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CONHECENDO OS CORONAVIRUS

T
/ ™ Angiotensin Converting Enzyme 2

Transmembrane
protease Serine 2 (TMPRSS2)

Pillay TS. Gene of the month: the 2019-nCoV/SARS-CoV-2 novel coronavirus spike protein. | Clin
Pathol. 2020 Jul;73(7):366-369.



CONHECENDO OS CORONAVIRUS

TABLE 58-1 Viruses Associated with the
Common Cold

ANTIGENIC PERCENTAGE

VIRUS GROUP TYPES OF CASES
Rhinoviruses =100 types 40-50
Coronaviruses 5 types 10-15
Parainfluenza wvirus 5 types 5
Respiratory syncytial virus 2 types 5
Influenza virus 3 types”® 25-30
Adenovirus 57 types 5-10
Metapneumovirus 2 types 5

Other viruses: enteroviruses, bocavirus

*Multiple subtypes.



CONHECENDO OS CORONAVIRUS

Mammals

Human CoV NL63

[3 Human MERS-CoV

H SARS-CoV-1
uman Alphacoronavirus

Chicken CoVs

Betacoronavirus Turkey CoVs
Partridge CoV
Bottlenose dolphin CoV
Pig CoVs Beluga whale CoV
Thrush CoV Snow goose CoV
Munia CoV Pintail CoV
<. Bulbul CoV Sandpiper CoV
% Night heron CoV
% Wigeon CoV
[
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Deltacoronavirus T T
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Highly pathogenic CoVs Low pathogenic CoVs
Hedgehog CoV Shrew/Sorex CoV Pri
Hatfov Rat CoV e
Murine CoVs Bat CoVs A * * * * * J J
Antelope CoVs Pig CoVs (reservoir)
Horse CoVs Cat CoVs 2012 2019 1962
Bat CoVs Dog CoVs SARS-CoV-1 MERS-CoV SARS-CoV-2 HCoV 229E c°v NL63 HCoV HKU1 CoVOC43
Bovine CoVs Mink CoVs
Malayan pangolin CoV Bat CoVs \ \ 1
Human CoV HKU1 Human CoV 229E Intermediate ?
Human CoV 0C43 ('X,

' LI

“Viruses have small genomes, short generation times and,
at least in the case of RNA viruses, replication enzymes
that are prone to making mistakes. Consequently, they
evolve much more rapidly than other organisms.”

Shors, Teri. “Coronavirus.” AccessS cience, McGraw-Hill Education, Nov. 2020.
International Science Council. Blog: What's the point of virus taxonomy? Doi:
https://council.science/current/blog/whats-the-point-of-virus-taxonomy/
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IMUNIDADE AO SARS-COV-2

®  Magnitude de respostas humoral e celular parece ter relagao com gravidade

= Assintomaticos, oligossintomaticos, graves
"  Desconhecido correlato de protecao

= Ac neutralizantes contra receptor binding domain (RBD) e outros epitopos da proteina “spike”

Figure. Adaptive Immunity to Coronavirus Disease 2019 D .
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Generalized model of T-cell and B-cell (plasmablast, antibody) responses to generated by infection, vaccination, or after reexposure, are key to the path to
severe acute respiratory syndrome coronavirus 2 (SARS-CaV-2) infection immunity. The dotted lines represent peak B-cell, T-cell, and antibody responses
projected over 1year following infection. Neutralizing antibodies, memaory following infection.

4 B calls, and CDM™ and CDB* memary T cells to SARS-CoV-2, which are Stephens DS, McElrath M. COVID-19 and the Path to Immunity. JAMA. Published online September 11, 2020.

doi:10.1001/jama.2020.16656




IMUNIDADE POS INFECCAO PELO SARS-COV-2

=  Resposta imune natural “nao-esterilizante”
®»  Reducgao de transmissao, se infectados
= Carga viral mais baixa

"  Prevencao de doenca

m  Casos anedoticos de reinfeccao

= Booster na resposta imune celular por infecgoes prévias de outros coronavirus ?

