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Qutline of WHO Regulatory Activities

® Introduction
® \WHO Activities — support of harmonisation initiatives

® WHO Activities — promoting harmonisation through
regulatory science

® \WHO Global Regulatory Model
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Regulation of medical devices: global perspective

Countries with Regulations on
Medical Devices

m Countries with
Regulations

W Countries with
No Regulations
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available
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WHO mandate on regulating medical devices

® WHA 67.20 Regulatory System Strengthening for medical
products

... to prioritize support for establishing and strengthening regional
and subregional networks of regulatory authorities, as appropriate,
Including strengthening areas of regulation of health products that
are the least developed, such as regulation of medical devices,
Including diagnostics;

http://apps.who.int/gb/ebwha/pdf files/WHAG67/A67 R20-en.pdf
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Why WHO Supports Harmonisation

e Potential for savings/greater reach

* Healthcare resources can be better
managed

e Improved public health outcomes

Manufacturers /

(Local and
nal)

Internatio

Greater process transparency
Reduced regulatory burden

Shorter time to approval

Greater incentive to prioritize dossier
submissions

L —

National
Government

e Increased capacity

e More timely & cost effective
evaluation processes

e Greater regulatory network, sharing
of best practices & experiences

e More effective medical producrts
control

Improved access to regional markets

Patients /
consumers

e Quicker access to more affordable

medical products of assured quality,
Donor e Improved assurance that available
Community medical products are safe
RN

Higher patient reach for a given level of
support
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Outline of WHO Regulatory Activities

® WHO Activities — support of harmonisation initiatives
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Global

P lMDRF International Medical
- Device Regulators Forum

About IMDRF

Work items

Consultations

Documents

Meetings

Stakeholders

Recent updates

GHTF Archive

International Medical Device Regulators Forum A- A+

The International Medical Device Regulators Forum (IMDRF) was conceived in February 2011 as a forum to discuss future directions in medical device regulatory
harmonization.

It is a voluntary group of medical device regulators from around the world who have come together to build on the strong foundational work of the Global Harmonization
Task Force on Medical Devices (GHTF), and to accelerate international medical device regulatory harmonization and convergence.




Global

® International Generic Drug Regulators Programme (IGDRP)
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Global

® |nternational Conference of Drug Regulatory Authorities
ICDRA)

“Patients are waiting: How reguiators collectively make a difference”
Days Hours Minutes Seconds

d 2 ° E
N < ° v

17th International Conference of Drug Regulatory Authorities
Cape Town, South Africa: 27 November - 2 December 2016

PROGRAMME VENUE ACCOMMODATION  REGISTRATION SPONSORSHP & TRAVEL TOURS DISCOVER PRESENTATION GALLERY CONTACT
EXHIBITION INFORMATION us

link

The International Conference of Drug Regulatory Authorities (ICDRA) will
provide an excellent forum from which harmonised collaboration, between drug A > ;
- wZ# health

regulatory authorities can be fostered. The event will welcome delegates from

Beplarr:ment:
the World Health Oraanization Member States and will promote the pursuit of e‘ B



http://www.icdra.co.za/

Global

® WHO Blood Regulators Network

— comprised of leading international regulatory authorities that
have responsibility for the regulation of blood, blood products
and related IVDs

— forum for the exchange of information and opinion among
members on blood-related issues.

— Focus

* scientific assessment of current and emerging threats to the safety and
availability of blood and blood products,

* assessment of the impact of new blood-related technologies, and

* explores opportunities for regulatory cooperation and collaboration, where
possible.
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Regional

® Latin American Alliance for Development of IVDs
(ALADDIV)

L +55(61) 30334402 == aladdiv@gmail.com

ALADDIV QuemSomos  Legislacio  Eventos  DiVNews Imprensa  Contato

Tratamento adequado

&

Razao de Ser

A ALADDIV - Alianca Latino Americana para o Desenvolvimento do Diagnéstico in Vitro é

