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Overall regulatory systems’ maturity level of ,
WHO Member States and major challenges )

Objectives of the RSS programme

® Build capacity in Member States consistent
with good requlatory practices

(® Promote requlatory cooperation,
convergence and transparency through
networking, work-sharing and reliance

e Resolution WHA 67.20 in 2014

v' Recognized the importance of strong
regulatory systems to a well-functioning
healthcare system and the attainment
of health-related SDGs and UHC
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Number of Member States benchmarked by GBT by year

Cumulative bar chart

93 95 97
84 86
73
44
33
9
2016 2017 2018 2019 2020 2021 2022 2023 2024

Source: WHO RSS database, Sep 2024



Global status of national regulatory systems

With some elements of
regulatory system

Evolving national regulatory
system

Stable, well functioning and
integrated

Advanced level of
performance and continuous
improvement

(medicines and vaccines regulation as of Aug 2024) @

Total Number of
countries = 194

ML

2

©

ML: (regulatory system) maturity level

100
73%

2018

A

4

30

2020

100
70%
\ 4
*

A

M
A

%

\4

97

&

38

59

2024

% World Health
YF#¥ Organization

S

e Vaccines produced in countries with ML
3/ML 4 NRAs eligible for EUL/
prequalification

* NRAs at ML3/MLA4 eligible for WLA PE
process

Recent announcements

Zimbabwe becomes the sixth
country in Africa to reach WHO

maturity level 3 in regulation of
medicines

Zimbabwe becomes the sixth country in
Africa to reach WHO maturity level 3 in
regulation of medicines (14 June 2024)

Source: WHO RSS database, Sep 2024


https://www.who.int/news/item/14-06-2024-zimbabwe-becomes-the-sixth-country-in-africa-to-reach-who-maturity-level-3-in-regulation-of-medicines
https://www.who.int/news/item/14-06-2024-zimbabwe-becomes-the-sixth-country-in-africa-to-reach-who-maturity-level-3-in-regulation-of-medicines
https://www.who.int/news/item/14-06-2024-zimbabwe-becomes-the-sixth-country-in-africa-to-reach-who-maturity-level-3-in-regulation-of-medicines

WHO Five-Step Capacity Building Model for National Regulatory Authorities (NRAs)
As per Resolution WHA 67.20 on Regulatory Systems Strengthening (2014)

* Target ML3

Stable, well functioning and

Monitoring integrated regulatory system

Benchmarkin regulator Development Training/Learning, progress and o
Tool (GBT) J sgystem y Sy (I?Dp) networking, impact * Eligibility for:

-vaccine PQ

- PE for WHO listed
authorities (WLA)

Development Benchmarking Formulation Providing technical
of the Global of the national of Institutional support,

Coalition of Interested Parties (CIP)
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Evaluation of national regulatory
systems of blood products including
whole blood, blood components and
plasma derived products

WHO Global Benchmarking Tools (GBT) for evaluation of national regulatory systems

WHO Global Benchmarking Tool + Blood (GBT
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Definition of a WHO Listed Authority

. (& § World Health
Adopted by the ECSPP in October 2020, TRS 1033 3@ Organization

A WHO Listed Authority (WLA) is a regulatory authority or a regional regulatory system
which has been documented to comply with all the relevant indicators and requirements
specified by WHO for the requested scope of listing based on

an established benchmarking (GBT) AND a performance evaluation (PE) process
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The main objectives of WLA initiative @

To provide a transparent and
evidence-based pathway for RAs
to be globally recognized

To promote access and the supply of
safe, effective and quality medical
products

To optimize use of limited resources by

facilitating reliance

World Health
Organization
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WLA Policy document:

The Policy describes the current scope
(medicines and vaccines) purpose,
definitions and high-level operating
principles related to the evaluation and
public listing of authorities

Evaluating and publicly designating regulatory
authorities as WHO listed authorities
Policy document

g7t World Health
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Link: https://www.who.int/publications/i/item/9789240023444



https://www.who.int/publications/i/item/9789240023444

WHO Listed Authorities framework
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NOV 2023 WLA PE Manual