® |munidade celular especifica contra o SARS-CoV-2 em nao infectados (doadores de sangue pré-pandemia)

Stephens DS, McElrath M. COVID-19 and the Path to Immunity. JAMA. Published online September |1, 2020.
doi:10.1001/jama.2020.16656



VACINAS SARS-COV-2

N O N o R E p |_ I CAT I N G This approach is similar to replicating viral vector vaccines in that a viral

gene is added to a different, non-replicating, virus and delivered to the

VI RAL VECTOR vaccine recipient. No approved product of this kind has resulted to date.

VACCINE CATEGORIES OO0
B Inactivated Virus {:} O O
[ | Live Attenuated Virus
B Protein Subunit R N A BAS E D Similar to DNA vaccines, these experimental vaccines provide immunity
. DNA-B d through introduction of genetic material (RNA). RNA vaccines can also be
Toase potentially developed more quickly and easily than other vaccines. No
. RNA-Based RNA vaccines have been approved for human use.
0 Replicating viral
vector

Mon-Replicating VIral

Vector _ ) ) _

I N A C T I VAT E D V I R U S These cctnsmt of wru.sle-s gr(fwn in culture and then killed as a means to
reduce virulence (ability to infect and cause harm) and thus prevent
infection from the vaccine. One benefit is they can be given to people

with weakened immune systems. Examples include polic and influenza
vaccines.

Virus-Like Particle

[ | Other Vaccines

https://www.covid-19vaccinetracker.org/
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3. - Candidates in clinical phase

V, World Health
%7 Organization Filter All Select phase of development (default is all)
COVID-19 - Landscape of novel coronavirus candidate vaccine development worldwide . .
Platform Candidate vaccines (no. and %)
Ps Protein subunit z0 31%
VVnr Viral Vector (non-replicating) 10 16%
1. - Number of vaccines in clinical development 64 DMNA DMNA 8 13%
v Inactivated Virus g 14%
2. - Number of vaccines in pre-clinical development 173 RNA RNA 7 1%
VT viral Vector (replicating) 4 B
VLP Virus Like Particle 2 3%
Vir + APC VT + Antigen Presenting Cell 2 3%
LAV Live Attenuated Virus 1 2%
VWnr + APC  |VWnr + Antigen Presenting Cell 1 2%
4. - Dosage, schedule and route of admistration of candidates in clinical phase
other not
Dosage & schedule Candidate vaccines (no. and %) specified Dayo
1 dose 12 19% 20% |
Day o 12
2 doses 38 5%
Dayo +14 5
Day o+ 21 16
Day o + 28 17
3 doses 1 2%
Day o + 28 + 56 1 Dayo+28+56 _Dayo+14
2%
TBD | No Data (ND) 13 20% 8%
Route of admininstration
Oral 3 5
Injectable 53 83%
SC Sub cutanecous z 3%
1D Intra dermal 3 5%
M Intra muscular 48 75% Dayo+28
TBD | No Data (ND) 8 13% 26% Dayo + 21
) 25%

https://www.who.int/publications/m/item/draft-landscape-of-covid- 1 9-candidate-vaccines
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informs optimal dose and vaccine schedule

« Typically takes 2-3 years, but for COVID-19
trials, expected to take 8 months

https://lwww.covid-19vaccinetracker.org/
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CLINICAL PHASE

« Post-approval studies that monitor effectiveness

in real-world conditions
\‘ « Testing begins after vaccine has been released

to public

https://www.covid- | 9vaccinet

racker.o

rg/



TIMELINE

The vaccine development process typically takes a decade, but
COVID-19 timelines are being compressed due to the global urgency

of the pandemic.

TYPICAL VACCINE DEVELOPMENT
n1@

——————————————————————seeele—————————
YEARS

POSSIBLE COVID-19 VACCINE DEVELOPMENT

https://www.covid- | 9vaccinetracker.org/



IMUNIDADE DE REBANHO

Imunidade de rebanho = protecao indireta

"  Protecao de suscetiveis quando a maioria € imune

= |mprobabilidade de infectados provocarem epidemia
Termo originado de programas de vacinagao

= Para determinar coberturas vacinais, custo-efetividade de
vacinas

Duragao de protecao (vacina ou infecgao) é fator
determinante

No immun__ity

;ﬂ\‘\,"

0
A Vaccinated or immune

M

0O 0
Disease carrier ) Susceptible

When the immunity threshold is reached, susceptible individuals are protected
from infection because ongoing spread of disease is limited.