Pronunciamento José Gomes Temporao N —-» uma entidade sem fins lucrativos, que visa promover a convergéncia dos seguintes interesses:
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Regional

® Asian Harmonization Working Party (AHWP)
® Increasing support for WG2 (Premarket IVDD)
® WHO technical guidance development
® AHWP guidance

® Review of legislation

® Training
Y
Working Towards
Medical Device
2 Harmonization
oy in Asia
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Regional

® Pan African Harmonization Working Party
— Founding nations
» EAC and EAC partner states, Ethiopia, Nigeria and South Africa
* Housed under AU-NEPAD (AU’s partnership for African development)
* Project facilitated by LSHTM, supported by WHO, ASLM, GIZ, GCC
— Working groups

» Risk classification 7 * % 1-

* Registration Files
)
* Auditing quality management u THEE“.H},AMH

* Avoiding duplication in clinical Performance Studies
* Post marketing surveillance
* Classification

— Training

o
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Regional @
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® Association of Southeast Asia Nations (ASEAN)

— 10 nations: Brunei Darussalam, Cambodia , Indonesia, Laos
People’s Democratic Republic, Myanmar, Malaysia, Philippines,
Singapore, Thailand, Viet Nam

— Pharmaceutical Product Working Group (PPWG)
- Common technical document format & requirements
« Harmonized technical guidelines for pharmaceutical products
— Quality, efficacy and safety guidelines
- Harmonized technical guidelines for biotherapeutic products
IN-progress
— Vaccines first priority

— WHO to establish a joint assessment program that has been
accepted by heads of agency
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Regional

® African Vaccine Regulatory Forum (AVAREF)

— Developing mechanisms and clear pathways for expedited
regulatory review of clinical trials and approval of products

— agreement on timelines and joint review by regulators and ethics
committees of clinical trial applications by AVAREF countries

— endorsement of a panel of safety experts to review safety data of
new products and relevant communication with National
Regulatory Authorities
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Regional

® APLMA

— Asia Pacific Leaders’ Malaria Alliance

— APLMA is an initiative of Asia Pacific Heads of Government. It
was established in response to the East Asia Summit Leaders’
call for coordinated action to fight malaria.

— Supported by WHO
* Essential medicines
* Prequalification

— WHO PQDx working with APALMA
* requirements for [VDs to detect deficiencies of G6PD
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Subregional 7 }
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® East Africa Community Medicines Regulatory ""u,n
Harmonization (EAC-MRH) -mm;msm "

— 5 partner states and 6 NRAs
— Technical working groups (TWG's) with WHO involvement:

* Medicine Evaluation & Registration, GMP Inspection, Quality
Management Systems (QMS), Information Management System

— EAC harmonized guidelines for medicine evaluation &
registration, GMP and QMS

* All approved at EAC level
» Different stages of implementation

— Collaborative assessment for registration of medicines (WHO
PQ and Swiss Medic in pilots)

— Development of framework for medical device and VD
regulation
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Subregional

® ZAZIBONA Collaborative Process PQ

— Zambia, Zimbabwe, Botswana, Namibia of SADC region

— Collaborative assessments for registration of priority medicines
submitted to some/all of the four NRA's

— ~100 products reviewed, 40% completed of which ~2/3 positive
decision

— Future: to share reports and decisions to NRA’s of SADC
— Open to other SADC NRA'’s as participant or observer
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Outline of WHO Regulatory Activities

® \WHO Activities — promoting harmonisation through
regulatory science
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Other WHO Regulatory Activities

® Norms and Standards

— Intended to assist WHO Member States in ensuring consistent
guality and safety of biological medicines and related IVDs
worldwide.

— WHO Expert Committee on Biological Standardization (ECBS)

 commissioned by WHO to establish detailed recommendations and
guidelines for the manufacturing, licensing, and control of blood products,
cell regulators, vaccines and related |VDs.
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Other WHO Regulatory Activities

® International Biological Reference Materials

— "To define an internationally agreed unit to allow
comparison of biological measurements worldwide"

— WHO provides International Biological Reference Preparations
which serve as reference sources of defined biological activity
expressed in an internationally agreed unit.

