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SDG 3 - Target 3.8

Achieve universal health coverage, including financial risk protection,
access to quality essential health-care services and access to safe,

effective, quality and affordable essential medicines and
vaccines for all.
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_—' Resolution WHA 67:20 - RSS for medical products

 Adopted in May 2014

v' Recognized the importance of strong regulatory systems to a well-functioning

healthcare system and the attainment of health-related SDGs and UHC

v=.g0bjectives of the RSS programme
_— '@ (® Build capacity in Member States consistent with

WHO good requlatory practices
supports Member States in
reaching and sustaining (® Promote regulatory cooperation, convergence
effective regulatory oversight and transparency through networking, work-
of medical products through sharing and reliance

the regulatory systems
strengthening (RSS) -

rogramme .
e \_ Ultimate goal

@® Promote access to quality assured medical
products
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WHA Resolution 67.20
What WHO should do

To continue to support Member States upon their request in the area of
regulatory system strengthening, including, as appropriate, by
continuing to:

By
Ay,
Mo Evaluate national regulatory systems

Apply WHO evaluation tools

Generate and analyze evidence of regulatory system performance

Facilitate the formulation and implementation of institutional development plans



WHO Five-Step Capacity Building Model for
National Regulatory Authorities (NRAs)

As per Resolution WHA 67.20 on Regulatory Systems Strengthening (2014)
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Development

of the Global

Benchmarking
Tool (GBT)

o~

Benchmarking Formulation Providing technical
of the national of Institutional _ support,

regulatory Development Training/Learning,
system Plan (IDP) networking,

Monitoring
progress and
impact

Coalition of Interested Parties (CIP)
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T Organization
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« Stable, well functioning
and integrated
regulatory system

« Eligibility for vaccine PQ

« WHO listed authorities
(WLA)




Benchmarking process () Organization

Application of Risk Based Approach

Verification of
self-
benchmarking

Performance
evaluation of some
or all regulatory
functions

Initial Institutional Development Plan Institutional Development Plan




WHO GBT
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WHO GBT Performance Maturity Levels

2 4

Some elements Evolving national Stable, well- Regulatory system
of regulatory regulatory system functioning and operating at
system exist that partially integrated advanced level of

performs essential | regulatory system performance and
regulatory continuous
functions improvement

Can ensure the quality of products if rely
on ML 3/ ML 4 regulatory systems
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WHO Global Benchmarking Tool

Structure/Hierarchy

National Regulatory System (NRS) and Functions (NRF)
SYSTEM FUNCTION

QUESTIONNAIRE FOR Common Function

OTHER PRODUCTS

IACTIVITIES
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Updated Figures of the WHO GBT revision VI
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Number of Sub-Indicators

Sub-Indicators measuring
maturity level 1

Sub-Indicators measuring
maturity level 2

Minimal
capacity

N

Advanced/refer
ence NRAs



Flexible algorithm for determining ML

ML Percentage of implementation of sub-indicators attained

% of implemented
sub-indicators

2 95% of ML1+ML2

% ongoing % partially
implementation implemented
sub-indicators sub-indicators

5% of ML1+ML2

% of non-implemented
sub-indicators

0%

100% of ML1+ ML2+ML3
4 and
80% of ML4

20% ML4

0%

In case the percentage is less than or equal to 1 sub-indicator for a particular function, it should be rounded up
to 1 sub-indicator for that function provided that the total percentage across all functions does not exceed the
stated one, as explained in the examples below.
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Member States participated in WHO Regulatory System Strengthening Program % "-.-gwﬂf'd Health
and benchmarked against GBT indicators between 2016 - May 2022 {.ﬂ__ Organization

Benchmarking (n=30)

Member-states World population
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.

L2

Self-benchmarking (n=58)



Global status of national regulatory systems, April 2022 (@

Evolving national
regulatory system

With some elements of
regulatory system

Stable, well
functioning and
integrated

Advanced level of
performance and
continuous improvement

S

Oct
2018

100

COUNTRIES

44

COUNTRIES

50

COUNTRIES

ML: (regulatory system) maturity level

73%

Nov
2020

100

COUNTRIES

41

A

'COUNTRIES

72%

Apr
2022

98

COUNTRIES

40

YCOUNTRIES

»

71%

® 6 6 ¢ o 6 6 6 o o o o o o o o 0o O 0o o O

a

27%

53

COUNTRIES

28%

a

56

COUNTRIES

29%
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Vaccines developed in countries
with weak regulatory systems,
l.e., ML1/ML2, are not eligible for
WHO EUL or Prequalification