Figure. Herd Immunity Thresholds by Disease
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The locations included are the locations in which the threshold was measured.

Formula: | — I/RO

Omer SB, Yildirim |, Forman HP. Herd Immunity and Implications for SARS-CoV-2 Control. JAMA. Published online October 19,

2020. doi:10.1001/jama.2020.20892

Desai AN, Majumder MS. What Is Herd Immunity? JAMA. Published online October 19, 2020. doi:|0.1001/jama.2020.20895



IMUNIDADE DE REBANHO — EXEMPLO DA ITALIA

Daily New Cases in Italy Daily New Deaths in Italy
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Table 3. Prevalence of COV

-19 and estimated number of people infected, 2020

Country (location)

Seroprevalence

Estimated no. of

/Crude, Adj people infected
Argentina (Barrio Padre Mugica)*’ ND 534 (a se) 26691
Belgium?* 5.7 695 377
Brazil (133 cities)* 1.39 1.62 oyérall, varying from 0 to 25.0 across 1209435
cities (test, design)
Brazil (Espirito Santo)®* 21 MND 84 391
Brazil (Maranhao)®* 37 4074 (clustering, stratification, non-response) 2877454
Brazil (Rio de Janeiro), blood 6 4.7 (age, sex, test) 811452
donors*!
Brazil (Rio Grande do Sul)'™ 0.222 0.222 (sampling)® 25283
Brazil (Sao Paulo)* 5.2 4.7 (sampling design) 14017 Germany (Gangelt) ™
Canada (British Columbia) 0.45 0.55 (age) o7ggg  Germany (Frankfurty
Greece
Chile (Vitacura)* 1.2 MND 9500 Hungarys’
China, blood donors®® lceland®®
Wuhan 3.87 MND 433 827
Shenzhen 0.08 MND 7818
Shijiazhuang 0.02 MD 2206 ] ]
China (Wuhan)" 10 ND 108000  India (Mumbai)™
China (Wuhan)* 8.36 (3.53 for MND (2.80 (age, sex, test) for entire period) 926 288
entire period) India (Srinagar)¥”
China (Guangzhou), blood 0.09 104783 Islami[c REPIngf:C of Iran (Guilan)?
donors® Italy (Apulia), blood donors®'
China (several regions)*’ Japan (Kobe)'!
Hubei (not Wuhan) 1718110 Japan (Tokyo)®
Chongging 11956109  Japan (Utsunomiya City)*
Sichuan 487 847
Guangdong 2522010 f::g:;hbszsmd“m“
Croatia™ 51765 Netherlands, blood donors's
Denmark, blood donors'? 1.9 (test) 109 665 Netherlands (Rotterdam)®*
Denmark (Faroe Islands)* 0.7 (test) 365
France (Crepy-en-Valois)*® ND 620 105

= Testes sorologicos: relagao direta com gravidade

OUTROS PAISES

0.0 (test, cluster, symptom

0.49 (age, sex, region)*
0.68 (design, age, sex, district)
0.9 (including those positive by PCR)

{quarantined)
0.3 (unknown
exposure)
54.1 in slum
areas, 16.1in
non-slum areas
3.8

58.4 in slum areas, 17.3 in non-slum areas (test,
age, sex)

3.6 (age, sex)
33.0 (test, sampling)
ND

2.7 (age, sex)
ND
1.23 (age, sex, distance to clinic, district,
cohabitants)
5.2 (age, sex, region, test)
2.1 (age, sex, district)
ND

ND

= Menor acuracia em oligo ou assintomaticos (< concentracao de Ac / imunidade celular predominante)

= Menor acuracia em coletas precoces ou muito tardias

= Maior acuracia se pesquisados IgM, IgG, IgA

534 750

54 000
770000
39887
40999
532 450
6378

2783453

12684

461622

512910

Burgess S, Ponsford MJ, Gill D. Are we underestimating seroprevalence of SARS-CoV-2? BMJ 2020;370:m3364. doi
http://dx.doi.org/10.1136/bmj.m3364



IMUNIDADE DE REBANHO - DESAFIOS

= Quando houver vacinas disponiveis, o que poderia acontecer em situagoes de baixa cobertura!?

