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www.togethertrial.com

Revolutionizing 
Global Health 
Clinical Trials

 

The TOGETHER Platform Trial 
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Pandemic Surge – March 2020

Dr. Daniela Carla
Associate Professor
Division of Medicine

Pontificia Universidade Católica 
de Minas Gerais

Dr. Eduardo Augusto
Associate Professor
Division of Medicine

Pontificia Universidade Católica 
de Minas Gerais
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• Creation of trial centers and clinical recruitment sites

• Formation of committees and charters (e.g. DSMC, Steering, and Event 
adjudication)

• Trains and retains trial management staff

Trial Design

• Adaptive randomization and other adaptive design features

• Longitudinal modeling to determine probabilities of success or failure

• Shared control patients

• No specific sample sizes – driven by placebo-arm primary endpoints

Perpetual trials



T
og

et
h

er
 ●

 C
O
VI
D
-1
9

Cl
in

ic
al

 tr
ia

ls

Patient Centered Research
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TOGETHER Trial Overview

• Randomized adaptive platform trial

• Received ethics board approval in Brazil (CEP/ 
CONEP#: 41174620.0.1001.5120), and Canada 
(HiREB#: 13390)

• Frist trial initiated on June 2, 2020 

• Second trial started on January 20, 2021

• Planned interim analysis

• 13 arms completed
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Trial Setting
Clinical Sites In Minas Gerais:

1. Sete Lagoas

2. Ibirité

3. Brumadinho

4. Governador Valadares

5. Montes Claros

6. Nova Lima

7. Santa Luzia

8. Ouro Preto

9. Belo Horizonte

10. Betim

11.Sabará (Santa Casa de 
Misericordia)

12.Contagem (Hosp. Santa Rita)

13.Itaúna

14.Igarapé
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Placebo

LPV/r1

HCQ1

June 
2020

October 
2020

IVM (low dose)

Metformin3

Fluvoxamine2

January 
2021

March 
2021

Intervention Timeline

Doxazosin

Interferon-Lambda5

Sep 
2021

June 
2021

IVM (high dose)4

1. Reis G et al. JAMA Netw Open. 2021 
Apr 1;4(4):e216468. doi: 
10.1001/jamanetworkopen.2021.6468

2. Reis G et al. Lancet Glob Health. 2021 
Oct 27:S2214-109X(21)00448-4. doi: 
10.1016/S2214-109X(21)00448-4

3. Reis G et al. Lancet Reg Health Am. 
2022 Feb;6:100142. doi: 
10.1016/j.lana.2021.100142. 

4. Reis G, et al. N Engl J Med. 2022 May 
5:NEJMoa2115869. doi: 
10.1056/NEJMoa2115869.

5. Reis G et al. N Engl J Med. 2023 Feb
9. doi: 10.1056/NEJMoa2209760

6. Reis G et al. Ann Intern Med 2023 
May. doi: 10.7326/M22-3305.

★ Anticov Consortia

Jan
 2.023

Fluvoxamine/ Budesonide 6

Fluoxetine
Budesonide ★

Fev 
2022

Dec
2023

Famotidine

Spirulin Platensis
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Publications
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Fluvoxamine
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Publications
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NIH – American Congress
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Bill & Melinda Gates Foundation, 2022
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Ivermectin and COVID-19
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Lambda Final Results
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Fluvoxamine - Budesonide

• ~ 1.400 participants

• DSMB (02 Aug 2022): Met primary 
endpoint for efficacy
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Fluvoxamine - Budesonide
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Fluvoxamine - Budesonide
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COVID-19  Burden

1. Int J Equity Health. 2023 Nov 17;22(1):238. doi: 10.1186/s12939-023-02037-8
2. https://coronavirus.saude.mg.gov.br/images/2023/10/31-10-COVID-19_-_BOLETIM20231031.pdf
3. Lancet Glob Health. 2022 Jan;10(1):e42-e51.doi: 10.1016/S2214-109X(21)00448-4
4. Engl J Med. 2023 Feb 9;388(6):518-528.doi: 10.1056/NEJMoa2209760
5. Ann Intern Med. 2023 May;176(5):667-675. doi: 10.7326/M22-3305