— These preparations are the basis for a uniform reporting system,
helping physicians and scientists involved in patient care,
regulatory authorities and manufacturers to communicate in a
common language for:

* designating the activity or potency of blood derived products used in
prophylaxis or therapy

* ensuring the reliability of /VD s used for diagnosis of diseases and
treatment monitoring
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WHO Regulatory Strengthening Activities

® NRA Assessment Tool

— Designed to be applied by WHO or for self-assessment

— Can be used as a benchmarking tool when building harmonisation
groups
— The tool is aimed at facilitating the conduct of a comprehensive

assessment for medicines including vaccines or assessments targeted
at selected product categories (vaccines or medicines separately).

— In the future, it is expected that the tool will be revised to address also
blood products, medical devices including diagnostics and traditional
medicines.
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WHO Regulatory Strengthening Activities

® Capacity-building workshops
— QOrganized as follow-up for specific institutional development
plans for NRA’s
— Workshops :
* QMS in Thailand in June 2016
*  GMP inspection in India in June 2016 and in Russia in July 2016
* PV inspection in Malaysia in Aug 2016
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Other WHO Regulatory Activities

® Prequalification Activities

— PQ requirements
A Healthtopics Data Media centre Publications Countries. Programmes ‘Governance About WHO ‘ Search
— P Q g u i d an Ce In vitro diagnostics and laboratory technology

. . . \tg‘:\,l"‘\:"rglgé::gnostms andlaboraioy PTEqualification of in vitro diagnostics EMERGENCY USE ASSE SSMENT

I ' : The World Health Organization (WHO) Prequalification of In Vitro Diagnostics AND LISTING (EUAL) PROCEDURE

Q re q u I re I I l e n tS tral n I n g Prequalification of IVDs and (IVDs) Programme aims to promote and facilitate access to safe. appropriate and
medical ces affordable in vitro diagnostics of good quality in an equitable manner. Focus is — Zika Virus Disease

placed on in vitro diagnostics for pricrity diseases and their suitability for use in — Ebola Virus Disease
Procurement of in vitro resource-limited settings
diagnostics

.
— Sample dossiers 8 e

Quality assurance

¥ World Health
m ﬁ:@} O%Enizsggn E I.'I @ b

Updated A risk based — WHO list of prequalified in vitro
- Guidance and training guidance: approach for diagnestic products )
I I ' I ‘ E r ] m e e n Reportable the assessment  — Status of active applications to the
S S e S S I S Country projects changes to a of in vitro prequalification of in vitro diagnostics
. WHO Prequalified diagnostics — Complaints and Product Alerts

IVDs (for public (IVDs) [pdf — Streamlining of the Prequalification of
comment no later 445kb] Diagnostics
than 31 March — WHO Prequalification of Male

~ PMS
— WHO Collaborative Procedure

— WHO Joint Assessment

— Rotational Fellows diaghostics@who.int
— Observers: PQ Inspections

IVDs PREQUALIFICATION PROCESS

g Overview of preg n of in vitro Recent Highlights.
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Other WHO Regulatory Activities

® Reviews of draft medical device and IVD
legislation
— Provides an opportunity to ensure that the legislation is
* Aligned internationally
* Maximises potential for reliance or recognition
* Strong PMS activities
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Outline

® \WHO Global Reqgulatory Model
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Regulating medical devices - challenges

® |Less developed regulatory systems than for vaccines and
medicines, particularly in LIMC's

® Lack of awareness
® Characteristics of medical devices as a product group
® Regulating in an existing market

® | ack of specialized knowledge and resources to draft and
Implement medical devices regulations

® Lack of resources
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Current guidance

Home
About IMDRF
‘Work items
Consutations
Documerts
Mestings
Stakeholders
Recent updates

GHTF Archive

A MoODEL
REGUIATORY PROGRAM
FOR MEepicAL DEevicEs:

AN INTERNATIONAL GUIDE

A Guipe For
THE DEVELOPMENT
OrF MEebicAL DEvice
REGULATIONS

Documents

This page contains final documents enly for both IMDRF and GHTF.