Singapore medicines regulator
world’s first to achieve the highest
maturity level (ML4) following
assessment (28 Feb 2022)

[Egypt and Nigeria announced as ML 3 in March 2022 ]



https://www.who.int/news/item/27-02-2022-singapore-medicines-regulator-world-s-first-to-achieve-highest-maturity-level-in-who-classification

WHO Global Benchmarking Tool (GBT) for evaluation of
national regulatory systems of medical products: Revision VI

WHO Global
Benchmarking
Tool (GBT)

for Evaluation of National Regulatory
System of Medical Products

Aevizion VI

68 Organization

[ Link: https://apps.who.int/iris/handle/10665/341243 ]

ek World Health
. Organization

A
:6 Blood (Nov 2019)

A

(a_o Medical Devices (Q2 2022)

[ Link: https://www.who.int/tools/global-benchmarking-tools ]
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https://apps.who.int/iris/handle/10665/341243
https://www.who.int/tools/global-benchmarking-tools

WHO Good Regulatory Practices and Good Reliance (

Practices
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55th report of the WHO Expert Committee on Specifications for Pharmaceutical Preparations (ECSPP)

Annex 10

Good reliance practices in the regulation of medical
products: high level principles and considerations

Background

WHO supports reliance on the work of other regulators as a general principle
in order Lo make Lhe besl use ol available resources and expertise. This principle
allows leveraging the output of others whenever possible while placing a greater
locus at national level on value-added regulalory activilies thal cannol be
undertaken by other authorities, such as, but not limited to: vigilance, market
surveillance, and oversight ol local manulacturing and distribulion. Reliance

Annex 11

Good regulatory practices in the regulation of medical
products

Background

A tundamental role of government is to protect and promote the health and safety
of the public, induding by delivering heallh care. A well-funclioning health care
svstemt requires available, affordable medical products that are safe, effective and
of assured quality. As medical products are essential in the prevention, diagnosis
and treatmenlt ol disease, Lhe consequences ol substandard and [alsified medical

mendicte can la life theaataning ‘Thic ic a rancarn ae neare nf madical nendocte



https://www.who.int/publications/i/item/55th-report-of-the-who-expert-committee-on-specifications-for-pharmaceutical-preparations

WHO guideline on the implementation of QMS systems for 5% World Heatth
national regulatory authorities - TRS 1025 - Annex 13 { )} Organization

Link: https://www.who.int/publications/m/item/trs-1025-annex-13-gms-nra Concept, prinCipleS and
reqwrements

ISO 9001 |
Arobust and well- Regulatory Systems
functioning quality Strengthening
management system one
of the enablers of GRP WHO
GRP . . WHO GBT
Guideline on
the
implementation
of QMS for
NRAs //_
o\ Regulat
Additional guidance for 6’&%‘1’{?%‘2‘2 VP pertormance Performance evaluation

implementation - Examples and Indicators

% ; g guidance
\ practices \\iraft)

and improvement



https://www.who.int/publications/m/item/trs-1025-annex-13-qms-nra

Coalition of Interested Parties

Academic institution

Government bodies

REGULATORY SYSTEM |

STRENGTHENING NETWORK

: Intergovernmental organizations
Establish and i g g

promote a unified
strategic and
coordinated approach
to strengthening
national and regional
regulatory systems

Visit the CIP web Contact the CIP

platform: Secretariat:
www.cip-network- cip_network@who.int

Non-governmental organizations

rss.org

Philanthropic organization

Umbrella regional or international
business association

75% 25%

Regional PARTCIPANTS OBSERVERS
25%

EOI received

9
CIP Members

12

Global & Regional
58.3%

lications under review
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WLA Framework
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Policy document
Describes the purpose, definitions and high-
level operating principles related to the
evaluation and public listing of authorities

Provide a transparent and
evidence-based pathway for NRAs
to be globally recognized

J Evaluating and publicly designating regulatory
authorities as WHO listed authorities
Promotes access and the supply of
safe, effective and quality medical
i Operational guidance: evaluating
products by ex!oandlng pool of @ e Il i e e
NRAS to be relled by WHO PQ Link: https://www.who.int/publications/i/item/97892400234< lr.egulatory aqt.horltles as WHO-
-— isted authorities
Reviow the draft working document
Optimizes use of limited e
resources by facilitating reliance :';;_;;;:; o ’;..,‘,.,... s
y