= SARS-CoV-2 poderia se tornar endémico, semelhante a influenza, com picos nos meses mais frios

" Duragao de protegao

= Um grande desafio ¢é a evolugao molecular do SARS-CoV-2 — variantes
= Mutacao D614G — maior infectividade, mas nao viruléncia

m  “Cluster 5 variant” na Dinamarca (3 substituicoes e | dele¢ao na proteina spike) — menor sensibilidade a Ac neutralizantes >>
resposta alterada as vacinas?

Anderson RM, Vegvari C, Truscott |, Collyer BS. Challenges in creating herd immunity to SARS-CoV-2 infection by mass vaccination. Lancet. 2020. doi:
www.thelancet.com/journals/lancet/article/PIIS0140-6736(20)323 18-7/fulltext
Y. ). Hou et al,, Science 10.1126/science.abe8499 (2020). doi: science.sciencemag.org/content/early/2020/1 1/1 | /science.abe8499

WHO. SARS-CoV-2 mink-associated variant strain — Denmark. doi: www.who.int/csr/don/06-november-2020-mink-associated-sars-cov2-denmark/en/




“EFICACIA REQUERIDA 50%”

= Eficacia 94% em = 65 anos

cefaleia

= Sem eventos adversos graves: 3,8% fadiga e 2,0%

Pfizer / BioNtech oy Moderna / NIAID moderna
= |70 infectados: 162 placebo/ 8 vacinados = 95 infectados: 90 placebo/ 5 vacinados
= |0 graves: 9 placebo/ | vacinado = || graves: I | placebo
= Eficacia 95% 7 dias apos 2* dose = Eficacia 94,5% 14 dias apos 2° dose

edema/hiperemia

= Sem eventos adversos graves: 2,7% dor local (1°
dose) e 2° dose: 9,7% fadiga, 8,9% mialgia, 5,2%
artralgia, 4,5% cefaleia, 4,1% dor local e 2,0%

AstraZeneca / Oxford

= |3] infectados

= 90% s+ | (n=2741)
= 62% | + | (n=8895)

= Eficacia 70% 14 dias apos 2° dose

= Sem eventos adversos graves

As’traZeneca<%I Sinovac

= 7 graves: 7 placebo

= 252 infectados: 167 placebo/ 85 vacinados

= Eficacia 100% casos graves (hospitalizagao)
= Eficacia 78% casos que demandam atendimento médico
= Eficacia 50,4% casos com sintomas muito leves

= Sem eventos adversos graves

SINOVAC

https://www.pfizer.com/news/press-release/press-rel detail/pfizer-and-bi h-conclude-phase-3-study-covid- | 9-vaccine
/ I

elease-details/modernas-covid- | 9-vaccine-candidate-meets-its-primary-efficacy/

https:/investors.modernatx.

https://www.astrazeneca.com/media-centre/press-releases/2020/azd | 222hlr.html

https://www.reuters.com/article/uk-health-coronavirus-sinovac/sinovacs-covid- | 9-vaccine-induces-quick-immune-response-study-idUKKBN27X35I



RESULTADOS FASE 3 — PFIZER / BIONTECH
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Eficacia de 95% 7 dias apos
2% dose

Eficacia 94% em > 65 anos

Eficacia 52% com | dose e
de 91% nos primeiros 7 dias
apo6s a 2* dose

Sem dados sobre infec¢coes
assintomaticas

Armazenamento: -70,0°C ou
2 a 8°C por 5 dias



RESULTADOS FASE 3 — ASTRAZENECA / OXFORD

Articles I = Eficacia 70% 14 dias apos 2*

dose = “Subdose”
= 90% Y2 + | (n=2741) — = Todos 18 — 55 anos
Safety and efficacy of the ChAdOx1 nCoV-19 vaccine @ R®
(AZD1222) against SARS-CoV-2: an interim analysis of o = 62% | + 1 (n=8895) = Maior intervalo entre as doses
four randomised controlled trials in Brazil, South Africa,
and the UK Primary efficacy analysis: Secondary efficacy analysis:
MerrynVoysey*, Sue Ann Costa Clemens, Shabir AMadhi*, Lily ¥ Weckx®, Pedro M Folegatti®, Parvinder K Aley, Brian Angus Vicky L Bailie, m 50/5D or LDV 3D vacdnation first standard dose

