021; assumes a 7-day observation window, with 765 of 897 reports after mRNA vaccines occurring during Days 0-6 after vaccination; counts among 12-29 years 7
“

from reports meeting case definition for myopericarditis; expected estimates for females 12-29 years adjusted to reflect reduced incidence in this age group




Noticias Esporte Cultura Humor Distrito Mais v @ entrar Q Procurar

Noruega Ultimas noticias  Documentério ~ Clima  NRK Ytring

Agéncia Norueguesa de Medicamentos: Mais

pessoas do que o esperado tém inflamacao do - Existem efeitos colaterais muito raros. Pode ser algo entre 1 em
coracao apos a vacinagao

Muito poucos tém os efeitos colaterais graves, mas ainda mais do que o

6.000 e 1em 10.000 que tém esse efeito colateral. Monitoramos de

esperado. - S30, em primeiro lugar, 0s homens jovens entre 18 e 30 anos que perto todos os que sofrem esse efeito colateral. Todos os que tiveram

estdo expostos a esse efeito colateral, diz Steinar Madsen da Agéncia

Norueguesa de Medicamentos para a NRK. esses efeitos colaterais na Noruega se sairam bem.

Espen Kjendlie
Jomalista

Publicados 13 de agosto no 06:06
Atualizada 13 de agosto no 09:23

NORUEGA




Outros jovens de 12 a 15 anos **

Atualmente oferece 1 dose da vacina.

Alguns podem receber 2 doses, a critério do médico. Isso
pode, por exemplo, aplicar-se aqueles que vivem com
pessoas particularmente vulneraveis ou que tém outros

riscos adicionais especiais.

Adolescentes dessa idade que ja foram submetidos a
covid-19 ndo sdo atualmente recomendados para

vacinagao.

Algumas criangas de 5 a 11 anos com

doencas terrestres graves receberdao em
breve uma oferta

Oferecido 2 doses (dose infantil) com a vacina Comirnaty

em intervalos de 8-12 semanas.

Os regimes de vacinagdo adaptados (até um intervalo de 3
semanas) sao apropriados para algumas criangas com

doenca subjacente grave, com base na avaliagdo médica.

Algumas criangas saudaveis que, por exemplo, vivem com
pessoas particularmente vulneraveis ou que apresentam
outros riscos adicionais especiais também podem receber

uma vacina a critério de um médico.

Criangas menores de 5 anos

N&o coberto pelo programa de vacinagdo coronariana

As vacinas coronarias nao sao aprovadas para criangas

menores de 5 anos de idade

* Nasceu em 2004 e 2005

** As coortes de 2006, 2007 e 2008, bem como aqueles que completaram 12 anos na coorte de 2009

Ministério da Saude da Norue

ga




Criangas de 5 a 11 anos, incluindo aquelas com doenga subjacente grave, tém uma
probabilidade muito baixa de serem admitidas no hospital devido a infecg¢ao por
covid-19. Algumas criangas com doenga subjacente grave ainda podem se beneficiar
da protecdo fornecida pela vacina coronariana. A vacinagdo também pode ajuda-los a
participar mais facilmente da escola e das atividades.

O Instituto Noruegués de Saide Piblica, portanto, estendeu o conselho sobre

vacinagao coronariana para também se aplicar a certos grupos de criangas de S a 11

anos com doengas subjacentes graves.

As doengas basicas em criangas de 5 a 11 anos que possibilitam a oferta de vacina
coronariana sao:

Transplante de érgdos (por exemplo, coragdo, rim, figado, etc.).

Deficiéncia imunolégica (por exemplo, imunodeficiéncia congénita ou o uso de
drogas que causam imunossupressao sistémica significativa)

Céncer hematoldgico (por exemplo, leucemia, linfoma) nos Gltimos cinco anos

Outros canceres ativos, tratamento de cancer em andamento ou descontinuado
recentemente (nos Gltimos seis meses) - especialmente terapia
imunossupressora, terapia de radiagdo para os pulmdes ou quimioterapia

Doengas neurolégicas ou musculares que causam reducgdo da forga de tosse ou
reducao da funcdo pulmonar

Doenga renal crénica com insuficiéncia renal significativa

Doenca cardiaca grave (criangas com insuficiéncia cardiaca, hipertensao
pulmonar grave, cianose, doenga de cdmara Gnica / «criangas Fontan»)

Doenca pulmonar grave (por exemplo, fibrose cistica, asma muito grave com
exacerbagdes que exigiram hospitalizagdo aguda no @ltimo ano)

Outra doenca muito séria. A vacinagio nesses casos é avaliada individualmente Ministério da Saude da Noruega

por um pediatra.