Link: https://www.who.int/news-room/articles-detail/operational-
guidance-evaluating-and-publicly-designating-regulatory-authorities-as-
who-listed-authorities



https://www.who.int/publications/i/item/9789240023444
https://www.who.int/news-room/articles-detail/operational-guidance-evaluating-and-publicly-designating-regulatory-authorities-as-who-listed-authorities

Code of conduct at WHO events
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PURPOSE

WHO is committed to enabling events at which everyone can participate in an inclusive, respectful and safe environment.
WHO events are guided by the highest ethical and professional standards, and all participants are expected to behave with

Examples of sexual harassment include, but are not limited to:

Making derogatory or Name-calling or using Making sexual Making comments about
demeaning comments slurs with a comments about or rating a person’s
about someone’s sexual gender/sexual appearance, clothing or attractiveness
orientation or gender connotation ody parts
identity
Asking for sexual Staring in a sexually Unwelcome touching, Making inappropriate
vours or repeatedly suggestive manner including %lnphmg, sexual gestures,
asking a person for patting, rubbing or such as pelvic thrusts
dates purposefully brushing
up against a person

Sharing sexual or lewd Sending sexually SharinF or displayin Attempted or actual
anecdotes or jokes suggestive sexually inappropriate sexual assault,

communications images or videos in any including rape

in any format format

COMPLAINT PROCESS

integrity and respect towards all participants attending or involved with any WHO event.

APPLICABILITY

The Code of Conduct applies to any WHO event, which
shall include meetings, conferences and symposia,
assemblies, receptions, scientific and technical events,
expert meetings, workshops, exhibits, side events and
any other forum organized, hosted or sponsored in whole
or part by WHO wherever it takes place, and any event or
gathering that takes place on WHO premises whether or
not WHO is organizing, hosting or sponsoring.

The Code of Conduct applies to all participants at a WHO
event, including all persons attending or involved in any
capacity in WHO event.

Any other entity responsible for a WHO event commits to
implementing the Code of Conduct.

The Code of Conduct is not legal or prescriptive in nature.
It supplements, and does not affect, the application of
other relevant policies, regulations, rules and laws,
including laws regulating the premises in which the WHO
event takes place and any applicable host country
agreements.

PROHIBITED CONDUCT

Harassment is any behaviour that is directed at another
person and has the effect of offending, humiliating or
intimidating that person; and the person engaging in the
behaviour knows or reasonably ought to know would
offend, humiliate or intimidate that other person.
Harassment in any form because of gender, gender
expression, gender identity, race, religion or belief,
nationality, ethnic or social origin, age, sexual
orientation, marital status, disability, language or any
other reason is prohibited at WHO events.

Sexual harassment is a specific type of prohibited
conduct. Sexual harassment is any unwelcome conduct
of a sexual nature that might reasonably be expected or
be perceived to cause offence or humiliation. Sexual
harassment may involve any conduct of a verbal,
nonverbal or physical nature, including written and
electronic communications, and may occur between
persons of the same or different genders.

A participant who feels that they have been harassed at a WHO event may report the matter to the organizer of the WHO event
or relevant security authority, and a participant who witnesses such harassment should make such a report. The organizer of
the WHO event will be expected to take appropriate action in accordance with its applicable policies, regulations and rules.

Examples of appropriate action may include, but are not limited to:

Requesting Suspending or terminating Conveying the complaint Conveying a report to the
the offender the offender’s access to any investigative or employer or entity with
to |mmed|gtel¥ stop. to the WHO event or disciplinary authority jurisdiction over the
the offending behavior refusing registration with jurisdiction over erson accused of
at ft:lgtul:e WHO events, tlﬁ person ac;:used farassment.at
or of harassmen orappropriate =,
@ | J 53 Q follo&?uppaction

The victim of alleged harassment may also seek help from other relevant authorities, such as the police, bearing in mind the
applicable legal framework. A participant should never knowingly make a false or misleading claim about prohibited conduct.

PROHIBITION OF RETALIATION

Threats, intimidation or any other form of retaliation against a participant who has made a complaint or provided information
in support of a complaint are prohibited. WHO or other entity responsible for a WHO event will take any reasonable
appropriate action needed to prevent and respond to retaliation, in accordance with its applicable policy, regulations and
rules.
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