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CONTEXTUALIZACAO

% Grupo de trabalho instituido em mar¢o de 2018.

> Working Group Chair: Dr Yinghui Liu
Center for Medical Device Evaluation (CMDE) -CHINA

> Representantes: : Australia, Brasil, Canada, China, Unido
Européia, Japao, Russia, Coréia do Sul, Singapura e Estados
Unidos, DITTA, GMTA, PAHO.
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CONTEXTUALIZACAO

> Objetivos:

e Promover a harmonizacao global quanto a abordagem e requisitos de
avaliacdo de evidéncia clinica, reduzindo assim o numero de estudos

clinicos redundantes;

e Integrar principios de acompanhamento pds-mercado e evidéncias de
mundo real;

e Acelerar a introducao de novos dispositivos médicos em diferentes
jurisdicoes.

Atualizacao dos
documentos de
avaliacao clinica do
GHTF
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DOCUMENTOS REVISADOS

1. Clinical Evidence - Key Definitions and Concepts — IMDRF MDCE

WG (WD)/Nx
(formerly GHTF/SG5/N1R8:2007)

2. Clinical Evaluation - IMDRF MDCE WG (WD)/Nx
(formerly GHTF/SG5/N2R8:2007)

3. Clinical Investigation - IMDRF MDCE WG (WD)/Nx
(formerly GTHF/SG5/N3:2010)
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DOCUMENTOS REVISADOS

1. Clinical Evidence - Key Definitions and Concepts (formerly cHrr/ses/N1R8:2007)

IMDRF MDCE WG (PD1)/N55 (formerly GHTF/SG5/N1R8:2007)

pve ) IMDRF 52 eeiaters Form

PROPOSED DOCUMENT

Inter 1 Medical Device Regulators Forum

Title: Clinical Evidence — Key Definitions and Concepts
Authoring Group: Medical Device Clinical Evaluation Working Group

Date: 5 April 2019

This docum :spmdm:edb th Intemational Medical Device Regulators Forum. There are
of this

Copyright © 2014 by the Intemational Medical Device Regulators Forum

Este documento destina-se a:

e Introduzir os conceitos de avaliacao clinica e evidéncia
clinica;

e Examinar a relacdao entre investigacao clinica, dados
clinicos, avaliagao clinica e evidéncia clinica; e

e Servir de orientacao para todos os envolvidos na
geracao, compilacdo e revisao de evidéncias clinicas
suficientes para apoiar a comercializacdo de
dispositivos médicos (autoridades reguladoras, érgaos
de avaliacdo da conformidade, fabricantes de
dispositivos médicos e seus grupos industriais
associados).
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DOCUMENTOS REVISADOS

2. Clinical Evaluation (formeriy GHTF/sG5/N2R8:2007)

IMDRF MDCE WG (PD1)/N56 (formerly GHTF/SG5/N2R8:2007)
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IMDRF 522528

PROPOSED DOCUMENT

International Medical Device Regulators Forum

Title: Clinical evaluation
Authoring Group: Medical Device Clinical Evaluation Working Group

Date: 5 April 2019

This document was produced by the Intemational Medical Device Regulators Forum. There are
10 restrictions on the reproduction or use of this document; however, incorporation of this
document, in part or in whole, into another d , or its ion into 1 other than
English, does not convey or represent an endorsement of any kind by the Intenational Medical
Device Regulators Forum.

Copyright € 2014 by the 1 Medical Device Regul. Forum.

O seu principal objetivo é fornecer orientacoes
sobre como conduzir e documentar a avaliacao
clinica de um dispositivo médico, quanto aos
seguintes aspectos:

* Principios gerais de avaliacao clinica;

* Como identificar dados clinicos relevantes para
serem usados em uma avaliacao clinica;

* Como avaliar e integrar dados clinicos em um
resumo; e

 Como documentar uma avaliacao clinica em um
relatorio de avaliacao clinica.
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DOCUMENTOS REVISADOS

2. Clinical Evaluation (formerly cuTF/sc5/N2R8:2007)

Possibilidade de incorporacdo de informagdes de “Registries” como fonte de
dados clinicos;