NOV 2023 WLA Operational Guidance

JULY 2021 WLA Policy

MAY 2019 WLA Concept note

https://www.who.int/initiatives/who-listed-authority-reg-authorities



WHO Listed Authorities (WLAs)

2019

2020

2021

Publication of concept
note introducing WLAsS
at the request of
Member States who
were looking for an
evaluation-based
alternative to SRAs
(which were based on
membership)

Public consultations,
consultations with Member
States, and international
consultative meetings with
Member States and interested

stakeholders

2022

20

23

Publication of policy

document on “Evaluating

and publicly designating
regulatory authorities as
WHO-Listed Authorities”

Implementation of WLA
framework

Publication of the interim
operational guidance and
manual

Kick off first three evaluations
as a pilot

» Transitional WLA status granted

to 57 RAs!

1. Includes one regional regulatory system — European Medicines Regulatory Network

Piloting of the
framework

Publication of final
OpG and PE manual

First three WLAS
listed
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2024-2027

Ensure all NRAs

on the tWLA list

become WLAS or
ML3/ML4

Computerization
of PE
indicators/tools

Regulation and Prequalification (RPQ) Department 10



What’s being measured?

GBT-ML

WLA

Indicators
and tools

()]
(8}
g 57 sub-ind.
E ML4
qg 151 sub-ind.
(V)
o
28 sub-ind. MLZ
How well a regulatory system is configured? _
World Health
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Components of PE process

100%

GBT ML4

211

sub-indicators

mandatory

36 out of 56 ML4
sub-indicators

PE

indicators

20 Indicators ]

MA expert review of
MAA assessment

VL vigilance field visit

Rl GMP/GCP Observed
Audit

LT expert review of lab
activities

CT expert review of
CTA assessments

(7B, World Health |

If any of these 4 components fails, WHO listing is not achieved
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Fostering reliance through the WLA initiative

* Only ML3 and ML4 RAs are eligible for PE

* Reliance can be applied by all

13



Pathways for risk-based performance evaluation of candidate WLAs

Routine

Transitional

full implementation of all GBT ML3 sub-indicators (all functions)
mandatory GBT ML4 sub-indicators (relevant functions)

PE indicators (relevant functions)

PE tools (relevant functions)

-

bridged tool
pre-selected GBT sub-indicators (all functions)
PE indicators (all functions)

WA

2
é Standard
S * ML3/4 RA &
g after 31/03/22
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Abridged @ (A
* SRA
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&
Q
>
S
’g Streamlined . .
e ML3/4RA
as of 31/03/22
« rRRA (AMRO) o
*  Functional RA .

\

not previously assessed ML1, ML2, ML3 (all functions) and

mandatory ML4 GBT sub-indicators (relevant functions)
» customized tool

PE indicators (relevant functions)
PE tools (relevant functions)




SRA

tWLA

ML4 NRA

First three WLAs SR
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ﬂ Health Topics « Countries v Newsroom v Emergencies v About WHO ~

Home / News / Landmark listing of first three countries as WHO-Listed regulatory Authorities

Switzerland

Swissmedic

Republic of Korea

MFDS Landmark listing of first three
countries as WHO-Listed
regulatory Authorities

V! Ortomer 2027 | Cepartmencal neve [Resdng time 2 mie (150 mercy)

Media Contacts

The Health 5a

Singapore prnes

Authorzy (HSA), Singapore: the Mrstry of Food and Drug Satety (MEDS), Repubiic of

Sarah Sheppard

World Heakn Orgairaten

A WHO. Liszed Authority (VILA) 'S 3 recufatory authority or a reglonal regquiatory system wihich has been Telephane: +41 79 5 75

docamented o comply with all the indcato requiremeras specified by WHO for the requested scope of tmal: shepzerchéawho nt
H SA Iisting based on an estabhished banchmarking and performance evakation process

Mermbers of the technical advsary group an WHO-Laled Authories (TAG-WLA) met for the first tene, 1110 12

Sept er 2023, o0 WHO headguarters in Genevs, Swizeriand and re 4 Consensus 1o recommend the
Isting of HSA, MEDS and Swissmedic 25 WHO Lsted Authontes, after discussing the findings of the
performance evaluntions of these three reguatory authories

https://www.who.int/news/item/31-10-2023-landmark-listing-of-first-three-countries-as-who-listed-regulatory-authorities
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33 new WLAs

European Medicines
4 Regulatory Network
oc
EC/EMA

SRA

ML4 NRA

+30 NCAs

£ United States
of America

L

L.