Event None Fluvoxamine3 Lambda 
Interferon4

Fluvoxamine/ 
Budesonide5

SIVEP/ Gripe1

Hospitalizations 1.615.428

Death 518.180

Minas Gerais Data2

SRAG 216.990

Death 65.881

https://coronavirus.saude.mg.gov.br/images/2023/10/31-10-COVID-19_-_BOLETIM20231031.pdf
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COVID-19  Burden

1. Int J Equity Health. 2023 Nov 17;22(1):238. doi: 10.1186/s12939-023-02037-8
2. https://coronavirus.saude.mg.gov.br/images/2023/10/31-10-COVID-19_-_BOLETIM20231031.pdf
3. Lancet Glob Health. 2022 Jan;10(1):e42-e51.doi: 10.1016/S2214-109X(21)00448-4
4. Engl J Med. 2023 Feb 9;388(6):518-528.doi: 10.1056/NEJMoa2209760
5. Ann Intern Med. 2023 May;176(5):667-675. doi: 10.7326/M22-3305

Event None Fluvoxamine3 Lambda 
Interferon4

Fluvoxamine/ 
Budesonide5

2021 2021/ 2022 2022/ 2023

SIVEP/ Gripe1

Hospitalizations 1.615.428 - 48.463     (-3.0%) - 1.050.028  (-65%) - 177.697    (-11%)

Death 518.180 - 7.772         (-1.3%) - 419.725      (-81%) N/A

Minas Gerais Data2

SRAG 216.990 - 6.510       (-3.0%) - 141.043      (-65%) - 23.868     (-11%)

Death 65.881 - 988          (-1.3%) - 53.363         (-81%) N/A

https://coronavirus.saude.mg.gov.br/images/2023/10/31-10-COVID-19_-_BOLETIM20231031.pdf
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David Sackett Award
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The Together Trial

• 1ST Brazilian Adaptive Trial

• 41 publications in major medical journals. 

• Best trial of the year 2021

• Well respected worldwide 
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The Together Trial
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Por que um projeto de 
combate a fome?

Ensaio clínico TOGETHER: Uma das 03 mais importantes pesquisas 
em COVID-19 realizadas, Reconhecimento internacional - > 7.000 
famílias atendidas domiciliarmente
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Projeto Alimentando Sonhos

Imagens com conteúdo sensível e protegidas por direitos autorais. Reprodução proibida
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A Fome:
 Flagelo mundial

ü61% da população 

brasileira convive com a 

insegurança alimentar 
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1 em cada  4 crianças 

estão em situação de 

fome crônica

50% das crianças no Brasil não recebem os nutrientes 
adequados nos primeiros 06 anos de vida

A Fome no Brasil…  

Imagens com conteúdo sensível e protegidas por direitos autorais. Reprodução proibida
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A Fome no Brasil…  

2 em cada 4 Idosos 

recebem menos de 

1.5 salário mínimo 

mensalmente

1 em cada 3 idosos 

estão em situação de 

fome crônica
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Imagens com conteúdo sensível e protegidas por direitos autorais. Reprodução proibida
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Imagens com conteúdo sensível e protegidas por direitos autorais. Reprodução proibida
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Projeto Alimentando Sonhos/ Viver +

Alimentos de alto valor nutricional - complementação dietética

• Beneficiamento de soja

• Biomassa de banana

• Oferta diária

• Criança e familiares

• Período -  05 anos

• Acompanhamento semestral
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• 01 kg de soja =  10 litros de “leite de soja”

• Produtos panificados de soja

• Toda a unidade familiar contemplada

Projeto Alimentando Sonhos/ Viver +
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• 2.000 crianças selecionadas pelo CAD ÚNICO

• 10.000 pessoas beneficiadas

• Para cada 1 real investido são gerados 5 reais

Projeto Alimentando Sonhos/ Viver +
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Detalhes do projeto 1
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Detalhes do projeto 2
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Detalhes do projeto 3
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üEstudar os problemas de saúde da 

 população Mineira

üDedicar a melhoria do cuidado 

 cardiovascular na APS – SUS

üProjetos sociais  & acadêmicos

üExpandir a rede de pesquisa

Nosso Futuro
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OBRIGADO!   

Thank You!

Merci!


