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The Latin American Alliance for the Development
of In Vitro Diagnostics

Non-profit organization, created in 2012, acting in

the whole Latin America region, through a P

network of collaborating members (academy, W e e e o

iIndustries, governments).

Defense of the harmonization or normative

convergence that allows a greater predictability

and the cooperation between American countries,

especially in Public Health Programs.

www.aladdiv.org.br



http://www.aladdiv.org.br/
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DIAGNOSTICO PARA A VIDA

INTERNATIONAL WORKSHOPS

“Accessible and Quality Assured in Vitro Diagnostic Tests for Public

Health Programs”
. Brazil (Brasilia), April 2012 (PAHO)
. Brazil (Brasilia), November 2012 (ANVISA)
. Brazil (Curitiba), October / November 2013 (TECPAR)
. Brazil (Brasilia), November 2014 (ParlaMundi/LBV)
. Peru (Lima), May 2015 (Universidad C. Heredia)
. Brazil (Florianépolis), September 2016 (IMDRF)
. Canada (Ottawa), September 2017 (IMDRF/PAHO)



| Workshop Internacional

17 e 18 de abril de 2012 - Brasilia - DF
Padroes de qualidade e auséncia de investimentos
na area preocupam setor de diagnosticos na

Ameérica Latina.

Veja mais »

[l Workshop Internacional

19 e 20 de novembro de 2012 - Brasilia - DF
Participantes de workshop internacional sobre
Testes de Diagnostico in Vitro (IVD) decidem criar

entidade para atuar na America Latina.

Veja mais »
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|l Workshop Internacional

30 e 31 de outubro e 01 de novembro de 2013 -
Curitiba- PR
Testes de Diagndstico com Qualidade Assegurada e

Acessivel para Programas de Saude Publica.

Veja mais »



IV WORKSHOP INTERNACIONAL

Tesles ge Diagnietoo com Qualdate Asszquiala e AZessivels para Frogramas de Sadde Pidlca
05 8 06 22 novemzeo de 2014 - Brasiia - DF

O Q -!4 cbdl

IV Workshop Internacional

03 3 05 de novembro de 2014 - Brasilia - DF
Testes de Diagnostico com Qualidade Assegurada e

Acessiveis para Programas de Saude Publica,

Veja mais »

V Workshop Internacional

13e 15 de maiode 2015 - Lima - Peru
Testes de Diagnostico com Qualidade Assegurada e

-\

Acessiveis para Programas de Satde Publica,

Veja mais »
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VI Workshop Internacional

15 de setembro de 2016 - Florianopolis - SC
Testes rapidos e convergéncia regulatoria foram
destaques em workshop internacional em Santa

Catarina..

Veja mais »
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GCHTF/SGLN044: 2008

International consensus standards are a
tool for harmonizing regulatory processes to

assure the safety, quality and performance of FINAL DOCUMENT

Global Harmonization Tazk Force

medical devices.

Title: F.ole of Standards in the Azseszment of Medical Devices
Anthoring Group: Smedy Group 1 of the Global Harmorization Task Force

Date: Februwary 11, 2008

Ref. http://www.imdrf.org/docs/ghtf/final/sg1l/procedural-docs/ghtf-sg1-n044-2008-standards-in-assessment-of-medical-devices-080305. pdf



INTERNATIONAL STANDARDS APPLIED TO MEDICAL DEVICES IN ALADDIV
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Conformity with voluntary standards is a means

“® WHO Global Model Regulatory
Framework for Medical Devices

by which the manufacturer may demonstrate that a
including in vitro diagnostic

medical device conforms to one or more of the medical devices

WHO Modical device technical series

Essential Principles of safety and performance,

consistently throughout its life cycle .

http://www.who.int/medical_devices/publications/global_model_regulatory framework meddev/en/
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IMDRFE/STANDARDS WG/NISFINAL:2014

3 'MDRF International Medical
poy Device Regulators Forum

IMDRF/Standards/N15FINAL:2014

Final Document

Final Report:

“List of international standards recognized by IMDRF

Title: Final Report: List of International Standards recognized
by IMDRF Members as of March 2014

management committee members”

Current as of: March 2014

Authoring Group: IMDRF Standards Working Group

Date: 18 September2014

Jeffrey Shuren, IMDRF Chair

This document was produced by the Intemational Medical Device Regulators Forum.
There are no restrictions on the reproduction or use of this document; however,
incorporation of this document, in part or in whole, into another document, orits
translation into languages other than English, does not convey or represent an
endorsement of any kind by the International Medical Device Regulators Forum.

Copyright © 2014 by the International Medical Device Regulators Forum.




INTERNATIONAL STANDARDS APPLIED TO MEDICAL DEVICES IN
LATIN AMERICA

Number of recognized/mandatory standards in IMDRF jurisdictions INMDRF/STANDARDS WG/ NISFINAL 2014
recognised partially mandatory | partially recognised and
mandatory

USA 261 33
EU 222 3
Canada 181
Japan 104 105

1 Title: Final Report: List of International Standards recognized
AUStra“a 44 by IMDRF Members as of March 2014

) I M DR F International Medical
g Device Regulators Forum

Final Document

Brasil 102 78 Authoring Group:  IMDRF Standards Working Group
China 66 7 130 Date: 18 September 2014
Russia 239
Jeftrey Shuren, IMDRF Chair
A list of 1102 IEC and ISO standards relevant to medical Thisdecumertasprodced by he s Vsl D et P
devices has been made available. incorporation of this document, in part or in whole, into another document, or its

translation into languages other than English, does not convey or represent an
endorsement of any kind by the International Medical Device Regulators Forum.

