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Qoo REGIONAL WORKING GROUP ON MEDICAL DEVICES
REGULATION

Created in 2012, with the aim of strengthening the regulatory capacity of
medical devices in the Region of the Americas - 25 NRAs
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ACTIVITIES OF THE REGIONAL WORKING GROUP

P Annual Virtual Courses in collaboration with CECMED and |
> Annual face-to-face workshops on defined priority topics

" Regional Meetings in conjunction with the IMDRF Meetings
> Pparticipation in the IMDRF meetings

> Participation in the Working Groups

" Creation of Mirror Working Groups

' Translation of technical documents

> Reuse and Reprocessing of Medical Devices
I National Implant Registry

> Development of Basic Indicators

> Advanced indicators draft

> Participation in the meetings of the Global Benchmarking Tool +
medical devices
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Q0o
NEXT MEETING OF THE REGIONAL WORKING GROUP

April 2022

VIRTUAL MODE

Session of the Regional Working Group
September 6, 2019 | Bogota, Colombia

Open session with Stakeholders
September 5, 2019 | Bogota, Colombia

an A

' }':' World Health
4¢3 ¢ Organization

]

n American
ealth
2 Drganization

rga




CY X CAPACITY BUILDING IN 2021

VIRTUAL MODULE ON TECHNOVIGILANCE IN COLOMBIA




®e PROGRAM ON EXCHANGE OF REPORTS ON ADVERSE EVENTS OF
9% MEDICAL DEVICES - REDMA PROGRAM

Exchange reports of medical devices adverse events or incidents among National Regulatory Authorities of the Americas Region
Promote the development of Surveillance Systems

The Mirror Baseline documents
Group was prepared and approved
established * Criteria and Forms

* Declaration of

Secretariat: Conformity

* CECMED *  Functioning of the

* ANVISA Secretariat

* INVIMA * REDMA Web System
User Manual
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Technical
Meeting for the
implementation

of the REDMA

Program in

Havana

REDMA Web System
developed by CECMED

PILOT STUDY
ARG, BRA, CHI, COL,
CUB, MEX, ELS, PAN,

DOR, URU.

Technical
Meeting for the
REDMA
Program in
Havana

Integration of the REDMA Web
System within PRAIS

Full implementation of the
Program on March

CoP REDMA Program
44 members

Updated versions of the program
documents are located in the CoP



REDMA PROGRAM
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@0 REDMA PROGRAM - REDVIA WEB SYSTEM

grgamza_clon Zg¢ ) Organizacion Plataforma Regional sobre
" darllargetl'lcdana ‘ :(7\7 Mund‘al de Ia SaIUd Acceso e |nnovaCi6n para CINTRO PARA TL CONTROL ESTATAI
€lasalu Ry sz s Tecnologias Sanitarias rras o8 e eaTog Sanos

Mnistenio de Salud Pizlica de Cuba

o Secure exchange of adverse event
reports of medical devices. Programa REDMA

o Integrated into the Regional
Platform on Access and
Innovation for Health
Technologies (PRAIS).

o Access for NRAs members of the o
REDMA Program.

Olvidé mi Contrasena

o Access to the Web System

throug h a un Iq ue ContaCt El Programa REDMA fue desarrollado para intercambiar reportes de eventos o incidentes adversos de dispositivos médicos entre las Autoridades Reguladoras
d esi gn ated by ea Ch N R A Nacionales (ARN) de la Regién de las Américas. Este consiste en un proceso de comunicacion proactiva entre sus miembros que permite la toma de decisiones con
base en un sistema seguro de intercambio de informacién. El uso de esta plataforma web esta restringido (nicamente a las ARN participantes del Programa.

El Programa REDMA es una iniciativa conjunta de la Organizacién Panamericana de la Salud/Organizacién Mundial de la Salud (OPS/OMS) y del Centro para el Control
Estatal de Medicamentos, Equipos y Dispositivos Médicos (CECMED) de Cuba, Centro Colaborador de la OMS/OPS en Regulacién de Tecnologias Sanitarias, en el marco
de las actividades del Grupo de Trabajo Regional de Regulacién de Dispositivos Médicos. Si requiere informacién adicional, favor dirigirse a redma@paho.org.
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oo COLLABORATION WITH THE INTERNATIONAL MEDICAL

DEVICE REGULATORS FORUM (IMDRF)

o Regional Meetings of the Working Group in conjunction with the meetings of the
IMDREF.

o Participation in face-to-face and virtual meetings of the Forum. '
o Participation in IMDRF Working Groups k

= Clinical evaluation of medical devices (represented by ANMAT, Argentina)