« IMDRF documents
* GHTF final documents

A A+

IMDRF documents

IMDRF code Document fitle Date posted  Pages
IMDRF/MDSAP Requirements for Medical Device Auditing Organizations for Regulatory Authority Recognition - PDF (621kb) 24 March 30
WGINZ [ Requirements for Medical Device Auditing Organizations for Regulatory Authority Recogniticn - DOCX (173kb) 2018

FINAL:2016

(Edition 2)

IMDRF/RPS Common Data Elements for Medical Device Identification - PDF (747kb) 24 March 17
Lenin [ Common Data Elements for Medical Device Identification - DOCX (135kb) 2016

FINAL:2016

IMDRF/MDSAP Guidance for Regulatory Authority Assessors on the Method of Assessment for MDSAP Auditing Organizations - PDF (256kb) 20ctober 53
WGINg [ Guidance for Regulatory Authority Assessors on the Methed of Assessment for MDSAP Auditing Organizations - DOCX (154kb) 2018

FINAL:2015

IMDRF/MDSAP Medical Device Regulatory Audit Reports - PDF (154kb) 2October 17
ez [® Mediical Device Regulatory Audit Reports - DOCX (80kb) 2015

FINAL:2015

IMDRF/SaMD Software as a Medical Device (SaMD): Application of Quality Management System - PDF (364kb)

2 October 34

MEDICAL DEVICE
REGULATIONS

Global overview and
guiding principles

ASIAN HARMONIZATION WORKING PARTY

PLAYBOOK

FOR IMPLEMENTATION OF
MEDICAL DEVICE REGULATORY
FRAMEWORKS

Asian Harmonization Working Party
[ ————— nAsia

http://www.who.int/medical _devices/en/

Regulation of medical devices
A step-by-step guide

mework safety 2 T s
ﬂng‘.%’:l":%!-udhmn | ,%! {I'isk
rementa REguiniory @ 218

'rm CONSUMET 4 ertising]

responsibility of
representatives
timp iance

T:.g;i_}ﬁﬁ

Licensing
ochnologies

==

anulacturing
and IVDs

authorization » x|
te £

WHO Global Model
regulatory framework for

medical devices

tnchuding IVDs
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Two steps approach

® Basic level controls and enforcement
— Legal framework
— Market oversight
— Reporting system

® Expanded level controls and enforcement
— regulatory controls depending on the priorities of the country

XN World Health

£ Hea
K3 Organization



Convergence and harmonization

® Convergence and harmonization
— Definition of a medical device
— Classification of medical devices
— Essential principles of safety and performance
— QMS
— Standards

® Confidence building and Information sharing

® Reliance and recognition
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Reliance and recognition

Based on treaties; «maximal benefit»
but partial loss of sovereignty with

Recognition regard to decision-making

= e

Reliance/
Work sharing

= e o

Confidence building
Harmonisation/convergence

Benefit for regulators;
sharing of workload, but
independent decisions

5

«Foundation»,
Equivalence of
requirements

Information sharing

Source: Swissmedic
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http://apps.who.int/gb/ebwha/pdf_files/WHA67/A67_R20-en.pdf

Good regulatory practices

® Critical elements for regulating medical devices
— Political commitment
— Legal framework
— Implementation plan
— Competent authority with enforcement power
— Involvement of stakeholders
— Transparent and impartial

® Importance of convergence, harmonization, reliance and
recognition
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Steps

® Public Consultations June and September 2016

— http://www.who.int/medical _devices/en/

® October 2016: WHO Model Regulatory Framework for
Medical Devices adopted by Expert Committees

® 2016-2017: Regional workshops

® 2017: Training workshops on regulating medical devices
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