Table 2. Rates of likely myocarditis cases following the mRNA vaccines A. Comirnaty (Pfizer) B. Spikevax (Moderna)

Age (years) All doses Second doses Age (years) All doses Second doses
Rate* per 100,000 doses Rate* per 100,000 doses Rate* per 100,000 doses Rate* per 100,000 doses
Male Female Male Female Male Female Male Female
12-17 7.3 1.6 11.8 2.6 12-17 8.4 1.5 16.8 33
18-29 3.9 1.4 5.9 2.0 18-29 5.5 0.0 8.7 0.0
30-39 1.6 0.7 1.5 0.5 30-39 3.9 0.9 5.4 0.0
40-49 0.8 0.6 1.1 0.9 40-49 0.0 1.2 0.0 0.0
50-59 0.4 0.3 0.1 0.4 50-59 0.0 29 0.0 0.0
60-69 0.2 0.3 0.0 0.0 60+ 0.0 0.0 0.0 0.0
70+ 0.0 0.2 0.0 0.0 All ages* 5.6 1.5 6.5 1.1

Departamento de Saude- Australia

AUSTRALIA




Pericarditis (AESI) & COVID-19 A AG I
- us?r:lli:m G?\'e_‘rnm_t_‘nl

mRNA Vaccdne Decision Guide : #5" Department of Health Australian Technical Advisory Group
on Immunisation

S5
e E Pericarditis Report to TGA
P 2 or appropriate safety service
Do
o
@
2 - Follow same algorithm as below;
g » - SIS* Referral (non-urgent) as have completed primary vaccine course
o =GP as primary contact for management
=
=
s
= Abnormal Abnormal ECG Gather ch . . R | el
© : ; Fp— est pain with normal investigations nvestigations
3 troponin «—— ortroponin or <« investigations/ —» ; —> not available or not done
E i POl L RARERR (ECG/Echo/Troponin/CXR) =
or rou
- myocarditis 3 " v s
-.é pathway Defer revaccination

Brighton Level 1-3% Brighton Level 5% Brighton Level 4* for at least & weeks
from initial chest

pain AND until
symptoms have
v resolved
SIS or cardiology
SIS or cardiology SIS or cardiology referral optional

referral recommended

li = ] referral optional
[
v Y v

Walting Perlod/ SIS

15 >60yo Female Male Male All age > 80yo Female Male Male
. (any sex) 12-59 yo 25-59 yo 12-24yo groups (any sex) 12-59 yo 25-59 vo 12-24yo0
a
™
@ For>30yo Do not proceed Proceed with _ Do not proceed
8 consider dose 2 mRNA with vaccination P e Briceed 274 dose AZ Proceed with with vaccination
Proceed vs AZ at this time with 2n with 24 dose 2 mRNA at this time
win = fei] G ol [oR after e
o At For <30yo Individual risk 0SE M 0se ! - i individual risk
discussion
consider alternative and benefit SEALLE paEsiih 2 dose - i and benefit
| with patient
vaccine® discussion® MRNA discussion*™

Figure 2: Approach to revaccination in people with pericarditis attributed to an mRNA COVID-19 vaccine

* SIS = specialist immunisation service; # Brighton case definitions available at https://brightoncollaboration.us/myocarditis-case-definition-update/
AAZ not licensed for <18yo; Source: Adapted from Pericarditis (AESI) & COVID-19 mRNA Vaccine Decision Guide (SAEFVIC)*

Departamento de Saude- Australia (TGA)
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Association entre les vaccins COVID-19 a ARN messager
et la survenue de myocardite et péricardite

chez les personnes de 12 a 50 ans en France

Etude a partir des données du Systéme National des Données de Santé
(SNDS)

8 novembre 2021




Tableau 4. Association entre la myocardite et les vaccins a ARN messager en fonction de I'age chez

les hommes
Hommes
Témoins Cas  OR[IC95%]*t OR|[IC95%)*t+ Nombre de doses Excés de cas pour
pour un cas 1 million de doses

12-29 ans N=4550  N=455
Non exposé 3724 288 1.0 1.0
Pfizer-BioNTech :
Dose 1: 1a 7 jours 150 22 2.1[1.3-3.3] 2.1[1.3-3.5] 341000 [250 200-782 900] 2.9(1.3-4.0]
Dose 1:8 a2l jours 297 23 1.0 [0.6-1.6] 1.0 [0.6-1.5]
Dose2:12a7 jours 120 72 10.5 [7.3-15.1] 10.9 [7.6-15.8] 37 500 [36 400-39 200] 26.7 [25.5-27.5]
Dose 2:8 a 21 jours 184 15 1.3[0.7-2.2] 1.2 [0.6-2.1]
Moderna :
Dosel:1a7jours 25 3 1.8 [0.5-6.3] 2.1[0.6-7.3]
Dose 1:8 a2l jours 34 4 1.6 [0.6-4.6] 1.4 [0.4-4.3]
Dose2:1a7jours 5 28 86.7 [32.8-228.8] 79.8[29.8-213.4] 7 600 [7 500-7 700] 131.6 [129.9-133.3]
Dose 2:8 a 21 jours 11 0

FRANCA




What are the benefits and risks of children
taking the vaccine?