Shaun L Barnabas, Qasim E Bherat, Sagida Bibi, Carmen Briner, Paola Cicconi, Andrea M Collins, Rachel Colin-Jones, Qare L Cutland, 0-06 Tmmrtgmq: —
Thomas C Darton, Keertan Dheda, Christopher ] A Duncan, Katherine RW Emary, Katie ] Ewer, Lee Fairlie, Saul N Faust, Shuo Feng, — ChAdOw1 nCov-19

Daniela MFerreira, Adam Finn, Anna L Goodman, Catherine M Green, Christapher A Green, PaulIT Heath, Catherine Hill, Helen Hil, lan Hirsch,
Swsanne H C Hodgson, Alane Iz, Susan Jackson, Daniel Jenkin, Carina CD Joe, Simon Kemidge, Anthonet Koen, Gaurav Kwatra, Rajeka Lazarnus, 0-05 — MenACWY T
Alison M Lawrie, Alice Lelliott, Vincenzo Libri, Patrick | Lillie, Raburn Mallory, AnaV A Mendes, Eveline P Milan, Angela M Minassian,

Alastair McGregor, Hazel Morrison, Yama F Mujadidi, Anusha Nana, Peter ] O'Reilly, Sherman D Padayachee, Ana Pittella, Emma Plested,
KatrinaM Pollock, Maheshi N Ramasamy, Sarah Rhead Alexandre V Schwarzbold, Nisha Singh, Andrew Smith, Rinn Song Matthew D Snape,
Eduardo Sprinz, Rebecca K Sutherland, Richard Tarrant, Emma CThomson, M Estée Tardk, Mark Toshner, David P) Turner, Johan Vekemans,
Tonya L Villafana, Marion E EWatson, Christopher Williams, Alexander D Douglas™, AdrianV SHill*, Teresa Lambe*, Sarah C Gilbert™,

= Eficacia para infec¢coes

Curnulative prope ien of partid pants
=]
8

Andrew] Pollard™ on behalf of the Oxford COVID Vaccine Trial Groupt . % | E- as s intométicas
= ChAdOxI| nCoV-19 vaccine oo £ 1% . 58.1% i+ |
(AZD1222) SE IE e
L S A A A P S S A A R o
Diays since second dose Days since first standard dose " 3’8A I + I

Mumber at risk

= |:] Vacina COVID x ACWY (number censorec)

ChAdOx1nCoV-19 5807 5639 4770 3181 490 0 6307 5737 4857 3681 2480 O
(o) (189) (1162) (2620) (5300) (5777} (0} (B45) (1443) (2636) (3811} (6258)

2 ey MenACWY 5830 5EG7 4765 3146 435 0 6207 571 4836 3652 2452 O
= 23.848 voluntarios 2 18 anos (0) (182) (1164) (2636) (s322) (728) (0) (639) (1424) (2500) (3760) (6156)

Figure: Kaplan-Meier cumulative incidence of primary symptomatic, MAAT-positive COVID-19

Cumulative incidence of symptomatic COVID-19 after two doses (left) or after first standard dose in participants
receiving only standard-dose vaccines (right). Grey shaded areas show the exdusion period after each dosein

= |2% > 55 anos which cases were excluded from the analysis. Blue and red shaded areas show 95% Cls. LDySD=low-dose prime plus
standard-dose boost. MenACWY=meningococcal group A, CW, and ¥ conjugate vaccine. NA AT=nucleic acid
amplification test. SOV SD=two standard- dose vaccines given.

