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SUPERINTENDENCIA DE ALIMENTOS
E CORRELATOS - SUALI

Coordenacgdo de Coordenacdo de Pesquisa
Instrugdo e Andlise de Clinica em Correlatos e
Recursos - CORCA Alimentos - COPEA
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DESENVOLVIMENTO DE UM NOVO DISPOSITIVO MEDICO

Uso Simulado Ensaios N3o Verificacao e

em Bancada Clinicos especificacoes
de Desenho

“Congelamento”
do Desenho

Estudos nao

Ensaio Clinico Ensaio Clinico
Pivotal de Viabilidade )

(feasibility) Clinicos -BPL
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REGULAMENTO PARA A REALIZAGCAO DE ENSAIOS CLINICOS COM
DISPOSITIVOS MEDICOS NO BRASIL (CP 64-2014)

Principais caracteristicas:

Adota os principios basilares das boas praticas clinicas para ensaios clinicos
com dispositivos médicos conforme ISO 14155/2011

Diferengas em relagao ao desenvolvimento de medicamentos fundamentada na
documentac¢ao técnica, terminologia empregada e diretrizes internacionais.

Adocao do modelo de Dossié de Investigacao Clinica de Dispositivo Médico

Discussoes no Forum Internacional de Reguladores em Produtos para a
Saude-IMDRF
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Processo Administrativo — DICD

Submissao Inicial: A

iniciada com a
submissao de pelo
menos 2 processos:
1 DICD + 1 dossié de
ensaio clinico

analise somente sera Avaliagao dentro de 90 dias
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Resultado:
Exigéncias/Aprovagao/indeferimento

Se aprovado,
Emisséao de CE

DICD
(Processo 1)

Dossié Especifico de Ensaio

Clinico
(Processo 2)
Estudo de Feasibility

Peti¢des
Secundarias
Especificas do DICD

Dossié Especifico de Ensaio

Clinico
(Processo 3)
Estudo Pivotal
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Documents > GHTF Study Group 5 - Clinical Safety/Performance

Home
About IVDRE GHTF Study Group 5 - Clinical Safety/Performance
Work items This page contains final documents produced by the GHTF Study Group 5. For a list of archived documents, see GHTF Archived Documents.
Consultations
GHTF code Document title Date posted
Documents
Technical documents
Meetings
Stakeholders GHTF/SGS/NG:2012 GHTF SG& Clinical Evidence for IVD Medical Devices - November 2012 - PDF (311kb) 2 November
[® GHTF G5 Clinical Evidence for IVD Medical Devices - November 2012 - DOC (68kb 2012
Recent updates
GHTF Archive GHTF/SG3/NT:2012 GHTF SG5 Scientific Validity Determination and Performance Evaluation - November 2012 - PDF (746kb) 2 November
[# GHTF SG5 Scientific Validity Determination and Performance Evaluation - November 2012 - DOC (466kb) 2012
GHTF/SGA/NG2012 GHTF 3G3 Clinical Performance Studies for IVD Medical Devices - November 2012 - PDF (419kb) 2 November
[& GHTF SG5 Clinical Performance Studies for IVD Medical Devices - November 2012 - PDF (190kb) 2012
GHTF/SGS/N5:2012 Reportable Events During Pre-Market Clinical Investigations - PDF (196kb) 10 August
[# Reportable Events During Pre-Market Clinical Investigations - DOC (316kb) 2012
GHTF/SGI/N4:2010 GHTF SG35 - Post-Market Clinical Follow-Up Studies - November 2009 - PDF (81kb) 18 February
[F GHTF $G5 - Post Market Clinical Follow-Up Studies - November 2009 - DOC (107kb) 2010
GHTF/SGS5/N3:2010 GHTF SGS - Clinical Investigations - February 2010 - PDF (85kb) 12 February
[® GHTF sG5 - clinical Investigations - February 2010 - DOC (109kb) 2010
SG5-N2R8:2007 GHTF SG§ - Clinical Evaluation - May 2007 - PDF (604Kb) 1 May 2007
SG5-N1RS GHTF SG5 - Clinical Evidence - Key Definitions and Concepts - May 2007 - PDF (595kb) 1 May 2007
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Obrigado!

Alessandro Ferreira do Nascimento

Coordenacao de Pesquisa Clinica em Correlatos e Alimentos — COPEA
Superintendéncia de Correlatos e Alimentos — SUALI
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