= Personalized medical devices (represented by ANMAT, Argentina)
= Good regulatory practices (represented by INVIMA, Colombia)

= NEW WORKING GROUP Clinical evidence for In Vitro Diagnostic Medical Devices
(represented by CECMED — Cuba, Ministry of Health — Uruguay and PAHO)

o Creation of Mirror Working Groups

A

T\ IMDREF International Medical
NSy fii%v'ﬁg// Device Regulators Forum
LY A
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Qoo COLLABORATION WITH IMDRF

MIRROR GROUPS OF IMDRF WORKING GROUPS




6
documents
translated
into Spanish
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COLLABORATION WITH IMDRF

PRINCIPIOS DE ETIQUETADO DE
LOS DISPOSITIVOS MEDICOS Y
LOS DISPOSITIVOS MEDICOS
PARA DIAGNOSTICO IN VITRO

OPS O @==

OPTIMIZACIGN DE LAS NORMAS
PARA USO REGULATORIO

ol

196

o

EVIDENCIA CLINICA.

PRINCIPALES DEFINICIONES
Y CONCEPTOS

.
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DEFINICIONES PARA LOS
DISPOSITIVOS MEDICOS
PERSONALIZADOS

OPS O @

REQUISITOS EN MATERIA

DE COMPETENCIA,
CAPACITACION Y CONDUCTA
DE LOS REVISORES
REGULATORIOS

11



COLLABORATION WITH IMDRF

12 documents are already in the process of being translated

Principles of In Vitro Diagnostic (IVD) Medical Devices Classification

Requirements for Regulatory Authority Recognition of Conformity Assessment Bodies Conducting
edical Device Regulatory Reviews

Personalized Medical Devices - Regulatory Pathways

1.

2.

M

3

4, Clinical Investigation
5 Clinical Evaluation

6 Tools for Assessing the Usability of Registries in Support of Regulatory Decision-Making
7 Common Data Elements for Medical Device Identification

8 Software as a Medical Device (SaMD): Key Definitions

9 UDI Guidance. Unique Device Identification (UDI) of Medical Devices

10. Principles of International System of Registries Linked to Other Data Sources and Tools
11.  Unique Device Identification system (UDI system). Application Guide

12. Post-Market Clinical Follow-Up Studies




WHO Expert Committee on
Specifications for Pharmaceutical

Preparations
Fifty-fifth report, 2021

WHO Expert Committee
on Specifications Annex 10

for Pharmaceutical Good reliance practices in the regulation of medical products:@

high level principles and considerations

Preparations

Fifty-fifth report

Annex 11

Good regulatory practices in the regulation of medical products

Link to the document:
World Health https://www.who.int/publications/i/item/55th-report-of-the-who-expert-
Organization committee-on-specifications-for-pharmaceutical-preparations
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https://www.who.int/publications/i/item/55th-report-of-the-who-expert-committee-on-specifications-for-pharmaceutical-preparations

G0 ANNEX 11. GOOD REGULATORY PRACTICES
(" )

PURPOSE

* Present the high-level principles of Good Regulatory Practices.
* Guide Member States in prioritzing regulatory functions according to their resources, national objectives,
public health policies, medical product policies, and the medical product environment.

) This document is complemeted by the
\ following guides:

(SCOPE

* Regulatory authorities, regardless of their resources, maturity or regulatory model;
* Supranational, national and subnational regulatory systems;

>
* Health institutions and policymakers, laws, regulations and guidelines;
* Regulatory networks; » Good Review Practices
>

> Good Governance Practices

Good Reliance Practices

( Parties affected or interested in regulatory frameworks, such as industry. Quality Management System for

J
National Regulatory Authorities
GSJ ECTIVES \

* Ensure robust and effective regulation of medical products,

* Improve quality, decision-making and regulatory compliance,

* More efficient regulatory systems and better public health outcomes,

* Updated regulatory systems as the technologies and systems in which they are used continue to evolve,

* Promote reliance between regulatory authorities and other stakeholders

* Facilitating international cooperation

* Facilitate the adoption of effective and efficient approaches to ensure the quality, safety and performance of
medical products in the global regulatory community.

KServe and protect public health and the interests of parties. /




E.G.

E.G.

