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A VACINA DO BUTANTAN
E SEGURA



O PRINCIPAL PAPEL DE UMA
VACINA E SALVAR VIDAS



OS GRUPOS DE MAIOR
RISCO SAO SEMPRE
PRIORIDADES



E PARTINDO DESSE PRINCIPIO,
O INSTITUTO BUTANTAN
APRESENTA SEU
ESTUDO DE EFICACIA DA
VACINA DO BUTANTAN
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E O ESTUDO QUE INCLUIU MAIS
VOLUNTARIOS NO BRASIL



Equipe (i PROFIS

Até o momento 12.508

participantes

Cerca de 700 colaboradores em
16 centros de pesquisa em

8 unidades federativas

Grande SP: HC-FMUSP, II Emilio
Ribas, ITIEP Albert Einstein, Univ.
Municipal de Sao Caetano do Sul

SP Interior: FAMERP, Unicamp, HC
FMRP-USP, Hospital de Amor

Sudeste: UFMG, Fiocruz/Niterdi
Centro-Oeste: UnB, UFMT, UFMS

Sul: UFPR, Hospital Sao Lucas -
PUCRS, UFPel

- Equipes de CRO e logistica
- Equipes administrativas e
de apoio Laboratérios de pesquisa

- Parceiros internacionais
- Comités de acompanhamento

- Comités de Etica em Pesquisa
(CEP/CONEP)

- ANVISA

- Centro de Ensaios Clinicos e
Farmacovigilancia - IB

Apoio: Fundacao Butantan e FAPESP
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Populacao de estudo

A1 PROFISCOV

Unico estudo feito
exclusivamente em profissionais
de saude

13.060 voluntarios cuidando de
pacientes com COVID-19

O maior desafio para uma
vacina

« Muito alto risco de exposicao
« Maior dose infectante
- Deteccao precoce de casos
« Duas doses com intervalo de
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Definicao de caso

Um ou mais sintomas por 2 ou mais dias:

« Febre ou calafrios

« Tosse

* Falta de ar ou dificuldade para respirar
 Fadiga

« Dor muscular

« Cefaleia

 Perda de olfato ou paladar
\  Dor de garganta
\ « Congestao nasal ou coriza
| « Nausea ou vomito
2  Diarreia

RT-PCR por swab respiratdrio
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Escala de Progressao da OMS de COVID-19
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Escala de Progressao em relacao a eficacia
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Efeito vacinal conforme a escala de progressao
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Avaliacao conforme a escala de progressao
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COV-02-1IB Reacoes Adversas Locais Solicitadas
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COV-02-1IB Reacoes Adversas Sistémicas Solicitadas
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Conclusoes de seguranca

« Nao foram registrados eventos adversos
graves e de interesse especial relacionados
a vacinacao

- Reacoes alérgicas ocorreram em 0,3%
dos participantes, nao foi observada
reacao anafilatica e sem diferencas
entre o grupo experimental e placebo
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Resultados de eficacia - score 4 ou superior 9242 participantes

Vacina Placebo
n=4653 N=4599

7/

(0) (0,99)
100%
p=0,4967

VRO &ve

Assintomaticos

1 Casos (incidéncia 100s pessoas-ano)
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Resultados de eficacia - Score 3 ou superior
9242 participantes

Vacina Placebo
n=4653 N=4599

Grave
>

Hospitalizacéo / UTI
/ 31

Vioderados
Vioderada (0,97) (4,39)
Hospitalizacao 77,96%
4
Leve (46,15-90,44)
Precisa de P=0,0925"
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N&o precisa de ajuda
Assintomaticos

1 Casos (incidéncia 100s pessoas-ano)
* Significancia estatistica
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Resultados de eficacia - Score 2 ou superior

9242 participantes Vacina Placebo

n=4653 N=4599

Grave
Hospitalizacéo / UTI

Moderados 85 167
Hospitalizacao (11,74) (23,64)

Leve

Prems de 50,38%

(35,26-61,98)
p=0,0049*

Assintomaticos

1 Casos (incidéncia 100s pessoas-ano)
* Significancia estatistica
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Resultados de eficacia - Score 2 ou superior

9242 participantes Vacina Placebo

n=4653 N=4599

Grave
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Resumo de resultados de eficacia
9242 participantes

Grave
Hospitalizacao / UTI BT LA

NModerados p=0,4967

Hospitalizacao
Leve 77,96%
Precisa de p=0,0029*
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mmm 50,38%
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Assintomaticos