Per 1 million first doses

2

Intensive care admissions prevented

Vaccine benefit

87

Hospital admissions prevented

3-17

Vaccine risk Cases of myocarditis

? &2

Per 1 million second doses

0.16

Intensive care admissions prevented

Vaccine benefit
6

Hospital admissions prevented

12-34

Vaccine risk Cases of myocarditis

@&

Source: JCVI B[B]|C]

Vaccinating 800 people aged 60+
currently prevents one hospital
admission, but 25,000 children
would need to be vaccinated to
achieve the same result

Number of additional people of each age
group who would need to be fully vaccinated
to prevent one hospital admission, based on
current rates™

= 100 people

Age 60+ '1}'*'1}'1}

Age <18

*Based on current rates of hospital admission among
unvaccinated people in each age group, and latest
estimates of vaccine efficacy

Source: FT analysis of data from UK Health Security Agency

©FT

REINO UNIDO




Table A3. Myocarditis/pericarditis crude reporting rates per million doses administered following COVID-19 mRNA vaccines: Ontario, December
13, 2020 to December 12, 2021

Age All sex: All sex: All sex: Allsex: | Females: | Females: = Females: @ Females: | Males: All | Males: Males: Males:
{'rv::;l Alldoses | Dosel | Dose2 | Dose3 | Alldoses = Dosel @ Dose2 | Dose3 | doses | Dosel | Dose2 | Dose3
5-11* 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
12-17 66.5 50.1 83.8 0.0 29.1 333 248 0.0 102.9 66.5 141.1 0.0
18-24 75.6 389 116.0 0.0 329 30.2 36.9 0.0 117.6 47.5 193.6 0.0
25-29 38.9 30.6 46.7 62.6 20.0 13.4 25.5 44.4** 57.7 47.3 67.6 108.4**
30-39 25.5 15.6 36.8 0.0 19.2 12.6 27.0 0.0 323 18.7 47.1 0.0
40-49 14.1 13.5 15.3 0.0 6.2 6.7 6.1 0.0 23.0 212 25.4 0.0
50-59 11.8 11.2 12.7 8.1** 12.4 13.8 11.2 12.8** 11.2 83 14.3 0.0
60-69 7.9 5.8 10.7 0.0 5.0 2.8 7.7 0.0 111 9.3 14.1 0.0
70-79 7.8 8.7 9.6 0.0 6.9 9.0 7.2 0.0 8.8 83 123 0.0
80+ 5.5 i3 10.1 0.0 23 0.0 oL 0.0 10.2 8.1 16.6 0.0
Total 25.5 18.7 346 26 13.9 12.9 16.1 3.0 383 25.0 54.4 2.2

Note: Includes all reports of myocarditis or pericarditis identified through case-level review (n=581), regardless of the reports meeting the Brighton Collaboration case definition
for myocarditis or pericarditis.

*The reporting rate for the 5-11 year age group only includes reports of myocarditis/pericarditis following Pfizer-BioNTech Comirnaty pediatric COVID-19 vaccine (10 mcg)
authorized for this age group and doses administered of the Pfizer-BioNTech Comirnaty pediatric COVID-19 vaccine (10 mcg) product. There were two reports among those 11-
year-olds (who will be 12 years of age by the end of 2021) who received the Pfizer-BioNTech Comirnaty COVID-19 vaccine (30 mcg) indicated for 12+ years of age as per the
provincial program. These two reports are excluded from age group-specific reporting rate calculations but included in the total reporting rate calculation.

**Interpret with caution as this reporting rate is based on one report.

Data Source: CCM, COVaxon (see technical notes for details on data sources)

Adverse Events Following Immunization (AEFIs) for COVID-19 in Ontario 25

ONTARIO

Table 2b. Crude reporting rate of myocarditis/pericarditis per million doses administered
following Moderna vaccines by dose number, age, and gender: Ontario, December 13, 2020

to August 7, 2021 (n=104)

Age 2l All
gender:
group gender:
(years) A Dose 1
doses
12-17 0.0 0.0
18-24 89.2 8.3
25-39 249 9.0
40+ 5.9 5.2
Total 20.0 6.6

All
gender:
Dose 2

0.0
148.0
35.8

6.2

28.2

Females:
All
doses

0.0

21.9

9.3

3.0

6.6

Females:

Dose 1

0.0

8.9

7.7

5.0

6.2

Females:

Dose 2

0.0

30.8

10.3

19

6.8

Males:

Al Males:
Dose 1
doses
0.0 0.0
152.6 7.8
39.2 10.2
8.9 5.4
335 71

Dose 2

0.0

263.2

59.4

10.8

49.6

Notes: Includes all reports, including reports with missing time to onset (i.e., no restriction on time to onset
applied). Data used to calculate the reporting rates are available in Appendix A2.