Good Regulatory Practices

%)
= REGULATORY FRAMEWORK . ..
I-II_J 1. Legal framework (laws and Facilitators Principles
0 regulations)
> REGULATORY 2. Guidelines and other guidance Political and
(7p) INSTITUTIONS documents
D= National Regulatory Authority, government support
g Nati_?nthCor!tr_cl)l Labcc):ratciry, RESOURCES Good organization,
echnovigilance Center, Human,
Research Ethics Committee, Financial, ;Je()a\ije;psiTge and
5 others Equipment, Legalit
) Infrastructure, Effective gality
o Information management systems communication, Consistenc
IﬁI:J collaboration and y
coordination Independence
Regulatory functions and activities Robust and functional
« (marketing authorisation, reulatory Quality Management Impartiality

i inspection, surveillance)

< >

System

Sufficient and
sustainable financial

Proportionality

Regulatory Products [eSOUrCes Flexibility
Inspection/evaluation reports, regulatory decisions, labeling/approved product information Competent human Clarity
resources
Ethics and pre- Efficiency
established
RGgUIatory Results organizational values Transparency

Increased compliance with regulatory requirements

Regulatory Impact

Regulatory decision-
making process
based on science and
data

E.G.

Adapted from Fig. 2 Principles and enablers of good regulatory practices (GRP) and
components of a regulatory system. WHO Expert Committee on Specifications for
Pharmaceutical Preparations: Fifty-fifth report. Geneva: World Health Organization;
2021 (WHO Technical Report Series, No. 1033). Licence: CC BYsNC-SA 3.0 IGO.

Access to safe, effective and quality medical devices, fewer substandard and counterfeit devices on the
market, increased contribution to the country’s economic gains
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ANNEX 11. GOOD REGULATORY PRACTICES
HIGH-LEVEL PRINCIPLES

These are practices that must be adopted by all institutions responsible
or involved in the regulation of medical products.

The nine high-level principles of Good Regulatory Practices are
connected to the Global Benchmarking Tool.




'Y X GLOBAL BENCHMARKING TOOL (GBT)

The Global Assessment Tool is the means by
which WHO objectively evaluates regulatory
systems, as provided in WHA 67.20 on
strengthening the regulatory system for medical

products.

Link: https://www.who.int/tools/global-
benchmarking-tools
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Q0o REGULATORY FUNCTIONS OF THE GBT

Latest version of
GBT+ comprises 10
regulatory functions

6. Regulatory inspection
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oo WORKING GROUP FOR THE INTEGRATION OF MEDICAL
DEVICE INDICATORS, INCLUDING IN VITRO DIAGNOSTIC
INDICATORS IN GBT+

OBIJECTIVES
* Integration of medical devices, including IVD, into WHO GBT+,

* |dentify new functions, indicators and sub-indicators specific to medical devices, including <‘

IVD, considering their particularities.

EXPECTED RESULTS

 GBT + Medical Devices, with evaluation criteria for medical device regulatory systems
including IVDs.

* Agreed next steps, including piloting the GBT + medical devices.
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Qe WORKING GROUP FOR THE INTEGRATION OF
MD, INCLUDING IVD INDICATORS IN THE GBT+

» WHO
* HQ
« EURO
* PAHO
» Singapore - HSA
» Kingdom of Saudi Arabia - FDA Saudi
» France - HAS
» Region of the Americas:
* Argentina - ANMAT
* Brazil - ANVISA
e Canada - Health Canada
* Cuba-CECMED
* Colombia - INVIMA
 USA-FDA
* Mexico - COFEPRIS




e DOCUMENT REGULATORY RELIANCE PRINCIPLES:
CONCEPT NOTE AND RECOMMENDATIONS

* The purpose of the document is to present

examples and key principles of reliance. PRINCIPIOS RELATIVOS A
LA UTILIZACION DE

DECISIONES REGULATORIAS

* The principles of this document were used as the DE OTRAS JURISDICCIONES:
basis for the WHO Good Practices in Reliance NOM CONCERIVAL £ RECOMENBACIONES.
document.

 Link: https://iris.paho.org/handle/10665.2/51550 EfofglflnR:

(Red PARF).
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ANNEX 10. GOOD PRACTICES OF RELIANCE IN THE
REGULATION OF MEDICAL PRODUCTS

REGULATORY CHALLENGES

PAHO 95

Globalization of markets
Sophisticated health technologies
Rapid evolution of regulatory science

Increased complexity of supply chains

AAAAAAAAAAAA

STRATEGIES TO ADDRESS CHALLENGES

v Improve international collaboration to en
the safety, quality and performance of |
used medical products.

v" Make the most of the resources and technical
knowledge available, avoid duplication, and
concentrate regulatory efforts and resources
where they are most needed.

v' Formulation and  implementation/ <of
strategies consistent with GRP to strengthen
regulatory systems, including the search for
cooperation and regulatory convergence, as
well as reliance.



e ANNEX 10. GOOD RELIANCE PRACTICES IN THE
REGULATION OF MEDICAL PRODUCTS

~

PURPOSE

* Promote an efficient approach to regulation.
* Improve access to safe, effective and quality medical products.
* Present the general principles of regulatory review.