US FDA

Singapore

HSA"

* MC function
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“ Health Topics ~ Countries ~ Newsroom ~ Emergencies v

Home / News / Largest ramiier of regulatory agencies for medical prodects agproved as WHO Listed Autharities

Largest number of regulatory o ([
agencies for medical products

approved as WHO Listed

Authorities

20 Wwy 2324 | Norwn rebaver | Pinwng time: 3 mmis (530 wardk Media Contacts
WHD Media Toam
WO AT O e o
Ernael: medinzut 53 w0, ol

https://www.who.int/news/item/20-05-2024-largest-number-of-regulatory-agencies-for-medical-products-approved-as-who-
listed-authorities
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Global status of benchmarking and performance evaluation of |
regulatory systems (2016 — Aug 2024)

% of world population % of member states

W

(66%)

-~
states =8
et LS

WHO Listed authority (33 member states)
(WLA)
. Benchmarking (37 member states)
. Self-benchmarking (58 member states)

The designations employed and the presentation of the material in this publication do not imply the expression of any opinion whatsoever on the part
of WHO concerning the legal status of any country, territory, city or area or of its authorities, or concerning the delimitation of its frontiers or
boundaries. Dotted and dashed lines on maps represent approximate border lines for which there may not yet be full agreement.

Source: WHO RSS database, Sep 2024



I_:}? kY World Health
gl_;" : f_;} Organization

WLA:s in the pipeline

e

Listing
expected
by Dec 24

22 out of 57 6 out of 22 tWLAs 4 out of 6 Next TAG
tWLAs remaining are currently candidates meeting
in the list under evaluation in the pipeline scheduled in

are (the last) SRAs Nov 24
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A Framework for evaluating and publicly designating regulatory authorities as WHO Listed Authorities (WLA)
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Benchmarking of regulatory systems in Africa (2016 — 2024)
60

51

50

40

30 E

20
10
, & B
2016 2017 2018 2019 2020 2021 2022 2023 2024
B Benchmarking ™ Self-benchmarking
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Source: WHO RSS database, Sep 2024



Six (6) countries have attained maturity level (ML) 3 according to WHO GBT

3 at ML 2 and several others expected to move to ML 2/ML 3 in the next 3-5 years

mML1
mML2
m ML3

B s
. AYE.

Results are based on NRA self-benchmarking and formal-benchmarking activities

Notes:
*Egypt and South Africa are ML3 for regulation of vaccines (producing countries)

*Ghana, Nigeria, and Tanzania are ML 3 for regulation of medicines and vaccines (non-producing countries)
*Some island countries are referred to on the mapas ® / ®

The boundaries and names shown and the designations used on this map do not imply the expression of any opinion whatsoever on the part of the World Health Organization (WHO) concerning the legal status of any country, territory, city or area of its authorities, or
concerning the delimitation of its frontiers or boundaries. Dotted lines on map represent approximate border lines for which there may be not yet be full agreement.
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Current status of national regulatory systems in Africa

(medicines and vaccines regulation, April 2024)

Total Number of member 50
states = 54
ML 2
I SETE ElETERES o o 40 Countries with NRAs at ML 3
regulatory system
35
30 Egypt 2022
25 Ghana 2020
, , Nigeria 2022
Evolving national 20 _
regulatory system South Africa 2022
15 United Republic of Tanzania 2018
Stab L functiont Zimbabwe 2024
able, well functioning
and integrated 9 10 A? 2024
B? 2024
> 7 *
. a% § 11%
2018 2020 2024

ML: (regulatory system) maturity level

¢72Xy World Health
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Source: WHO RSS database, Sep 2024