Data source: CCM, COVaxon




INCIDENCIA MIOCARDITE(/MILHAO
DOSES) — HOMENS - 2% DOSE -
VACINAS DE MRNA — ONTARIO
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Raporting rate per million doses
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Figure 1. Overall reporting rate of myocarditis/pericarditis among people who have completed their
two-dose series with dose 2 on or after June 1, 2021 by A) homologous/heterologous schedule and
inter-dose interval and B) homologous/heterologous schedule by inter-dose interval
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Epidemiology of myocarditis and pericarditis following mRNA vaccines in Ontario, Canada: by vacac

product, schedule and interval https://doi.org/10.1101/2021.12.02.21267156,
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Table 3. Incidence rate differences of myocarditis/pericarditis cases following the first and second doses of Comirnaty vaccination stratified by sex and
compared to background rate in 2020
Incidence rate Background incidence rate in 2020t (per RN R
(per E(;C\)’,S(TOQOS;e;;m-M 100,000 person-14 days, 95% Cl) (per 100,000 person-14 days, 95% Cl)

First dose of Comirnaty

Total 3.37 (1.12-9.51) 0.11(0.01-20.36) 3.26 (-0.40-6.92)

Male 5.57(2.38-12.53) 0.21(0.01-10.34) 5.36 (0.65-10.07)

Females 1.13(0.16-6.58) 0 -
Second dose of Comirnaty

Total 21.22 (13.78-32.28) 0.11(0.01-20.36) 21.11 (12.06-30.16)

Male 37.32 (26.98-51.25) 0.21(0.01-10.34) 37.11 (25.10-49.12)

Female 4.77 (1.90-11.44) 0 ]
TThe background incidence rates were calculated using the reporting period (14 June — 4 September) in 2020 and truncated to incidence rate per 14 days. Values in bold
represent a statistically significant difference (P<0.05).
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Risks of myocarditis, pericarditis, and cardiac

arrhythmias associated with COVID-19

vaccination or SARS-CoV-2 infection
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Myocarditis (<40)

Myocarditis
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Relatorios de mio /pericardite da vacina VAERS COVID

Até 4 de fevereiro de 2022

All Myo/Pericarditis Aeported to VAERS COVID Vaccine vs. FLU Vaccine [all years)

- Pt Covid Vaccine - Po=i Flu Vacoire (al yaars)

-

FONTE:https://openvaers.com/covid-data/myo-pericarditis
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Myocarditis Outcomes Following mRNA
COVID-19 Vaccination

Preliminary Data: data are subject to change

Advisory Committee on Immunization Practices
February 4, 2022

lan Kracalik PhD MPH
Vaccine Safety Team
CDC COVID-19 Vaccine Task Force

cdc.gov/coronavirus

FONTE:https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-02-04/04-COVID-Kracalic-508.pdf



Outreach focusing on myocarditis patients 12-29 years of age

= As of November 2021, VAERS had received ~989 reports of myocarditis or
myopericarditis after COVID-19 vaccination that met CDC case definition*

= Of these, ~850 patient ages 12—-29 years had reached 90 days post-myocarditis
diagnosis

* Of ~850 patients 90 days post diagnosis, 648 (81%) had a phone number listed

— Of the ~648 patients who were called, ~360 (56%) completed the survey;
~270 (42%) were unreachable and 18 (3%) declined to participate

— For the 360 patients interviewed, time from myocarditis onset to interview
was 143 days (IQR: 131, 162)




Most patients with myocarditis after vaccination reported being
hospitalized at the time of myocarditis diagnosis (n=360)

* 92% (324) were hospitalized

* 4% (13) were readmitted following myocarditis; 8 of 13 (62%) were
readmitted because of a concern with the heart

* 20% (71) were prescribed medication for their heart as of their last
appointment with the provider

11




The proportion of myocarditis patients cleared for physical
activity by their cardiologist or healthcare provider has
increased (n=380)

At time of myocarditis diagnosis, 83% of patients
had restrictions on their physical activity

83%

Restricted

4

At time of provider survey, at least 90 days post
diagnosis, only 39% had restrictions

39%

Restricted
*25 (7%) were unsure




Summary

At least 90 days after myocarditis diagnosis, most patients reported no impact
on their quality of life, and most did not report missing school or work

Only 13 (4%) were readmitted to the hospital

Most (81%) healthcare providers indicated the patient was probably fully or
fully recovered

There did not appear to be a single test that was indicative of recovery

To our knowledge, there were no vaccine-associated myocarditis deaths in this
group

Ongoing efforts to continue patient follow-up and contact myocarditis patients
who were not yet recovered at time of survey

Surveys are being modified for children aged 5-11 and follow-up to start in
February 2022

-



MODELAGE
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Table 14. Model-Predicted Benefit-Risk Outcomes of Scenarios 1-6 per One Million Fully