* Provide high-level guidance, definitions, key concepts and considerations to guide reliance mechanisms and activities.

N
/SCOPE

* Reliance activities in the regulation of medical products.
o Drugs
o Vaccines
o blood and blood products, and
o Medical devices, including in vitro diagnostic devices.

Addresses every regulatory
function defined in the GBT
throughout the product lifecycle

* It is intended for all NRAs, regardless of their level of maturity or resources, and policymakers, governments, industry and other
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e ANNEX 10. GOOD RELIANCE PRACTICES IN THE
REGULATION OF MEDICAL PRODUCTS

%

Mutual
recognition

Unilateral
recognition

Regional reliance
mechanisms

Improving efficiency

Work-sharing including joint activity
Standard Abridged pathways using reliance

processes

Building trust between NRAs

Independent decisions Leveraging regulatory work Regional reliance Unilateral or mutual
based on its own Performed by other competent mechanisms recognition
reviews and/or and trusted authorities to reduce Centralized evaluation based on treaties or
inspections the workload, with independent conducted for a group equivalent, providing Taken from Fig. 1 Key concepts of reliance. WHO Expert
final decision-making of countries maximal benefits Committee on  Specificatiohs ' for Pharmaceutical
» Preparations: Fifty-fifth report. Geneva: World Health

W

» 1033). License: CC BY-NC-SA 3.0 IGO.
‘2z

C‘ ////{/%//%h Organization; 2021 (WHO Technical Report Series, No.
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0o ANNEX 10. GOOD RELIANCE PRACTICES IN THE
REGULATION OF MEDICAL PRODUCTS

PRINCIPLES

Applicable to all NRAs, regardless of maturity level or resources

NRAs maintain their independence, sovereignty and
responsibility in decision-making

NRAs should be transparent about the standards, processes
and approaches they adopt for the implementation of reliance

Consistent with national or regional policy and regulatory
frameworks

For specific and well-defined product categories and processes

Develop and maintain appropriate scientific skills and
knowledge




oees WHO GLOBAL MODEL REGULATORY FRAMEWORK FOR
MEDICAL DEVICES, INCLUDING IN VITRO DIAGNOSTIC
MEDICAL DEVICES

fl/ 5725 l\s World Health
&9V Organization

* The Model recommends a stepwise approach,
according to the resources available in each country, to
regulate the quality, safety and performance of medical
devices, and provides guidance for developing 2 WHO Global Model Regulatory
progressively a regulatory system. Framework for Medical Devices

including in vitro diagnostic

medical devices

WHO Medical device technical series

* The approach starts with basic controls and then
moves to expanded controls.

* |t states that the regulatory controls that must be
applied to each device are based on a risk-based
classification system.

* |t recommends reliance and recognition.

* LINK: https://apps.who.int/iris/handle/10665/255177

////// DOCUMENT UPDATE
”"‘ The Working Group started activities in 2021
//%% and continues with the review process 2017
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https://apps.who.int/iris/handle/10665/255177

WHO GLOBAL MODEL REGULATORY FRAMEWORK FOR
MEDICAL DEVICES

EXPANDED LEVEL CONTROLS AND ENFORCEMENT

Premarket

Placing on the market

Postmarket

* Create oversight of clinical investigations

* Appoint and have oversight of conformity assessment bodies
* Recognize standards

* Adopt a medical device nomenclature system

* Control advertising and promotion

Perform in-country quality management systems
audits

Perform review of submissions for compliance with
Essential Principles

Establish within the regulatory authority a postmarket
surveillance and vigilance reporting system

Require mandatory reporting by manufacturersof adverse
events

Inspection of registered establishments

Provide for testing laboratories

BASIC LEVEL CONTROLS AND ENFORCEMENT

Premarket

Placing on the market

Postmarket

° Publish law, including definition, and regulations, with
transition period

Establish medical devices classification for regulatory purposes
Establish Essential Principles of safety and performance
Establish basis for reliance and recognition

Establish requirements for declaration of conformity

Establish requirements for manufacturers for a QMS

Establish requirements for labels and labelling

Prohibit deceptive, misleading and false advertising

Establish provisions for exceptional premarket situations

Registration of establishments
Listing of medical devices
Import controls

Establish a system for vigilance reporting

Require mandatory notification by the manufacturer of
field safety corrective actions

Establish a procedure to withdraw unsafe medical
devices from the market

Establish procedure to issue safety alerts to users
Undertake market surveillance

PAHO

Figure taken from WHO global model regulatory framework for medical devices
including in vitro diagnostic medical devices. Geneva: World Health\Organization;
2017. License: CC BY-NC-SA 3.0 IGO.