= Avaliacao interina: 11.636



RESULTADOS FASE 3 — SINOVAC/BUTANTAN

o 9.242M

=  Vacina: 4.653
= Placebo: 4.599

= Turquia: 13.000 voluntarios (profissionais de saude
ou nao)

®  FEficacia: 91,25%
" Indonésia: 1.620 voluntarios (populagao geral)

= Eficacia: 65,3%

Grave
Hospitalizagcao / UTI 1009%,

Moderados p=0,4967

Hospitalizacao

77,96%
n=0,0029%*

50,38%
p=0,0049%

Leve
Precisa de

siencia

Nao precisa de ajuda




INFORME TECNICO PNI

O Ministério da Sande iniciard a campanha nacional de vacinacio contra a covid-19 com um
total de 6 milhdes de doses da vacina Sinovac (Butantan). Ressalta-se que esta vacina tem indicacio
de duas doses para completar o esquema vacinal.

Neste cendrio, considerando as duas doses para completar o esquema vacinal (intervalo de 2
a 4 semanas entre elas) e o percentual de perda operacional de 5%, estima-se vacinar nesta primeira
etapa cerca de 2,8 milhdes de pessoas, priorizando 0s grupos que seguem:

- Trabalhadores da saide (ver estrato populacional abaixo)
“* Pessoas idosas residentes em instituigdes de longa permanéncia (institucionalizadas);
& Pessoas a partir de 18 anos de idade com deficiéncia, residentes em Residéncias

Inclusivas (institucionalizadas);

& Populagiio indigena vivendo em terras indigenas.

Excipientes: hidroxido de aluminio, hidrogenofosfato dissodico, di-
hidrogenofosfato de sédio, cloreto de sédio, dgua para injetaveis e
hidroxido de sédio para ajuste de pH.

Plataforma Virus inativado
Indicaciio de uso maior ou igual a 18 anos
Forma Farmacéutica Suspensdio injetavel
Apresentacdo Frascos-ampola com 0.5 mL (frasco monodose)
Via de administracio IM (intramuscular)
: 2 doses de 0,5 mL cada, com intervalo de 2-4
Esquema vacinal/Intervalos
semanas
e M 0,5mL contém 600 SU de antigeno do virus
WROvSRO RO inativado SARS-CoV-2
12 meses a partir da data de fabricaglo se
Prazo de validade e conservagio |conservado na temperatura
2°C a 8°C
Validade apos abertura do frasco | Imediatamente apés abertura do frasco
Dados sujeitos a alteragdes

* a indicacio da vacina serd para pessoas a partir de 18 anos de idade no pais.

Fonte: CGPNI/SVS/MS




INFORME TECNICO PNI

=  Administracao simultanea com outras vacinas: pela auséncia de estudos de coadministragao, nao se recomenda a
administracao simultanea das vacinas COVID-19 com outras vacinas. Preconiza-se intervalo minimo de 14 dias
entre as vacinas COVID-19 e outras vacinas.

= Serao vacinados todos do grupo prioritario, nao interessando historia de doencga anterior.

= Presenca de doenca aguda: evitar vacinagao (precaucao)

= Contraindicacgao: historia de anafilaxia a algum dos componentes da vacina ou a dose anterior da vacina.



INFORME TECNICO PNI

» Grupos especiais:
GESTANTES, PUERPERAS E LACTANTES:

< A seguranca e eficdcia das vacinas ndo foram avaliadas nestes grupos, no entanto estudosem
animais nio demonstraram risco de malformacoes.

- Para as mulheres pertencentes ao grupo de risco e nestas condigdes, a vacinacdo poderd ser
realizada apos avaliacio cautelosa dos riscos e beneficios e com decisio compartilhada, entre a
mulher e seu médico prescritor.

o Para aquelas que forem vacinadas inadvertidamente o profissional deverd tranquiliza-la sobre
a baixa probabilidade de risco e encaminhar para o acompanhamento pré-natal.

& A vacinagio inadvertida devera ser notificada no sistema de notificacio e-SUS notifica como
um “erro de imunizagdo” para fins de controle e monitoramento de ocorréncia de eventos adversos.