Copyright © 2014 by the International Medical Device Regulators Forum.




INTERNATIONAL STANDARDS APPLIED TO MEDICAL DEVICES IN

LATIN AMERICA

There are 2 standards which are recognized/mandatory by 7 of the

ALADDiV

8 regions
Document reference Publication® Title
ISO 14630 2008-01 Non-active surgical
implants_- General
requirements
1SO 14971 2007-03 Medical devices_-

Application of risk
management to medical
devices

! Some regions have recognized older versions of standards and are in the process of recognizing updated versions.

IMDRFE/STANDARDS WG/NISFINAL:2014

' M DR F International Medical
Device Regulators Forum

Final Document

Title: Final Report: List of International Standards recognized
by IMDRF Members as of March 2014

Authoring Group: IMDRF Standards Working Group

Date: 18 September2014

Jeffrey Shuren, IMDRF Chair

This document was produced by the Intemational Medical Device Regulators Forum.
There are no restrictions on the reproduction or use of this document; however,
incorporation of this document, in part or in whole, into another document, orits
translation into languages other than English, does not convey or represent an
endorsement of any kind by the International Medical Device Regulators Forum.

Copyright © 2014 by the International Medical Device Regulators Forum.
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INTERNATIONAL STANDARDS APPLIED TO MEDICAL DEVICES IN
LATIN AMERICA

SITUATIONAL STUDY

PROJECT

O bJ etlve . RECOGNITION OF INTERNATIONAL
STANDARDS APPLIED TO MEDICAL DEVICES
IN LATIN AMERICA COUNTRIES.

Carry out a study to identify the current situation of the

health regulatory systems of Latin American countries,

Responsible: MSc. Biclogist Laticia Seixas.

especially in relation with international standards applied e vt

MEc. Eng.” Mérwio Varani.

to medical devices.

Eirmsilia August 1, 2017




INTERNATIONAL STANDARDS APPLIED TO MEDICAL DEVICES

IN LATIN AMERICA

PROJECT

Methodology:

The project will be developed using a qualitative
methodology, which will consist of the application of a
guestionnaire to the representatives and authorities of
Colombia, Costa Rica, Mexico and Peru (Phase [). Other

countries will be part of Phase II.

ALADDiV

SITUATIONAL STUDY

RECOGNITION OF INTERNATIONAL
STANDARDS APPLIED TO MEDICAL DEVICES
IN LATIN AMERICA COUNTRIES.

Responsible: MSc. Biclogist Laticia Seixas.

MMag Eng.® Walfrado Calmon.

MEc. Eng.” Mérwio Varani.

Eirmsilia August 1, 2017




QUESTIONNAIRE ALADDIV

v’ Language: Spanish STANDARD 161421
v" Questions about the regulatory model implemented by the
Part1:

General essential principles and
additional specific essential principles

v List of 245 valid international standards on Medical Devices for allnon VD medical dovicos and

Déagesitifs mddizsun — Ligner direstrizes pour le cbaix dex nenmer
crrrespandest sus princirer cracAdics ressn s 2 sdsuricd ok do
performance dex dispaaity midirans

based on ISO 16142- Medical devices — Recognized

essential principles of safety and performance of medical devices

Foforones number
B0 18142-1:2004(E)

o
= = 150 20dE



QUESTIONNAIRE ALAD Y
v 1SO 16142- Medical devices -- Recognized essential principle INTERNATIONAL so
STANDARD 16142-1
of safety and performance of medical devices s
« Part 1. General essential principles and additional specific T
pextormance of medical devices —
- - - » u Part L . . -
essential principles for all non-1IVD medical devices and Sianal specift coseanict principles
Guigance on the selection of standards
guidance on the selection of standards TR

« Part 2: General essential principles and additional specific

essential principles for all IVD medical devices and guidance

Foforones number
B0 18142-1:2004(E)

on the selection of standards 150
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LATIN AMERICA

SITUATIONAL STUDY

EXPECTED OUTCOMES

RECOGNITION OF INTERNATIONAL
STANDARDS APPLIED TO MEDICAL DEVICES
IN LATIN AMERICA COUNTRIES.

Contribute to the improvement of regulatory systems,

especially in relation to the recognition of international

standards for regulatory purposes.

MMag Eng.® Walfrado Calmon.

MEc. Eng.” Mérwio Varani.

Eirmsilia August 1, 2017
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Leticia Seixas — MSc. Biologist, worked as Manager of In Vitro Diagnostic Products of the

National Agency of Sanitary Surveillance (ANVISA) from 2001-2014.

! Executive Director from Latin American Alliance for the Development of In Vitro

Diagnostics since 2015.

Walfredo Calmon - MSc. Chemical Engineer, worked in the Medical Devices area, at the

National Surveillance Agency ANVISA - from 2001 to 2014, and in the Brazilian Ministry of
Health - from 2015 to 2016.

Marcio Varani - MSc. Electronic engineer worked as Manager of Materials for Use in

Health and Medical Equipment from 2002 to 2014 at the National Surveillance Agency —
ANVISA.
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ture is in our hands...
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Obrigado!

Leticia Seixas & Carlos Eduardo Gouvéa
leticia.seixas@aladdiv.org.br
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