Vaccinated Children 5-11 Years Old

Benefits Risks
Prevented| Prevented Excess Excess
Prevented| COVID-19| COVID-19| Prevented Excess | Myocarditis | Myocarditis Excess
Sex COVID-19| Hospitalizat ICU| COVID-19| Myocarditis | Hospitalizat ICU| Myocarditis
Cases ions | Admissions Deaths Cases ions | Admissions Deaths
Males &
Females
Scenario 1 45,773 192 62 1 106 58 34 0
Scenario 2 54,345 250 80 1 106 58 34 0
Scenario 3 2,639 21 7 0 106 58 34 0
Scenario 4 58,851 241 77 1 106 58 34 0
Scenario 45773 192 62 3 106 58 34 0
Scenario 6 45,773 192 62 1 53 29 17 0
Males only
Scenario 1 44,790 203 67 1 179 98 57 0
Scenario 2 54,345 250 82 1 179 98 57 0
Scenario 3 2,639 21 7 0 179 98 57 0
Scenario 4 57,857 254 83 1 179 98 57 0
Scenario 5 44,790 203 67 3 179 98 57 0
Scenario 6 44,790 203 67 1 89 49 29 0
Females only
Scenario 1 45,063 172 54 1 32 18 10 0
Scenario 2 54,345 250 78 2 32 18 10 0
Scenario 3 2,639 21 7 0 32 18 10 0
Scenario 4 57,938 215 67 2 32 18 10 0
Scenario 5 45,063 172 54 4 32 18 10 0
Scenario 6 45,063 172 54 1 16 9 5 0

Scenario 1: COVID-19 incidence as of September 11, 2021, VE 70% vs. COVID-19 cases and 80% vs. COVID-19 hospitalization.
Scenario 2: COVID-19 incidence at peak of U.S. Delta variant surge at end of August 2021, VE 70% vs. COVID-19 cases and 80%
vs. COVID-19 hospitalization.
Scenario 3: COVID-19 incidence as of nadir in June 2021, VE 70% vs. COVID-19 cases and 80% vs. COVID-19 hospitalization.
Scenario 4: COVID-19 incidence as of September 11, 2021, VE 90% vs. COVID-19 cases and 100% vs. COVID-19 hospitalization.
Scenario 5: COVID-19 case incidence as of September 11, 2021, VE 70% vs. COVID-19 cases and 80% vs. COVID-19.

hospitalization, COVID-19 death rate 300% that of Scenario 1.

Scenario 6: COVID-19 incidence as of September 11, 2021, VE 70% vs. COVID-19 cases and 80% vs. COVID-19 hospitalization,
excess myocarditis cases 50% of Scenario 1.
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Rislc of Myopericarditis following COWID-19 miRMNA vaccination

imn a Large Integrated Health Systerm:A Comparison of Completeness amnd
Tirmeliness of Two Methods

Flacie A Sharff, David M Dancoes, Jodi L Longueil, Eric S Johnson, Paul F Lewis
doi: hocps:/fdoi.org/ 101 10172021 1221 .21 2868209

This article is a preprint and has not been peer-reviewed [what does this rmean?]. It

reports neww rmedical research that has yet to be evaluated anmnd so should mnot be used to
guide climical practice.
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Pacientes de 12 a 39 anos que receberam uma segunda dose da vacina
(n=146.785), risco de 95,4 casos de miopericardite por milhao de
segundas doses administradas (IC95%, 52,1 a 160,0).

Em homens que receberam uma segunda dose (n=66.533) estimamos

uma taxa de 195,4 casos de miopericardite por milhOes de segundas
doses (IC 95%, 104,0 a 334,1).
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Abstract 10712: Observational Findings of PULS Circulation
Cardiac Test Findings for Inflammatory Markers
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Steven R Gundry
Abstract Originally published 8 Nov 2021 | Circulation. 2021:144:A10712
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Fonte:

https://www.ahajournals.org/doi/10.1161/circ.144.suppl_1.10712
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Moderna mRNA-1273 Pfizer BNT162b2 SARs-CoV-2 Spike

Figure 2. The three different Spike Protein Sequences (Moderna (left), Pfizer (middle), SARs-
CoV-2(right)) analyzed with RNAfold.

FONTE: https://osf.io/bcsab/
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Sent: Wednesday, August 25, 2021 8:25 AN

Y 4 | |
" DC I Itl CaS To: Morelli, Valerie {CDC/DDID/NCIRD/ISD) <vxma@cdc.govs

Subject: RE: Need 1o update vaccine definition on website

bf vaccine we have posted is

It is simply no longer possible to believe ——
much of the clinical research that is
published, or to rely on the judgment of
trusted physicians or authoritative medical a person’s immune system

guidelines. | take no pleasure in this disease, protecting the
: , ks are usually administered
conclusion, which | reached slowly and

alsc be administered by
reluctantly over my two decades as an editor
of The New England Journal of Medicine.

Mare aell pd to stimulate the body's
Morcia /Jn}( ps. Vaccines are usually

tions, but some can be
AZ QUOTES | into the nose.