& Eventos adversos que venham a ocorrer com a gestante apos a vacinacio deverdo ser
notificados no e-SUS notifica, bem como quaisquer eventos adversos que ocorram com o feto ou com

o recém-nascido até 6 meses apds o nascimento.
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INFORME TECNICO PNI

PACIENTES PORTADORES DE DOENCAS REUMATICAS IMUNOMEDIADAS (DRIM):

& Preferencialmente o paciente deve ser vacinado estando com a doenga controlada ou em
remissdo, como também em baixo grau de imunossupressdo ou sem imunossupressdo. Entretanto, a
decisio sobre a vacinagio em pacientes com DRIM deve ser individualizada, levando em
consideragio a faixa etdria, a doenga reumdtica autoimune de base, os graus de atividade e
imunossupressdo, além das comorbidades, devendo ser sob orientagio de médico especialista. A
escolha da vacina deve seguir as recomendagdes de orgdos sanitirios e regulatorios, assim como a
disponibilidade local.

PACIENTES ONCOLOGICOS, TRANSPLANTADOS E DEMAIS PACIENTES
IMUNOSSUPRIMIDOS:

& A eficicia e seguranga das vacinas COVID-19 ndo foram avaliadas nesta populagio. No
entanto, considerando as plataformas em questdo (vetor viral nio replicante e virus inativado) é
improvavel que exista risco aumentado de eventos adversos.

& A avalia¢do de risco beneficio e a decisdo referente a vacinagdo ou ndo deverd ser realizada
pelo paciente em conjunto com o médico assistente, sendo que a vacinagio somente deverd ser
realizada com preseri¢io médica.



AQUISICAO DEVACINAS

= Acesso Global deVacinas COVID-19 — COVAX Facility
® 97 paises com condi¢oes de autofinanciamento

= 92 paises subdesenvolvidos — COVAX AMC (Advance Market Commitment)

https://www.gavi.org/vaccineswor k/co

®  Acordos bilaterais

= Compra direta
= AstraZeneca / Oxford — FIOCRUZ

®  Sinovac - Butantan



COVAX FACILITY —~-WHO (EDICAO DE 9 DE SETEMBRO)

=  Equidade no acesso a aquisicao e distribuicao das vacinas COVID-19 aos paises membros

®  Principais objetivos (assumindo vacinas com bom perfil de segurancga e eficacia)

®  Desenvolver portfélio diversificado de vacinas candidatas para maximizar a probabilidade de sucesso, e para que o
fornecimento seja suficiente para as populagoes de maior prioridade global

= Fornecer até cerca de 2 bilhoes de doses de vacinas até o fim de 2021
= Garantir acesso as vacinas aprovadas para todas as economias participantes

" |nterromper a fase aguda da pandemia até o fim de 2021

WHO. Fair allocation mechanism for COVID-19 vaccines through the COVAX Facility. 9 September 2020 | Publication. Available at:
https://www.who.int/publications/m/item/fair-allocation-mechanism-for-covid- | 9-vaccines-through-the-covax-facility.



COVAX FACILITY —~-WHO (EDICAO DE 9 DE SETEMBRO)

" Em cenario de escassez de vacinas, visando reducao de morbi-mortalidade, prioridades deverao ser estabelecidas
(respeitando autonomia dos paises):

= Profissionais de satide ) | Cerca de 3% da populagio

= Idosos Cerca de 20% da
populagao (minimo)

= Portadores de doengas cronicas, independente da idade

WHO. Fair allocation mechanism for COVID-19 vaccines through the COVAX Facility. 9 September 2020 | Publication. Available at:
https://www.who.int/publications/m/item/fair-allocation-mechanism-for-covid- | 9-vaccines-through-the-covax-facility.



Casos anedoticos até o momento de reinfecgao: e o efeito da vacina? Sera perene?

Desconhecido correlato de protegao

Desfecho primario: casos de adoecimento de COVID-19 — e infecgoes assintomaticas?
Novas tecnologias: facilidade de produgao vs eventos adversos desconhecidos
Autorizacao emergencial: questoes éticas

Populacao prioritaria vs qualidade/quantidade de vacinas (maioria em 2 doses)
Populagao imunossuprimida? Gestantes?

Logistica de uma campanha desta magnitude (frascos uni vs multidoses)

Outras vacinas: BCG, triviral...






