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Medical Device Clinical
Evaluation

Improve the effectiveness and
efficiency of the pre-market review
process by promoting increased
global harmonization.
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Objectives

* Improve the efficiency of pre-market evaluation by
promoting greater global convergence in the approach and
requirements for producing and evaluating available
clinical evidence,

* Reduce the number of redundant clinical trials, integrate
post-market clinical follow-up principles and real-world
evidence, as applicable, and

* Accelerate the introduction of new medical
devices/technologies that are safe and effective for
patients.



Documents

IMDRF MDCE WG/N55 FINAL:2019 - Clinical Evidence — Key Definitions and
Concepts

IMDRF MDCE WG/N56 FINAL:2019 - Clinical Evaluation

IMDRF MDCE WG/N57FINAL:2019 - Clinical Investigation
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NECESSIDADE DE EVIDENCIA
CLINICA

|

GERAGAO DE DADOS
® Busca na literatura e/ou
® Experiéncia Clinica e/ou
e Investigagdo clinica

DADOS CLINICOS
. Dados de busca na literatura e/ou
. Dados de Experiéncia Clinica e/ou
. Dados de investigagao clinica
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Artizos publicados,
Relaténos de avalbiagio climca

AVAUIACAO CLINICA

EVIDENCIA CLINICA
Relatorio de Avaliagdo Clinica
com dados clinicos relevantes

|

INCLUSAO DA EVIDENCIA
CLINICA NA DOCUMENTAGAO
TECNICA




Key
Considerations
to guide the
need for Clinical
Investigations

".l Uso Pretendido e
/ caracteristicas

Gerenciamento de Avaliagdo
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Clinica

MNenhum dado clinico
adicional serd
necessario
{investigagio clinica
nao & necessaria)

A evidéncia Clinica &
suficiente para declarar
conformidade com os

requisitos essenciais
relevantes (considerando
nivel de risco efou
inovagao do dispositivo e
analise beneficio [ risco)?

Existem dados
clinicos
adicionais
disponiveis

Investigagdo clinica &

necessaria




Coordination of Clinical Research in Health Products - CPPRO
General Management of Technology in Health Products - GGTPS

.= ANVISA

B Agéncia Nacional de Vigilancia Sanitaria



	Slide 1:  Clinical Evaluation of Medical Devices - IMDRF                                                                                     Alessandro Ferreira do Nascimento  General Management of Technology in Health Products - GGTPS  Coordination of Cl
	Slide 2: Working Group
	Slide 3: Objectives
	Slide 4: Documents 
	Slide 5: Overview of the data generation process and clinical evaluation
	Slide 6: Key Considerations to guide the need for Clinical Investigations
	Slide 7

