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Portugal Clinical Studies (One Stop Shop)

Fomentar a competitividade e atratividade dos estudos clinicos

NAICI3

Plataforma online para apoio a Investigacao Clinica

AICIB pretende ser facilitador de contato entre os
diferentes stakeholders, fornecer servicos de suporte e
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Portugal Clinical Studies (One Stop Shop)
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Feasibility Sweden - national digital service
for researchers and life science companies
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The National One Stop Shop - a national cross government platform
for health-related human research

The Commission delivered consultations to develop the requirements for the
Development and support of

: / clinical studies in healthcare
the Australian Government Department of Health and Aged Care, in e

eyt e besesech

National One Stop Shop and the National Clinical Trials Front Door, on behalf of

et Svecens i reserre st

partnership with all jurisdictions via the Clinical Trials Project Reference Group.

Photo: Clinical Studies Sweden

Austrélia: https://www.safetyandquality.gov.au/our-work

Clinical Studies Sweden launches a new national web page to support

clinical studies in Sweden. The web page is aimed at researchers,

[, ooy I research staff and life science companies that conduct clinical
studies in healthcare. On the web page you can find support, services,

training and information about the clinical trial units.

Clinical Trials

Research and Innovation offers a comprehensive approach to carrying out clinical trials in the Capital Region of Denmark, enabling Suécia: https://kliniskastudier.se/english
industry to find collaborators for clinical trials in the Capital Region’s hospitals.

Feasibility

Research and Innovation can assist with the feasibility process by helping to find centres to perform specific clinical trials for a company or sponsor. This
involves establishing contact with researchers able and willing to collaborate with industry on a clinical trial in the rolle of investigator.

Contacting potential investigators

A multifaceted approach is used to contact potential investigators and involves:

- initial contact Industry and
- Visiting potential investigators to conduct an introductory interview to gather specific knowledge about the suitability of the centre for specific
clinical trials

Research networks

andg can help contact with specific specialist research networks in the Capital Region. Joining networks such as forums for
discussing clinical trials can be when a clinical trial and may serve as a good resource for finding
/centres in pay in your project.
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Implementacao do conceito One Stop Shop (Dinamarca)

Trial Nation — One Point Entry

|dentification of relevant clinical researchs and specialists
Country/Site feasibility

Recruitment

Networks

DN N

Evidence of success

Over the last 2-year period the number of clinical trials has increased by 2.6 times.
Furthermore, Trial Nation has, as the first in Denmark, become an Associated Partner on a

project of IMI (a EU public-private partnership funding health research and innovation.
Trial Nation builds on a Clinical Trial Office from 2012 in the Capital region which became a
NEXT (a national Pharma partnership) in 2014 -2018.




Implementacao do conceito One Stop Shop (Suécia)

Clinical Studies Sweden

National collaboration

Between Sweden's six healthcare regions

NAICI3
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Forum Stockholm-Gotland
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Research support Templates and
supporting documents

Clinical Trial Units

Clinical Studies Sweden

The value our national collaboration creates over the course of a year:

© ® 6

80+ | 030+ | 660+

Feasibility People/research projects Participants in
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Portugal Clinical Studies (One Stop Shop) - Areas de atuacio
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Portugal Clinical Studies (One Stop Shop) - Servigcos

e Suporte no processo country/ site feasibility
* Analise da viabilidade do projeto
SCLLLLEEEEN o Viapeamento dos investigadores/ centros de investigacdo por area terapéutica

e Apoio na legislagdo/regulamentacdo
e Suporte na submissao de estudos clinicos
Assuntos . . . ~ .
TIPS e Apoio na resposta a pedidos de informagdo por parte das Entidades Regulamentares

* Apoio na criacao de rede colaborativa
e Suporte na disseminagao do estudo
SELELEEE o Facilitacdo do envolvimento das Associagdes de doentes

* Apoio na elaboragdo de procedimentos e processos de boas praticas clinicas

(o[VE]IET: [

e Suporte no registo de dados no Case Report Form (CRF)
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Muito obrigado pela vossa atencao.
Thank you for your time.
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