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Regional Working Group on Medical Device
Regulation

24 countries are currently members

*Joined the Regional Working Group in December 2019.
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Activities of the Regional Working Group

MOST OF THEM ARE ON HOLD DUE TO COVID-19

Online
Face to face

REDMA Program

Good Regulatory Review Practices
Personalized medical devices
Terminology of adverse events

Reprocessing of medical
devices
National Implant Registry

Regulation of medical devices
Health Technology Management &
Planning

REDMA Program

PANDRH Network
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Collaboration with IMDRF

-
IMDRF MDCE WG/N55 FINAL:2019 (antes GHTF/SGS/N1RS:2007) [l I ra n s I at I o n of d o c u m e n t s
V.. >
3 nal Medical
3 8 & Roguloters Forum
: IMDRF :::
Foro I ional de Organi ios de Dispositi

Médicos

Titulo: Evidencia clinica. Principales definiciones y conceptos.

| 1. IMDRF/PMD WG/N49 FINAL:2018 | Definitions for Personalized Medical Devices
Bl . st et gl INDRS 2. IMDRF/Standards WG/N51 FINAL:2018 | Optimizing Standards for Regulatory Use

‘oro Intemacional de Organismos Regulatorios de
/ 5 de este 3

IMDRF MDCE WG/N55 FINAL:2019 | Clinical Evidence - Key definitions and concepts

TMDRF/GRRP WG/NS2 FINAL:2019|

_ &) MDRF s

4. IMDRF/GRRP WG/N40 FINAL:2017 | Competence, Training, and Conduct Requirements for i B e Bt e gl M
Regulatory Reviewers

invioro

5. IMDRF/GRRP WG/N47 FINAL:2018 | Essential Principles of Safety and Performance of e ——
Medical Devices and IVD Medical Devices

6. IMDRF/GRRP WG/N52 FINAL:2019 | Principles of Labelling for Medical Devices and IVD R e e Lmese

sua tradugdo em idiomss diferentes do inglés, nio supde nem implica nenhum
tipo de endosso por parte do Forum Intemacional de Reguladores de

Medical Devices e

Copyright © Férum deReg de Disp Médicos, 2019

Titulo: Principi lagem de disp édicos e de disp médicos para|
diagnéstico 7

Elena M_ Astapenko, presidente do IMDRF
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IMDRF Mirror Working Groups

Due to COVID-19, activities have remained on hold for most of the Mirror
Working Groups
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Program on exchange of reports on adverse events
of Medical Devices - REDMA Program (1)

i System Members

o 10 Associate Members

« Bolivia, Ecuador (Ministry of Health), Honduras, ‘
Nicaragua, Paraguay, El Salvador, Uruguay, Panama,
Dominican Republic, Venezuela

o 6 Full Members

I Full Members

« Argentina, Brazil, Colombia, Cuba, Chile, Mexico B Not full members

™ In evaluation

. o Total number of reports: 29
/‘ « 17 confidential
« 12 non-confidential

I Public

I confidential

0 In evaluation
Not proceeded

I Reports Total
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REDMA Program (2

» Training
o Regional Virtual Course on the REDMA Program.
o Duration: from 20 January 2020 to 6 February 2020.
o 29 students from 15 countries completed the course.
o In collaboration with CECMED, PAHO/WHO Collaborating Centre.

* Meetings
o The Virtual Meeting of the REDMA Program was held on 11 August 2020.

o Participation of 55 representatives of 17 Regulatory Authorities from: ARG, BOL, BRA, CHL,
COL, CRI, CUB, DOR, ECU, GTM, MEX, NIC, PRY, SLV, URY, USA, VEN.

o Discussion of COVID-19 related adverse events.
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Work related to Medical Devices in response to
COVID-19

Develop guidance and recommendations on regulation and management of medical devices
Develop technical specifications for priority medical devices
Organize Webinars and Virtual Meetings to share guidance and experiences between countries
Technical support to Member States through consultations related to medical devices
Conduct the QA of Medical Devices procured by PAHO for Member States

