
Vaccine innovation and 
production

Butantan Science Goes Global
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CENTENNIAL, NOT-FOR-PROFIT, STATE OF SÃO PAULO OWNED 
RESEARCH INSTITUTE
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PORTFÓLIO ATUAL

*Transferência de tecnologia

10 VACCINES

Flu*, HPV*, DTP/DTPa*, 

Hep A*, Hep B, Rabies, RSV*, 

Covid-19 mRNA*, 

Chikungunya, Dengue  

12 ANTITOXINS 

E ANTIVENOMS

For snakes, spiders, scorpions, 

caterpillars, bacterial toxins and 

rabies virus

4 MONOCLONAL 

ANTIBODIES

Adalimumab*, 

Natalizumab*, 

Pembrolizumab*, 

Bevacizumab*
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INSTITUTO BUTANTAN             IN THE SERVICE OF LIFE

Our current projects 

and capabilities for 

pandemic 

and emergency 

response 
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INSTITUTO BUTANTAN             IN THE SERVICE OF LIFE

Bio Industrial Capacity

Influenza Vaccine Factory

140M doses

2026 production of 70 million 

doses entirely supplied to Unified 

Health System (SUS)

01
CPMV Factory/BLS-3 Factory

100M doses

Multipurpose cell-based vaccine 

production site, one of the few 

BSL-3 facilities in Brazil

02
Freeze-Dried Vaccine 

Production Site

1.6M Freeze-dried doses

580M liquid doses

Production of vaccines against 

dengue and chikungunya

03
Monoclonal Antibody Factory 

Up to 2,000L stirred-tank 

bioreactor

Treatment of cancer, 

autoimmune diseases and 

chronic degenerative diseases
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INSTITUTO BUTANTAN             IN THE SERVICE OF LIFE

Bioindustrial Capacity

Cold Storage Warehouse

Center for storage of all the 

finished products of Butantan

05
Multipurpose Form and Fill 

Facility

Two lines for formulation, fill and 

finishh, and secondary 

packaging

06
Administrative Center

Located at the former Arts 

Museum Paço das Artes, it now 

houses the headquarters of both 

Butantan Institute
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INSTITUTO BUTANTAN             IN THE SERVICE OF LIFE

Our manufacturing platforms

Platforms Current 2026-2030

VACCINES

EGG-BASED EXPANDED EGG-BASED

CELL-BASED EXPANDED CELL-BASED

mRNA PLATFORM

SACCHAROMYCES

PROKARYOTIC-BASED

SERA 12 TYPES 12 TYPES

MONOCLONAL ANTIBODIES CELL-BASED
+ BIOSIMILARS AND 

INNOVATIVE TROPICAL DISEASES



Building the Technology Route at Butantan

Basic and applied research; 
proof of concept

Non-clinial Early Clinical Trials
Phase I and II

Commercial Maf. 
Validation; Phase III Launch

Center for Scientific Development (CDC)

Center for Development and Innovation (CDI)

Non-Clinical Capabilities Network 

R&D and Proof of Concept teams

Full Clinical Development Capabilities

Biobank and Biorepository

+60 Clinical Sites

Pilot plants for clinical material

cGMP Facilities for different platforms

Reg Affairs teams

Phase IV and pharmacovigillance

TRL: Technology readiness level scale



DENGUE: APPROXIMATELY 50% OF THE WORLD POPULATION AT RISK



BUTANTAN-DV COMPOSITION

C prM E NS1 NS2A NS2B NS3 NS4A NS4B NS5 3´5´

Δ30

rDEN1Δ30

C prM E NS1 NS2A NS2B NS3 NS4A NS4B NS5 3´5´

∆30

rDEN2/4Δ30

C prM E NS1 NS2A NS2B NS3 NS4A NS4B NS5 3´5´

Δ30

rDEN4Δ30

rDEN3∆30/31C prM E NS1 NS2A NS2B NS3 NS4A NS4B NS5 3´5´

∆30/31

▪ Lyophilized, live-attenuated, 
tetravalent dengue vaccine analogous 
to TV003 developed by the U.S. 
National Institutes of Health1,2

▪ Attenuation is based on deletion of 
stem loop structure(s) in the 3 prime 
untranslated region

▪ Targets delivery of 103 plaque forming 
units of each vaccine virus strain 
representing all four serotypes

1Blaney, JE et al and SS Whitehead, Viral Immunol 2006;19(1):10-32
2Kallas, EG et al, Lancet Infect Dis. 2020;20(7):839-850

Steve Whitehead
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CLINICAL DEVELOPMENT: PHASE 2

Kallas, EG et al, Lancet Infect Dis. 2020;20(7):839-850
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▪ Safe and well tolerated

