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PAHO Infrastructure andPAHO Infrastructure and
ResourcesResources

•• 38 Member  States38 Member  States
•• Headquarters (Washington)Headquarters (Washington)
•• 28  Country Offices28  Country Offices
•• 1 Field Office (USA/Mexico)1 Field Office (USA/Mexico)
•• 9 Scientific Centers9 Scientific Centers
•• WHO : HQ & Regional OfficesWHO : HQ & Regional Offices
•• Network of CollaboratingNetwork of Collaborating

CentersCenters
•• Technical CooperationTechnical Cooperation

among Countriesamong Countries
•• Strategic AlliancesStrategic Alliances
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PAHO Technical CooperationPAHO Technical Cooperation
on Medical Deviceson Medical Devices

      To Collaborate with the Member StatesTo Collaborate with the Member States
in thein the

DevelopmentDevelopment  and Strengtheningand Strengthening
Medical Devices RegulationMedical Devices Regulation

to Guaranteeto Guarantee
Safety, Efficacy and QualitySafety, Efficacy and Quality

of the Devices Usedof the Devices Used
by the Populationby the Population

an in the Health Servicesan in the Health Services
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4242ndnd PAHO Directing Council PAHO Directing Council

Document CD42/12 onDocument CD42/12 on
Medical DevicesMedical Devices

•• PAHO Initiative on LA&CPAHO Initiative on LA&C
•• Consultation on Consultation on MedDevMedDev
•• Collaborating CentersCollaborating Centers

- - US-FDAUS-FDA
- - MDB-CanadaMDB-Canada
- - ECRIECRI

•• Regional Plan of ActionRegional Plan of Action
•• RecommendationsRecommendations
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4242ndnd PAHO Directing Council PAHO Directing Council

Resolution CD42.R10 onResolution CD42.R10 on
Medical DevicesMedical Devices

•• Endorse Document CD42/12Endorse Document CD42/12
•• Support Ad-hoc GroupSupport Ad-hoc Group
•• Urge Member States to:Urge Member States to:

–– Develop RegulationDevelop Regulation
–– Promote the GHTFPromote the GHTF

•• Request PAHO SupportRequest PAHO Support



Pan American Health Organization 2002 8

Regional Plan of ActionRegional Plan of Action

•• To Organize Five Sub-Regional WorkshopsTo Organize Five Sub-Regional Workshops
•• To Prepare a Country Status on Medical Devices andTo Prepare a Country Status on Medical Devices and

Regional ProfileRegional Profile
•• To Promote LA&C Participation in GHTF ConferenceTo Promote LA&C Participation in GHTF Conference

and Study Groupsand Study Groups
•• To Attend Pan American Cooperation MedicalTo Attend Pan American Cooperation Medical

Equipment (PACME) MeetingsEquipment (PACME) Meetings
•• To Promote the Use of MED-DEVICES ListTo Promote the Use of MED-DEVICES List
•• To Produce and Disseminate Technical InformationTo Produce and Disseminate Technical Information

and Publicationsand Publications
•• To Provide Technical Expertise to the CountriesTo Provide Technical Expertise to the Countries
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Regional Economic IntegrationRegional Economic Integration
GroupsGroups

NAFTANAFTA

MERCOSURMERCOSUR
SICASICA
ANDEAN AREAANDEAN AREA
CARICOMCARICOM
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Sub-Regional WorkshopsSub-Regional Workshops
•• International Workshop on Regulation of MedicalInternational Workshop on Regulation of Medical

Devices  - Andean Region -  Devices  - Andean Region -  CartagenaCartagena, Colombia -, Colombia -
July 2001July 2001
–– Chile, Colombia, Ecuador, Peru, VenezuelaChile, Colombia, Ecuador, Peru, Venezuela
–– US-FDA, MDB-Canada, ANMAT-Argentina, ECRIUS-FDA, MDB-Canada, ANMAT-Argentina, ECRI
–– Panama (Observer)Panama (Observer)

•• International Workshop on Regulation of MedicalInternational Workshop on Regulation of Medical
Devices - Central American Region - ScheduledDevices - Central American Region - Scheduled
October 2002October 2002

•• International Workshop on Regulation of MedicalInternational Workshop on Regulation of Medical
Devices - South Cone Region - Scheduled 2003Devices - South Cone Region - Scheduled 2003
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Country Program InformationCountry Program Information
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Status of RegulatoryStatus of Regulatory
Programs in LA&CPrograms in LA&C

•• 21 of 43 Countries & Territories without Legislation21 of 43 Countries & Territories without Legislation
for Medical Devicesfor Medical Devices

•• 7 of 22 with Legislation Effectively Enforce it7 of 22 with Legislation Effectively Enforce it
•• 27 without Import Requirements27 without Import Requirements
•• 12 Have Attended GHTF Conferences12 Have Attended GHTF Conferences
•• Weak Areas:Weak Areas:

–– Surveillance SystemsSurveillance Systems
–– Human ResourcesHuman Resources
–– TrainingTraining
–– BudgetBudget
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MED-DEVICES ListMED-DEVICES List

INTERNET Discussion GroupINTERNET Discussion Group
for the Americasfor the Americas

•• Regulatory AuthoritiesRegulatory Authorities
•• 53 Members53 Members
•• 14 Countries14 Countries
•• Information ExchangeInformation Exchange
•• English/SpanishEnglish/Spanish
•• Private Non Moderate ListPrivate Non Moderate List



Pan American Health Organization 2002 14

PublicationsPublications
•• Consultation on Regulation of Medical DevicesConsultation on Regulation of Medical Devices

Final Report - October 1999Final Report - October 1999
•• Workshop on Regulation of Medical Devices -Workshop on Regulation of Medical Devices -

Andean Region - Final Report - July 2001Andean Region - Final Report - July 2001
•• A Model Regulatory Program for Medical Devices:A Model Regulatory Program for Medical Devices:

An International Guide - 2001An International Guide - 2001
•• A Guide for the Development of Medical DevicesA Guide for the Development of Medical Devices

Regulations - 2002Regulations - 2002
•• GHTF Overview : FDA - ANVISA - PAHOGHTF Overview : FDA - ANVISA - PAHO

((VideoconferenceVideoconference) -  May 2001) -  May 2001
•• Universal Medical Device Nomenclature System -Universal Medical Device Nomenclature System -

ECRI - Spanish/English (CD-ROM) - 2000ECRI - Spanish/English (CD-ROM) - 2000
•• GHTF : SG1 - SG3 - SG4 Documents - SpanishGHTF : SG1 - SG3 - SG4 Documents - Spanish

Translation - Colombia - 2002Translation - Colombia - 2002
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PAHO WEBSITEPAHO WEBSITE

httphttp://://wwwwww..pahopaho..orgorg


