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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. 



WHO 
supports Member States in 

reaching and sustaining 
effective regulatory oversight 
of medical products through 

the regulatory systems 
strengthening (RSS) 

programme

Resolution WHA 67:20 – RSS for medical products

• Adopted in May 2014
✓ Recognized the importance of strong regulatory systems to a well-functioning 

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

Objectives of the RSS programme
⦿Build capacity in Member States consistent with 

good regulatory practices

⦿ Promote regulatory cooperation, convergence 
and transparency through networking, work-
sharing and reliance

Ultimate goal

⦿ Promote access to quality assured medical 
products



To continue to support Member States upon their request in the area of 

regulatory system strengthening, including, as appropriate, by 

continuing to:

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

Provide technical support to national regulatory authorities and governments

WHA Resolution 67.20 
What WHO should do



Development 
of the Global 

Benchmarking 
Tool (GBT)

Benchmarking 
of the national 

regulatory 
system

Formulation  
of Institutional 
Development 

Plan (IDP)

Providing technical 
support, 

Training/Learning, 
networking,

Monitoring 
progress and 

impact

• Stable, well functioning 

and integrated 

regulatory system

• Eligibility for vaccine PQ

• WHO listed authorities 

(WLA)1 2 3 4 5

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

Coalition of Interested Parties (CIP)

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



Benchmarking process

Benchmarking
Pre-visit Self-benchmarking

Initial Institutional Development Plan  Institutional Development Plan  

Verification of

self-

benchmarking

Follow up and 

Monitoring

Application of Risk Based Approach

Performance 

evaluation of some 

or all regulatory 

functions



WHO GBT Performance Maturity Levels

No formal 

approach

Reactive 
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Regulatory system 
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performance and 

continuous 

improvement

Evolving national 

regulatory system

that partially 

performs essential 

regulatory 

functions   

Stable, well-

functioning  and 

integrated 

regulatory system

Some elements 

of regulatory 

system exist

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
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WHO Global Benchmarking Tool
Structure/Hierarchy

SUB-INDICATORS

INDICATORS

SYSTEM FUNCTION

THE FACT 

SHEET

QUESTIONNAIRE FOR 

OTHER PRODUCTS 

/ACTIVITIES

National Regulatory System (NRS) and Functions (NRF)

SYSTEM FUNCTION

1. Regulatory System  + Common Function
2. Non Common Functions

Common Function Non Common Functions

01-NATIONAL REGULATORY SYSTEM 
02-REGISTRATION AND MARKETING 
AUTHORIZATION 
03-VIGILANCE 
04-MARKET SURVEILLANCE AND CONTROL
05-LICENSING PREMISES 
06-REGULATORY INSPECTION
07-LABORATORY ACCESS AND TESTING
08-CLINICAL TRIAL’S OVERSIGHT

09-NRA LOT RELEASE 



Updated Figures of the WHO GBT revision VI

Item                Function RS MA VL MC LI RI LA CT LR
Grand 

Total

Number of Sub-Indicators 60 35 26 27 19 26 28 30 17 268

Sub-Indicators measuring 

maturity level 1
4 6 5 3 2 3 2 2 1 28

Sub-Indicators measuring 

maturity level 2
7 2 3 4 1 2 2 8 3 32

Sub-Indicators measuring 

maturity level 3
27 23 14 15 13 13 18 17 11 152

Sub-Indicators measuring 

maturity level 4
22 4 4 5 3 8 6 3 2 56

Minimal 

capacity

Advanced/refer

ence NRAs



Flexible algorithm for determining ML

ML Percentage of implementation of sub-indicators attained

% of implemented

sub-indicators

% ongoing 

implementation

sub-indicators

% partially 

implemented 

sub-indicators

% of non-implemented 

sub-indicators

1 Up to 100% of ML1 Up to 100% of ML1 Up to 100% of ML1

2 95% of ML1+ML2 5% of ML1+ML2 0%

3
100% of ML1+ ML2

and 90% of ML3
10% ML3 0%

4

100% of ML1+ ML2+ML3 

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.



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.

88 73%

Member-states World population

=Self-benchmarking (n=58) Benchmarking (n=30)

Member States participated in WHO Regulatory System Strengthening Program 
and benchmarked against GBT indicators between 2016 - May 2022



Global status of national regulatory systems, April 2022

Stable, well 

functioning and 

integrated

Advanced level of 

performance and 

continuous improvement
ML4

Evolving national 

regulatory system

Nov

2020

53
COUNTRIES

Oct

2018

100
COUNTRIES

100
COUNTRIES

41
COUNTRIES

44
COUNTRIES

50
COUNTRIES

73%

27%

With some elements of 

regulatory system

Apr

2022

56
COUNTRIES

98
COUNTRIES

40
COUNTRIES

72%

28%

ML3

ML2

ML1

Vaccines developed in countries 

with weak regulatory systems, 

i.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) 

GOAL of WHA 
Resolution 67.20

ML: (regulatory system) maturity level

Egypt and Nigeria announced as ML 3 in March 2022

71%

29%

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

15

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

+
Link: https://www.who.int/tools/global-benchmarking-tools

Blood (Nov 2019)

Medical Devices (Q2 2022)

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


WHO Good Regulatory Practices and Good Reliance 
Practices

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

Link: https://www.who.int/publications/i/item/55th-

report-of-the-who-expert-committee-on-

specifications-for-pharmaceutical-preparations

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 for 
NRAs

ISO 9001

WHO GBT

Regulatory 
Performance 

Indicators 
guidance 

(draft)

Implementing 
QMS in NRAs: 
Examples and 

practices

GRP

A robust and well-

functioning quality 

management system one 

of the enablers of GRP 

Concept, principles and 

requirements 

Regulatory Systems 

Strengthening 

Additional guidance for 

implementation

Performance evaluation 

and improvement

WHO guideline on the implementation of QMS systems for 
national regulatory authorities - TRS 1025 - Annex 13

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

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


Coalition of Interested Parties

2022/08/17 18



WLA Framework

02
Promotes access and the supply of 

safe, effective and quality medical 

products by expanding pool of 

NRAs to be relied by WHO PQ

03 Optimizes use of limited 

resources by facilitating reliance 

01
Provide a transparent and 

evidence-based pathway for NRAs 

to be globally recognized

Policy document
Describes the purpose, definitions and high-

level operating principles related to the 

evaluation and public listing of authorities

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

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
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Regulatory Systems Strengthening

Regulation of Medicines and Other Health Technologies

Essential Medicines and Health Products  

World Health Organization  (Geneva, Switzerland)

Office: +41 (0)22 791 4381

Thank you
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