▪ TV003 and Butantan-DV are equivalent

▪ Liquid vs. lyophilized

▪ Single dose vs. two doses

▪ Immunogenic in seronegative and 
seropositive subjects

▪ Cellular immune responses present



BUTANTAN-DV PHASE 3 CLINICAL TRIAL –
TWO YEARS PRELIMINARY RESULTS

Efficacy:

79.6%
2-Years of follow-up
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Kallas et al. NEJM, 2024



CLINICAL DEVELOPMENT: BUTANTAN-DV

Média de seguimento após a vacinação: 3,7 anos

Até a data de corte (2 ou mais anos de seguimento para cada participante)**

A definição de caso respeita a utilizada

pelo guia do Ministério da Saúde de 2013, 

que adota a classificação da Organização

Mundial da Saúde, de 2009

Butantan-DV Placebo

Dengue with warning 

signs or severe dengue
Cases/  Total Cases/  Total Vaccine efficacy (95% CI) 

Regardless of serum status 

at baseline
2/10.215 10/5.947 88.2% (50,8 – 98,2)

0% 25% 50% 75% 100%
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Nogueira et al. Lancet Infect Dis, 2024



BUTANTAN-DV PHASE 3 CLINICAL TRIAL –
FINAL FIVE YEARS RESULTS

Kallas et al. Nature Medicine, 2026



‡Data through the end of the five-year follow-up. Per-protocol population. 

There were 9,050 participants who completed the study prior to year 5 and were no longer at risk for VCD due to any DENV 

serotype at year 5 
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No. of participants at risk

Butantan-DV:

Placebo:

10,202

5,936

9,832

5,742

9,358

5,356

9,144

5,197

7,728

4,328

9,581

5,551

CUMULATIVE INCIDENCE OF VIROLOGICALLY CONFIRMED DENGUE (VCD)
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Kallas et al. Nature Medicine, 2026

Efficacy:

65.0%
5-Years of follow-up

Butantan-DV
Placebo



BUTANTAN-DV REGISTRATION – NOVEMBER 17, 2025

17

ROLLOUT – FEBRUARY 9, 2026



ANVISA APPROVES THE VACCINE FOR 12-59 YEARS-OLD

OVERALL EFFICACY

74.7%

EFFICACY TO PREVENT 

MORE SEVERE FORMS 

OF DENGUE

91.6%

HOSPITALIZATIONS

No hospital 

admissions 

in the 

vaccinee 

group
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BUTANTAN-DV TIMELINE

New Production 
Plant

Phase III Clinical 
Trial

> 16.000

Phase II Clinical 
Trial

Phase III – Last Patient In

Plant certification

Virus seeds 
licence to 
Butantan

Process 
development

2003 2010 2013 2015 2016 2018 2019 2020

DP process 
completion

2021

Phase III – 2 Years 
F-U completion

2022

DS process 
completion

2023

DP  Eng Run 

2024

Single dose presention
validated

2025

ANVISA approval

Patent

20262026

Pilot Vaccination Program 
Botucatu

Nova Lima
Maranguape

Health Care Professionals 
immunization rollout

Large-Scale 
vaccination

Clinical Trials
+ 60 y-o

Clinical Trial
Co-administration 

with Butantan-Chik

Immunosuppressed 
patients
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2026

Vaccination pause



INFLUENZA

SERA (12 TYPES)

ADALIMUMAB (SANDOZ)

HPV 4 (MSD)

HAV (MSD)

RAIVA 

DTP, dTPa (GSK)

HBV (LG)

MAB

Flu vaccines

Arbovirus vaccines

Other

Advanced Therapies
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VSR (Pfizer)

RNAm COVID-19 (MODERNA)

NATALIZUMAB (SANDOZ)

Development Pre-clinical Phase 1 Phase 2 Phase 3 Licensing Roll-out Fill & Finish API

VARICELA (MSD)

PORTFOLIO
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PEMBROLIZUMAB (MERCK)

BEVACIZUMAB (LIBBS)

DENGUE (BUTANTAN-DV)

CHIKUNGUNYA (BUTANTAN-CHIK)
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RABIES NEW GENERATION

CÉLULAS CAR-T  CD19 (USP & FUNDAÇÃO HEMOCENTRO RIBEIRÃO PRETO)

MAB ZIKA

ZIKA (BARDA)

AVIAN INFLUENZA H5N8

INFLUENZA / IB160

QIV MULTI & MONODOSE

ONCO BCG

AVIAN INFLUENZA H7N9

MAB YELLOW FEVER

MAB

Flu vaccines

Arbovirus vaccines

Other

Advanced Therapies

Sera

Development Pre-clinical Phase 1 Phase 2 Phase 3 Licensing Roll-out Fill & Finish API

MAB DELTA HEPATITIS (ROCKEFELLER)

RABIES srmRNA

CÉLULAS CAR-T  BCMA (IASO)



Obrigado!

w w w. b u t a n t a n . g o v. b r
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