TEMPORARY REMOVAIL: A Refp .« —--
Myocarditis Adverse Events in the U.S.
Vaccine Adverse Events Reporting
System (VAERS) in Association with
COVID-19 Injectable Biological
Products




What is an anti-vaxxer?

anti-vaxxer noun
>

iral anti-vaxxers

L, # o

Definition of anti-vaxxer

> a person wno opposes the use or v nes or reguiations manaating vaccinal

“They have every right to refuse a vaccine. | don't think you need a
contingency plan. If someone refuses the vaccine in the general
public, then there's nothing you can do about that. You cannot

force someone to take a vaccine.”
NIH official - Aug 18, 2020 - https://youtu.be/E2waiMF -X987t=1238

Source: Mermmam -Webster. Oct 31, 2021, hitps:/ erers merriam -webster comyd dictionany ant -vaer
AT ¥i
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Processo de acao coletiva da Zoloft

Ligue para (855) 948-5098
para saber mais sobre suas
opcoes legais

CONSULTA GRATUITA

A acao coletiva da Zoloft afirma que a
empresa farmacéutica enganou os
consumidores sobre a capacidade da
Zoloft de tratar a depressao

Nao estamos mais aceitando novos casos Zoloft

Boum Hedlund, Aristei & Goldman e Pendley Baudin & Coffin entraram com uma agdo coletiva de fraude ao
consumidor alegando gue a fabricante de medicamentos Pfizer, Inc. deliberada e falsamente engancou os

consumidores em relagdo & eficdcia do antidepressivo da empresa, Zoloft (nome genérico sertralina).

Zoloft gerou mais de US $ 30 bilhoes em vendas desde seu langamento em 1991, mas pesquisas sugerem gue

Fonte: https://www.baumhedlundlaw.com/consumer-class-actions/zoloft-class-action-lawsuit/




O processo alega que a Pfizer se envolveu em um padrdo consistente e deliberado de retengdo de
consumidores e médicos informacgdes criticas sobre a verdadeira eficdcia do Zoloft (ou a falta dela), incluindo o

seguinte:

A maioria dos ensaios clinicos concebidos para comprowvar a eficacia do Zoloft demonstrou que nao era

superior ao placebo.

A diferenca minima entre o Zoloft e o placebo nos Unicos dois estudos que mostraram que o Zoloft teve
mais efeito do que o placebo foi obtida por meio da manipulagao de dados e teve pouca ocu nenhuma

consequéncia para resolver a depressao das pessoas.

A Pfizer seguiu uma politica para garantir que os consumidores e profissionais de saude permanecam

alheios aos resultados dos estudos negativos.

Por meio de artigos de periodicos medicos “escritos por fantasmas” (escritos pela Pfizer ou empresas
contratadas pela Pfizer) e pagamentos ocultos a medicos proeminentes (conhecidos como lideres de
opinido), a Pfizer ocultou sua influéncia significativa sobre a imagem manufaturada de eficdacia

aparente da Zoloft.

As agoes da Pfizer demonstram um padrdao deliberado de engano que tornou impossivel para os
medicos prescritores pesar os riscos e beneficios do medicamento e para os consumidores tomarem
decisboes informadas sobre se devem ou ndo tomar Zoloft. A agdo busca exigir que a Pfizer pare sua
suposta conduta ilegal, incluindo a mudanga do rotulo do medicamento (bula) pora que o Zoloft

divulgue os estudos negativos que mostram a verdadeira eficacia do Zoloft (ou a falta dela).




- | | |
Manipulando o sistema, enganando 0s consumidores

A Pfizer conduziu seis testes de eficdcia cuidadosamente elaborados pela empresa para mostrar que o Zoloft era melhor do que uma pilula de agucar no tratamento da

depressao. No entanto, em apenas dois desses testes o Zoloft foi capaz de “vencer” o placebo em termos de pontuagoes reduzidas na Escala de Avaliagao de Hamilton.

Quatro dos seis estudos com Zoloft ndo demonstraram nenhum beneficio em relagao ao placebo ao tomar o medicamento e os beneficios medidos nos dois estudos “bem-
sucedidos” foram minimos, na melhor das hipoteses. Isso ocorreu apesar do fato de que esses estudos foram projetados especificamente para maximizar a superioridade da
droga sobre o placebo. Na verdade, a diferenca media nas pontuagoes de HAM-D entre o grupo de drogas e o grupo de placebo no final desses ensaios era tdo pequena

que um numero de membros do comite do FDA que revisou os dados questionou se a pequena diferenca era significativa o suficiente para garante a aprovagao do Zoloft.

De acordo com a reclamagdo apresentada por Baum Hedlund, a bula e o rotulo do produto Zoloft nunca forneceram aos medicos informagdes suficientes para permitir que

eles conduzissem a avaliacdo de risco / beneficio necessaria para seus pacientes, nem permitia que os pacientes tomassem decisoes informadas sobre se deveriam tomar o

medicamento .
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MEDICOS SUECOS PEDEM SUSPENSAO DA VACINACAO C19 PFIZER POR FRAUDE EM PESQUISAS

Pressmeddelande: Forskningsfusk hos noderleverantir till Piicer
nu kridver 16 liikare och forskare att vaccinationen i Sverige paasas

I British Medical Journal (EM]) avslajas den 2 mnovember 2021 att en
underleverantor till Pfizer sannolikt bedrivit omfattande forskningsfusk under fas-
lHi-studien awv Pfizers covidwvaccin hosten 2020, Artikelns huvudvittne ar Brook
Jackson, | septembear 2020 regionchef | Texas for forskningsorganisationan
“Wentavia Research Group, som arbetade med Pfizers vaccinstudier. Awv Jacksons
vittnesmal framgar att foretaget forfalskade data, avblindade patienter, anstallde
otillrickligt uwtbildade waccinatarer och war langsamma med att folja upp
biverkningar som rapporterades i fas-lll-studien. Personalen som utfarde

kvalitetskontraller war dwervidldigad av mangden proklem som de upptickie.