Identification and exchange of information on innovative ventilator projects in development
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Webinars & Virtual Meetings related to medical
devices in the context of COVID-19

1 April 2020  Meeting of the Regional Working Group on ventilators in the context of COVID-19

Meeting of the Regional Working Group on ventilators in the context of COVID-19
Line of work: Technology Management
Meeting of the Regional Working Group on ventilators in the context of COVID-19
Line of work: Innovation and Production

8 April 2020

9 April 2020

10 April 2020 Meeting on the Regulation of Ventilators in the Context of COVID-19

21 May 2020  Discussion on the challenges for the Regulation of Ventilators in the context of COVID-19

Webinar “Technical and regulatory aspects of prolonged use, reuse and reprocessing of respirators in
periods of shortage”

Webinar “National Coordination Strategies for the Development and Production of Ventilators in the Context
of COVID-19”

Webinar “Experiences in pharmacovigilance, technovigilance and hemovigilance in the Americas Region in
the context of the pandemic”

2 June 2020

5 June 2020

23 July 2020
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Publications on Medical Devices in the context of
COVID-19

List of Priority Medical Devices in the context of COVID-19
13 August 2020

https://iris.paho.org/handle/10665.2/52580

Technical and Regulatory Aspects of the Use of Pulse Oximeters in Monitoring COVID-19 Patients
7 August 2020

https://iris.paho.org/handle/10665.2/52589

Post-authorization Surveillance of Medical Products during a Pandemic Emergency
21 July 2020

https://iris.paho.org/handle/10665.2/52578

Technical and Regulatory Aspects of the Extended Use, Reuse, and Reprocessing of Respirators

during Shortages
10 June 2020

https://iris.paho.org/handle/10665.2/52431

Regulation of Medical Devices in the Context of COVID-19
14 May 2020

https://iris.paho.org/handle/10665.2/52489
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https://iris.paho.org/handle/10665.2/52580
https://iris.paho.org/handle/10665.2/52589
https://iris.paho.org/handle/10665.2/52578
https://iris.paho.org/handle/10665.2/52431
https://iris.paho.org/handle/10665.2/52489

Document List of Priority Medical Devices in the context of
COVID-19

= 5th Version | Updated on 13 August 2020 - Available in English and Spanish

= Technical description and specifications for priority medical devices.

Triage and initial
Category Medical device care

Sampling
diagnosis

Treatment of AHRF,
ARDS and septic
shock

Early supportive
therapy and
monitoring

15( 2-‘41 3!::
level level level

Oxygen concentrator X X . . .

Medical Portable aspirator/ Suction system X . . .
equipment Portable ultrasound x x . . .
Portable X-ray equipment X X . . -
Pulse oximeter, fingertip X X X . . .
Pulse oximeter, handheld X X . . .
Pulse oximeter, tabletop X X . .
Sphygmomanometer, with cuffs (adult / children) X X X . . .
Stethoscope X X X . . .

Ventilator for Intensive Care Unit X . .

Ventilators for Sub-Acute Care X . .
Ventilators for Transport X . .
Patient monitor multiparametric, basic X . . .

Patient monitor multiparametric, intermediate X X . . .

Patient monitor multiparametric, advanced
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Regional Working Group on Ventilators in the

20

Projects in total

from 9 countries

Types of
ventilator

Ventilation
principle

Qe Organization >

context of COVID-19

First virtual meeting Communication flow
Thursday, 9 April 2020 Through emails and videoconferences
Possibilities for Develop.ers
Technology transfer (9) Universities | Hospitals | Industries

Collaboration between academia and the industry

Invasive Non-invasive Invasive / Non-invasive

8 2 8

Mechanized Ambu Mechanical ventilator Adaptation*

9 9 2

*Veterinary ventilator and anesthesia machines
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COVID-19 resources

COVID-19 Resources

All technical documents related to COVID-19
developed by PAHO are available at:

: Technical Guidelines
https://www.paho.org/en/technical-documents-

coronavirus-disease-covid-19
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https://www.paho.org/en/technical-documents-coronavirus-disease-covid-19




