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Agenda
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Missdo & Visao

Autonomia

1- Unidade de Investigacdo & Desenvolvimento
2- Unidade de CRO Academic

3- Unidade de Servicos Clinicos

4- Unidade de Ensaios Clinicos
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o o Substituigao parceiro
: Atribuicao Estatuto Atribuicao Estatuto
(EM e ICVS), Escala parceiro Escala Utilidade Pablica CAC do Parceiro HB, E.P.E.

Braga e CUF Porto Braga, pelo HB, E.P.E pela ULSB, E.P.E

Fundagdo 2CA: UM Substituicao do

2CA-Braga
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2CA-Braga
Missao & Visao

Missao:

Melhorar os cuidados de saude das populacdes,

através do desenvolvimento de investigacao clinica e translacional,
formacao e treino das equipas de investigacao.

Visao:

Ser uma referéncia internacional em investigacao clinica,

reconhecido pela capacidade de antecipar e responder aos desafios
medicos mais prementes, impulsionando a inovacao em saude e
contribuindo para um impacto positivo e duradouro na qualidade de vida
das comunidades que servimos.
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2CA-Braga

Organograma

Executive Director

Contract Research Research & - - - -
. | t Clinical Trial Site Clinical Services o . . . . Information
Organization Developmen . - Administrative Financial Quality Legal Human Resources S ——
(CRO) (R&D) (e8] = Y

Clrsl;aslt::tsse(asr;: b Ma:;OJ::st () Coor(isitluac:zrs ®) Technicians (4) Lawyers (2) IT Specialist (1)
"Equipa dedicada’ .
Clinical Researchers (+500) Financial Managers (3)
Study Nurses (5; + 20 Phase 1 Unit) Administrative Coordinators (2)
Pharmacists (4; + 30 ULSB) + Pharmaceutical Advisor (1) Quality Manager (1)

Clinical Pharmacologist (1)

Data Protection Officer (DPO) (1)

Jorge Pedrosa Psychologists (2)
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Medical Coordinator of the Phase | Unit (1)




O que nos trouxe a autonomia?

- Contratacao de Recursos humanos
- Gestao de Projetos

- Gestao Financeira

- Imputacao de Recursos humanos

2CA-Braga

1- Unidade de Investigacao & Desenvolvimento

g UNAD EUROPEIA

Horizon Europe o Ooeainats Fugions
l 2021-2027
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Brainstorming = @ Nt=—=
My Idea Dropbox L R
Funding Opportunities Feasibility During this

National or European process,

partners from
academia
and/or industry
are sought

=

Application and Institutional Approval Initial Proposal
Submission
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2CA-Braga

1- Unidade de Investigacao & Desenvolvimento

Submission/Waiting Approval

mmm Ongoing
—92CA Budget (ongoing)
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2CA-Braga

2- Unidade de CRO Academic

O que nos trouxe a autonomia?
- Contratacao de Recursos humanaQs

- Cobertura das expertises técnic

Jorge Pedrosa

2CA-Braga

Scientific

Regulatory
consulting

Medical
Writing

& fiieal SUpmission
research
training

Trials for IRB
approval

Data
Management

Clinical
Trial
Quality
Control

Biostatistics
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2CA-Braga

2- Unidade de CRO Academic
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O que nos trouxe a autonomia?
ZCA'Braga - Aquisicao de equipamentos

3- Unidade de Servicos Clinicos - Contratacao de Recursos humanos

Polysomnography 3Tesla MRI Scanner
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2CA-Braga

3- Unidade de Servicos Clinicos: RM — investigacao clinica
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2CA-Braga

3- Unidade de Servicos Clinicos: RM — atividade hospitalar
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2CA-Braga

4- Unidade de Ensaios Clinicos Support
Feasibility Submission
Authorities

Training Clinical

O que nos trouxe a autonomia? Research teams

- Contratacao de Recursos humanos
Assistentes de estudos clinicos
Enfermeiros
Farmacéuticos
Psicologo
Study coordinators
Técnicos Diagnodstico e Terapéutica

IMP Patient Clinical Trial

Management Recruitment Implementation

- Gestao do circuito do medicamento
experimental

_ - P - Follow-up report of
AqQuisicao de equipamentos para exames Site initiation Visits | .
médicos (SIV), Monitoring Archive (digital

Data Entry it (MOV
- Pagamento as equipas de Investigacdo andvg::s(e_o%t 2/isit or paper)
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2CA-Braga

4- Unidade de Ensaios Clinicos: desde 2012
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2CA-Braga

4- Unidade de Ensaios Clinicos: em curso abril/2025

Clinical Trials, N= 122

Total 219 Clinical Studies

= Phase 1
= Phase 2
= Phase 3
= Phase 4

Industry-driven, N=118
Investigator-driven, N= 4
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Other Clinical Studies, N= 97

u Observational Study
m MD Pivotal Study

= MD Pilot Study

Industry-driven, N=18
Investigator-driven, N= 79
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2CA-Braga

4- Unidade de Ensaios Clinicos: participantes recrutados

1400
1300 @
1200
. | 1071
1000
703 834 821
800 726
700

621
600 556

755
584
498

500
400 307
300 239
200
100 E 19

O —_— |

2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 abr/25

Jorge Pedrosa AGENCIA DE ! °
: ENCONTRO
cliniea NAGIONALE |
2CA-Br. EINOVACAO INVESTIGAGAO CLINICA
i el SROMERCA & INOVAGAO BIOMEDICA




2CA-Braga

4- Unidade de Ensaios Clinicos: taxa recrutamento

closed recruitment =——o0pen recruitment
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2CA-Braga

- Unidade de Ensaios Clinicos: 12 participante recrutado VS centro ativado
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2CA-Braga

i ) . ) Total trials Total sites o°
Unidade de Ensaios Clinicos: contexto nacional 620 117 y
(o)
| o o
Search trials + S
: " o
Medical condition A s "
e.g., tinnitus, diabetes n
- S0 4
CCAB Centro Clinico Academico Braga Associacao B only showireauiting o
€ t
Q Address: Lugar De Sete Fontes S Victor, Braga, Portugal S o O
X  Portugal X - o ®
A total of 145 matching trials at this site:
View sites by Pl d
®
Country v
Click on a trial site for details
O Currently recruiting
@ Not recruiting e

https://euclinicaltrials.eu/search-for-clinical-trials/trial-map/?lang=en
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https://euclinicaltrials.eu/search-for-clinical-trials/trial-map/?lang=en

2CA-Braga

Take-Home Message
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Autonomia
Centros
Ensaios
Clinicos

(Hoortunio

ep/
Aumentar/

Melhorar
Ensaios
Clinicos em
PT

Promove

Melhores Cuidados
de Saude!
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Muito obrigado pela vossa atencao.
Thank you for your time.
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