Current status of national regulatory systems in Africa
Formal Benchmarking, 2016-2024

Re-benchmarking

and maintenance of

Country achieved ML 3 in Africa
Egypt (Vaccine) ML3

Ghana
Country did not achieve ML 3 in
United Republic of Tanzania Africa

Nigeria
Zimbabwe Burundi
Eritrea
Ethiopia
Kenya
° Malawi
Mozambique
Rwanda
Senegal

IDP follow-up Somalia
South Sudan
Sudan

U_ganda

South Africa (vaccine)

and technical
support

7Z%N World Health
Lo Organization

Source: WHO RSS database, Sep 2024



Expanding a pool of experts for WHO GBT/WLA assessments from NRAs

A resource for countries to support self-benchmarking, IDP implementation, continuous improvement

70
64
60
m AFR 50
m AMR
= EMR 40
m EUR 30
m SEAR
= WPR 20
m WHO 0 I I
0

EUR SEAR  WPR WHO
N

7Y, World Health ? 5 HEALTH
L% Organization ] FORALL Source: WHO RSS GBT assessors' database, December 2023 »



WHO Workshop on GRP in the regulation of medical products () Word et
® ¥ Organization

WHO - TRS No. 1033, Annex 11, 2021

» Developed in 2023-2024

» Targeting Regulators and
policymakers

» 2,5 Days including short
theoretical sessions and

extensive analysis of real

case studies from BM and
practical exercises

=

First edition of GRP workshop

19-21 June 2024, Kunming, China

Excellent feedback received, mainly on:
number and type of practical sessions
modalities used to deliver theoretical and abstract concepts




WHO workshop on regulatory performance indicators (RPI) &) Yord Healt
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» First edition: 24-26 June 2024, Kunming, China

) « Second edition: Regional (AFRO and EMRO)
» Developed in 2024 22-26 Sept. 2024, Amman, Jordan

» To provide practical guidance on
the development, implementation,
and maintenance of RPIs

» Targeting regulators from QMS,
technical regulatory and relevant
administrative functions

» 3-day workshop composed of 8
modules

= Performance indicators developed for each regulatory function

© Very positive feedback received



Guidelines on regulatory preparedness for the
oversight of pandemic or other emergency use
vaccines in importing countries

WHO academy course

More ¢+ Dlscowery |+ Fagairiony prepessdrest sl

Regulatory preparedness to authorize the use of pandemic
vaccines in importing countries
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WHO implementation workshops



https://www.who.int/publications/m/item/trs1004-annex7-pandemic-influenza-vaccine

Regulatory preparedness to authorize the use of pandemic vaccines in importing countries

The aim of this course is to improve national competence in decision-making to authorize the
} use and deployment of pandemic vaccines to address a public health emergency in a timely
and coordinated manner in importing countries.

This course is based on the WHO Guidelines on regulatory preparedness for the oversight of
@ pandemic or other emergency use vaccines in importing countries, published in TRS 1054,
G Annex 2, 2024, Replacement of Annex 7 of WHO Technical Report Series, No. 1004, 2017

The course is for:

* National regulatory
authorities.

* National disease control
authorities involved in
disease control and response

to public health emergencies.

* National immunization
programs responsible for
vaccine deployment.

* WHO Country officers.

Learning experience

This is a learner-centred, competency-
orientated online course delivered in four
self-paced modules:
* Module 1 General considerations
* Module 2 Regulatory evaluation
processes
* Module 3 Good regulatory practice,
good reliance practice, risk assessment
* Module 4 Vaccine composition, quality
control, safety and deployment

Table-Top Simulation

a computer-simulation
exercise with
seemingly relevant

realistic scenarios




Thank you

For more information, please go to our website:

Or contact:

Regulatory Systems Strengthening [RSS] Team
Regulation and Safety [REG] Unit
Regulation and Prequalification [RPQ] Department

Access to Medicines and Health Products [MHP] Division



https://www.who.int/teams/regulation-prequalification/regulation-and-safety/rss
mailto:nra_admin@who.int
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