Efter att upprepade génger ha meddelat Wentavia om bristerna skickade Brook
Jackson 25 september 2020 ett klagomal via e-post till FDus (den amerikanska
livsmedels- och lakemedalsmyndigheten). Wentavia avskedade henne senara
samma dag. Jackson har far att styrka sin kritik farsett BEM] med dussintals interna
foretagsdokument, foton, ljudinspelningar och e-postmeddelandan. Bh]
underbygger hannes vittnesmal med utsagor fran manga tidigare anstéllda pa

“Wentavia.

I artikeln framkommer ccksa att FDA aldrig gjorde niagon granskning av
verksamheten dar Brook Jackson arbetade. Artikeln beskriver att FOlA har far lite
resursar far att granska kliniska studier. Aren 2000 till 2005 granskades bara
cirka 1 procent av alla stwdier, darefter har antalet granskningar minskat. |
augusti 2021 publicerade FDA en sammanfattning av antalet granskningar aw
Pfizers covidvaccinstmudiar. Totalt hade 9 av 153 studieplatser granskars, vilket

maotswarar & procent av studiens forskningscentra.

%I anser att det som BEM) rapporterat &r synnerligen allvarligt. Det kullkastar
fartroendet far Pfizer, som ar ansvariga for testningen av vaccinet samt for
sdkerheten hos det vaccin som just nu anvands till swenskar, varay

hundratusentals &r barn.

Omfattningen av antalet rapporterade misstinkta biverkningar av covidvaccinen ar
dessutom gigantisk, till exempel har det | Sverige under de tio manader som
wvaccinering skett rapporterats in 83 744 misstinkta biverkniagar, vilket ar mer an
10 ghnger fler 3n alla biverkningar som rapporterats per ar under de nirmast
faregaande dren for alla likemedel och vaccin, inalles cirka 25 000 substansar.

Ett tjugotal studier har wvisat att wvaccinens effekt ar mycket swvag. En av dessa
studier, som ir svensk, visade att vaccinen hade god effekt under cirka twa
manader, att AstraZenecas vaccin inte hade nigon effekt mot deltavarianten after

fyra manader och att detsamma gallde Pfizers vaccin efter sju manader.

Den starka misstanken om att delar av den kliniska provningen for Plizers vaccin
inte utfarts pd ett wvetenskapligt acceptabelt sitt och dar studieresultatet inte kan
ansas tillfarlitligt, i kombination med den stora omfattningen av inrapporterade
misstinkta biverkningar after vaccinering. manga av alhkvarlig art, gér oss som
lakare, forskare och immunologer djupt bekymrade. Inte minst fér barnen som
laper extremt lag risk far allvarlig sjukdom med covid-19, men som riskarar
allvarliga biverkningar. Att vaccinens effekt redan efter nagra manader har
avklingat kraftigt och ar svag mot deltavarianten av viruset bidrar till war slutsats
art covidvaccineringan i Swerige bar pausas tills ant risk/nytta kalkyler gors for alla
aldersgrupper. Wart stillningstagande sker i ljuset av avslGjandet | BMJ och det wi

idag wet om riskerna far patienten.
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Genotoxicidade

MNenhum estudo de genotoxicidade esta planejado para BNT162b2, uma vez que os
componentes de todos os construtos da vacina sao lipidios e RNA que nao devem ter
potencial genotéxico (WHO , 2005).

Carcinogenicidade

MNao foram realizados estudos de carcinogenicidade com BNT162b2, pois os
componentes de todas as construcdes de vacina sao lipidios e RMNA que nao devem ter
potencial carcinogénico ou tumorigénico. O teste de carcinogenicidade geralmente
nao & considerado necessario para apoiar o desenvolvimento e licenciamento de
produtos de vacinas para doencgas infecciosas ( OMS |, 2005).

Toxicidade reprodutiva e de desenvolvimento
Fertilidade e desenvolvimento embrionario inicial e desenvolvimento embriofetal

Mos estudos gerais de toxicidade, a avaliagao macroscdpica e microscdpica dos tecidos
reprodutivos masculinos e femininos nao mostrou evidéncia de toxicidade.

Estd em curso um estudo combinado de fertilidade e desenvolvimento (incluindo
teratogenicidade e investigagdes pos-natais) em ratos.

Desenvolvimento pré-natal e pés-natal, incluindo fun¢ao materna
Nenhum desses estudos foi feito.