Anexo A - Consideracdes para determinacdao de comparabilidade entre
dispositivos (comparag¢dao com relacdo a intencdo de uso, caracteristicas técnicas

e bioldgicas);

Anexo D - Consideracdoes para a aplicacido de dados clinicos obtidos em
diferentes jurisdicdes (requisitos regulatorios, variagao da populagdao quanto a
aspectos genéticos, variacdo de pratica clinica, fatores culturais, doencas
regionais, etc).
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DOCUMENTOS REVISADOS

3. Clinical Investigation (formerly curr/ses/n2r8:2007)

IMDRF MDCE WG (PD1)/N57 (formerly GHTF/SG5/N3:2010)

|
Pagh o
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PROPOSED DOCUMENT

International Medical Device Regulators Forum

Title: Clinical investigation
Authoring Group: Medical Device Clinical Evaluation Working Group

Date: 5 April 2019

This document was produced by the Intemational Medical Device Regulators Forum. There are
no i on the reproduction or use of this d however, 1 ion of this
document, in part or in whole, into another d , or its lation into 1 ges other than
English, does not convey or represent an endorsement of any kind by the Inteational Medical
Device Regulators Forum.

Copyright € 2014 by the Intemational Medical Device Regulators Forum

O propo6sito principal deste documento é
proporcionar orientacdao em relacao a:

Quando uma investigacdao clinica deve ser
conduzida para que um dispositivo médico
demonstre atendimento aos Principios
Essenciais de Seguranca e Desempenho
relevantes; e

Os principios gerais envolvidos numa
investigacdo clinica (principios éticos e
metodoldgicos).
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DOCUMENTOS REVISADOS

3. Clinical Investigation (iormerly GHTF/5G5/N2R8:2007)

Introducdao do conceito de investigacao clinica muti-regional e sua importancia no
processo de introducao dos dispositivos médicos em diferentes jurisdicdes;

Atualizacdao de conceitos e requisitos relacionados com a versao mais atual da I1SO
14155 - Clinical investigation of medical devices for human subjects -- Good clinical

practice (2011);

A determinacao da necessidade de investigacao clinica se aplica nao apenas a
produtos novos, mas também a alteracdes importantes em produtos ja
comercializados.
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STATUS ATUAL: CONSULTA PUBLICA
D IMDRF 5miiieses,

Consultations = Proposed update to Clinical Evaluation documents
Home

Proposed update to Clinical Evaluation documents

About IMDRF

Proposed Documents have been released by the International Medical Device Regulators Forum (IMDRF) Medical Devices Clinical Evidence Working Group.

Work items
This consultation closes off Wednesday 5 June 2019.
Consultations

Working Group Chair: Liu Yinghtt

Documents

Thank you for your contribution aiming at the validation of the IMDRF document.
Meetings

Consultation documents
Stakeholders

[# Clinical Evaluation - IMDRF MDCE WG (WD)/Nx (formerly GHTF/SG5/N2R8:2007)(DOCX, 161kb)
[3 Clinical Evidence - Key Definitions and Concepts — IMDRF MDCE WG (WD)/Nx (formerly GHTF/SG5/N1R8:2007) (DOCX, 326kb)
Recent updates [® Clinical Investigation - IMDRF MDCE WG (WD)/Nx (formerly GTHF/SG5/N3:2010) (DOCX, _152kb)

Safety information

GHTF Archive . . .
Please use the comments template to provide comments on the Proposed Document and email comments to liuyh@cmde.org.cn.

&) Comments Template - IMDRF MDCE WG (WD)_Nx (formerly GHTF SG5 N2R8 2007)_Clinical Evaluation (XLSX, 10kb)
] Comments Template - IMDRF MDCE WG (WD) Nx (formerly GHTF SG5 N1R8 2007) Clinical Evidence - Key Definitions and Concepts (XLSX, 11kb)
ﬁﬂ] Comments Template - IMDRF MDCE WG (PD1) Nx (formerly GTHF SG5 N3 2010)_Clinical Investigation (XLSX, 10kb)
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PROXIMOS PASSOS...

% Segunda reunido presencial para consolidacao das

;&% contribuicdes - Julho 2019

c Apreciacao dos documentos pelo Comité Gestor -
Setembro de 2019
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