* Significancia estatistica
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Conclusoes e perspectivas

- A vacina COVID-19 do Butantan é muito segura

« A eficacia vacinal para diminuir a doenca clinica foi demonstrada em

situacao de alta exposicao

« O efeito tende a aumentar conforme aumenta a intensidade da

doencga

« O uso da vacina pode evitar que os casos de COVID-19
precisem de assisténcia ambulatorial ou hospitalar

« O efeito em uso comunitario pode ser ainda maior

« O efeito sobre transmissao precisara de avaliagdo em novo
estudo
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Estratégias

Virus atenuado,

morto ou VLP Proteinas

virais
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Vetores virais RNAmM e DNA

https://www.nytimes.com/interactive/2020/science/coronavirus-vaccine-tracker.htmi
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Desenvolvimento

Novavax | -

AnGes / Osaka University / Takara Bio

Bektop | ;-

Anhui Zhifei Longcom | i
Medicago / GSK |

Clover / GSK / Dynavax | i

Murdoch Children’s Research Institute

Pre-Clinico Fase 1
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U. Oxford / Astra Zeneca
CanSino / Beijing Inst Tech
Gamaleya

Jansen / Johnson & Johnson
Sinovac

Wuhan Inst Biol / Sinopharm
Beijing Inst Biol / Sinopharm
Barath

Moderna / NIAID

BioNTech / Pfizer

Curevac

Suspensa

https://www.whao.int/publications/m/item/draft-landscape-of-covid-19-candidate-vaccines
https://www.nytimes.com/interactive/2020/science/coronavirus-vaccine-tracker. html
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Eficacia dos estudos

« Pfizer 95%

« Moderna 94,1%

« Gamaleya 90%

« Sinopharm 79%

« AstraZeneca 62 a 90%
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Eficacia dos estudos

Pfizer 95%

* Moderna94,1%

* AstraZeneca 62 a
90%

* Sinopharm 79%

* Gamaleya 90%

 Sinovac 50,3 a 100%

Pfizer

Total 90.3 95 97.6
OMS 4 100

Moderna

Total 89.3 94.1 96.8
OMS 4 100

AstraZeneca

Total 54.8 70.4 80.6
BD/AD 67.4 90 97
AD/AD 28 60.3 78.2
OMS 4

Sinopharm

Total 79

Gamaleya

Total 91.4

Sinovac

OMS 2 35.26 50.39 61.98
OMS 3 49.15 77.96 90.44
OMS 4 95.42 100 100




Nenhuma das vacinas foi
testada em um ambiente de
incidencua tao alta



Clinical trials of CoronaVac around the Worid

Turkey : Phase lll ,Sep.16th China : Phase I/Il ,Apr.16th
\ 13000 Health Care Workers + General 744 General Population,18-59 years
~ Population, 18-59 years 422 General Population, > 59 years
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Brazil : Phase lll , Jul.21st
13060 Healthcare Workers,

>18 years

Chile : Phase Il ,Nov.27th

3000 Health Care Workers + General %
INSTITUTO 2 =
Population, 218 years }3 sutanian  SAO PAULO
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Result of Phase I/1I Study in China

1. Safety

No serious adverse reactions were observed in both vaccine group
and placebo group

There was no significant difference between vaccine and placebo
groups regarding to adverse reactions after vaccination

Majority of adverse reactions were grade 1

2.Immunogenicity
CoronaVac induced no less than 94.9% seroconversion of

neutralizing antibody.

Safety, tolerability, and immunogenicity of an inactivated SARS-CoV-2 vaccine in healthy adults aged 18-59 years: a
randomised, double-blind, placebo-controlled, phase 1/2 clinical trial. Lancet Infect Dis. 2020 Nov 17
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Result of Phase II1I Study in Turkey

1. Safety

There was no significant difference between vaccine and placebo
groups regarding to adverse events after vaccination
Majority of adverse events were grade 1

No Vaccine-enhanced disease (VED) was observed

2. Efficacy

CoronaVac showed 91.25% VE

100% protection for hospitalized cases
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Result of Phase III Study in Indonesia

1. Safety

There was no significant difference between vaccine and placebo
groups regarding to adverse events after vaccination
Majority of adverse events were grade 1

No Vaccine-enhanced disease (VED) was observed

2.Efficacy
CoronaVac showed 65.3% VE

3. Registration

CoronaVac was approved for emergency use on Jan 11st
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