Estudos em que os descendentes (animais jovens) sao dosados e / ou avaliados
MNenhum desses estudos foi feito.
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Apresentador
Notas de apresentação
Verne Harnish “Growth Guy”  
Verne Harnish is founder of the Entrepreneurs‘ Organization (EO) and is well-known as the “Growth Guy”. He is also founder and CEO of Gazelles, Inc.�This sample presentation is for entrepreneurs and executives of companies, aimed at helping them better manage the chaos that comes with growing a business.

The Gazelles presentations are clear and concise; simple, yet bold – it is the style embraced by growth firms.
My PowerPoint style is not a lot of words on a slide – just key concepts. I like to use the black background, because it provides a lot of contrast and will let the words come out more intensively.

My presentation style is to stand in front of the audience without a podium and share lots of stories of actual growth companies, like those represented in my audience, applying and having success with our tools and techniques.  Audiences tend to not remember facts, but they’ll remember the stories.  More specifically, I’ll share a key point (highlighted in the PowerPoint), tell a story, then review how the story relates back to the key point.  Then I’ll ask the audience to take a few minutes and apply the key point to their own company.

Note: You understand that Microsoft does not endorse or control the content provided in the following presentation.
	
Slide Notes: 
Color coding used to delineate key points and align with key elements of my company.�In this case, the yellow bar to the left is one of the two key colors of our logo. You’ll find custom layouts with a few color options, such as those on subsequent slides, on the Home tab under Slides. 
To change the color of objects on any slide layout, switch to Slide Master view. On the Themes tab, under Master Views, click Edit Master, and then click Slide Master.
Black on black background – embed an image of your own logo (the double swish you see is similar to the one from our old Gazelles logo)
To replace the ‘Your Logo’ placeholder with your own logo, switch to Slide Master view. On  the Themes tab, under Master Views, click Edit Master, and then click Slide Master. When you replace the placeholder image with your logo on the slide master, it will appear on all slides.



Plano de Vacinacao Covid19

TCLE + Niveis de
Atestado Medico recomendacao

Monitoramento Prevencao de
eventos eventuals danos
adversos secundarios

Title of your presentation © your company name. All rights reserved.



Apresentador
Notas de apresentação
“Tell them what you’re going to tell them” 
Once I paint them a picture of the success they’ll achieve, using the opening story and slide, I next outline no more than 3 to 5 key “how to’s” for achieving this success, color-coded to each upcoming section of the presentation.  
 
For growing companies I have them focus on four key decisions they must get right: People, Strategy, Execution, and Cash.�These four words are placed one per color-coded box.  And I’ll share a growth company example for each key point. 


Recomendacao CONTRA QUALQUER OBRIGATORIEDADE

Recomendacao condicional contra

MENORES DE 40 ANOS sem comorbidades

Recomendacao condicional a favor

MAIORES DE 40 ANOS com comorbidades

Recomendacao a favor

Nenhuma


Apresentador
Notas de apresentação
Again I put only the key concept on screen and then talk about it.
 
Slide Note:
This slide illustrates the alignment with a new topic using color. Note that it uses a color-coded Section Header layout.



Monitoramento de eventos advers:

o Aprimoramento do Vigmed
o Treinamento das equipes

o Fluxo de atendimento UBS UPA UTI

o Estrutura minima laboratorial D-dimero,
homocisteina

cECG
o Seguimento ambulatorial



Apresentador
Notas de apresentação
Key Points
For certain key points, I’ll simply place a few words on a slide without any other visuals, especially when I can’t find an appropriate picture and I want the words to linger in the minds of my audience.�Again, I’ll always tell a story that brings the key point alive for the audience while I keep the words on the screen, effectively “burning“ an image in their mind.


Campanha de reducao de letalidade
por eventos adversos

cDiagnostico precoce

oCapacitacao das equipes
multidisciplinares



Apresentador
Notas de apresentação
Key Points
For certain key points, I’ll simply place a few words on a slide without any other visuals, especially when I can’t find an appropriate picture and I want the words to linger in the minds of my audience.�Again, I’ll always tell a story that brings the key point alive for the audience while I keep the words on the screen, effectively “burning“ an image in their mind.


Conclusao

o 1. Cessar TODOS OS MANDATOS DE Passaporte sanitario em que pese o alto risco de
miocardite em menores de 40 anos

o 2. vacinagao em menores de 18 anos ¢/ comorbidades : anuéncia de ambos os
responsaveis legais com TCLE e atestado médico

o 3. Aprazar intervalo 8-12 semanas entra 12 e 22 dose para criancas e adolescente
c/comorbidades

o 4. Avaliar indicacido de vacinacao individualmente pesando risco beneficio

o 5. Transparéncia para garantir mecanismos de notificagao das reagoes adversas com
devolutiva dos dados monitorados

o 6. Capacitar profissionais de saude para identificar e tratar as reacoes adversas
MIOCARDITE, INFARTO, TROMBOEMBOLISMO, AVC, ARRITMIA

o 7. Campanha de esclarecimento da populacido para reconhecer as reacdes adversas

o 8. Evitar politicas de lockdown que reduziram a capacidade das criangas
desenvolverem a imunidade de treinamento
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