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WHY the WLA initiative?
A new concept to replace SRAs

Recommendations 
from 51st ECSPP in 
2017 and 61st ECBS 

in 2018

Following ICH structural 
changes in 2015, need for 
replacing the term 
Stringent Regulatory 
Authority (SRA) and 
eligibility criteria based on 
the pre-reform 
membership to ICH

Feedback from 
international 

consultations and 
virtual meetings on 
developing the GBT

ICDRA 2016 & 2018 
Recommendations 

regarding SRAs

WLA
Authorities listed by WHO 

following a consistent, 
documented, transparent 

and accountable 
assessment

https://it.123rf.com/photo_121394665_3d-realistico-chiuso-e-aperto-metallo-dorato-lucchetto-icon-set-closeup-isolato-su-sfondo-bianco-.html?vti=mjj47sqodaekrhqvtd-1-41
https://it.123rf.com/photo_121394665_3d-realistico-chiuso-e-aperto-metallo-dorato-lucchetto-icon-set-closeup-isolato-su-sfondo-bianco-.html?vti=mjj47sqodaekrhqvtd-1-41
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WHO Listed Authorities framework

WLA

JULY 2021 WLA Policy

MAY 2019 WLA Concept note

NOV 2023 WLA Operational Guidance

NOV 2023 WLA PE Manual

https://www.who.int/initiatives/who-listed-authority-reg-authorities
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Provide a transparent and 
evidence-based pathway for 

the Regulatory Authorities 
(RAs) to be globally 

recognised

Promote access 
and supply of safe, 

effective and quality 
medical products

Optimise the use of limited 
resources by facilitating

Objectives of the WLA initiative

reliance



Fostering reliance through the WLA initiative

• Only ML3 and ML4 RAs are eligible for PE

7

GBT
ML 1

ML 2

ML 3 ML 4

PE

Reliance (partial or full)

WLA

• Reliance can be applied by all



Supporting quality medicines/vaccines through the WLA initiative
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Promotes reliance and 

recognition activities, thus
facilitating registration of 

medicines/vaccines

Promotes and strengthens
existing mechanisms for 

information sharing
at all levels

Promotes networking 
and collaboration

by building trust among
regulators

Promotes strengthening of 

regulatory capacity

Promotes transparency in the 

decision making process and 
communication with patients



Expected impact of the WLA initiative
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Enables efficient use of 
regulatory resources
by providing a robust

framework to promote

trust, confidence and 
reliance

Fosters health equity
by enabling an environment 

for innovation and local 
production,

and accelerating access to 
medical products

Encourages continuous 
improvement of 

regulatory systems and

regulatory 
convergence

Helps procurement 
decisions

on medical products by UN 
and other agencies, as well 

as countries (especially LMIC)

Contributes
to PQ programme

by expanding the pool 
of trusted regulatory 

authorities

WLA



Definition of WLA
adopted by the ECSPP in Oct 20, TRS 1033
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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 process

GBT PE WLA



Key considerations
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GBT-ML

Represents primary means by which the WHO objectively 
evaluates  regulatory systems and measures their

Maturity Level

GBT benchmarking process incorporates some elements of 
performance measurement

Designed to provide a structured approach to analyzing the 
inputs, regulatory processes and intended outputs that 

together determine

how well a regulatory system is configured

Verify establishment, appropriateness and 

implementation
of Regulations, Processes, Procedures, Plans, etc.

Measure performance and impact

of Regulations, Processes, Procedures, Plans, etc.

WLA

Nature and extent of evaluation to provide a high degree of 
confidence in an authority’s performance (e.g., quality of 

reports, scientifically sound regulatory decisions, etc.)

Documented consistency in adherence to international 
regulatory requirements and best practices, procedures and 
in producing outputs, outcomes reaching a more efficient 

regulatory system

Expansion of performance measurement

to provide a more detailed picture of

how well a regulatory system operates



Expression of 
interest (EOI)

Evaluation of EOI Agreement of scope and listing, roadmap
Performance 

evaluation
Decision and 
publication
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Scope

1. Products
• Generic

medicines
• New medicines
• Vaccines
2. Regulatory

functions
• MA
• RI
• CT...

Voluntary request 
by NRA or RRS

Risk-based approach

• Standard/Streamli
ned/Abridged
evaluation

• Extent and 
duration of PE

• PE process

• Full 
implementation 
of all mandatory 
ML4 sub-
indicators

• PE activities 
specific for RS + 
the relevant 
function(s)

Eligibility criteria

• Maturity Level 3
(Full
implementation
of ALL relevant
ML 1,2,3 sub-
indicators)

• Two-layer 
decision-
making process

• Publication

WHO listing process



Operating principles
ELIGIBILITY

13
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Operating principles
LISTING

A regulatory authority is publicly listed as a WLA 
following successful completion of the 

performance evaluation process 

Listing will include scope of the designation
(functions and product streams),

evidence reviewed, process undertaken to

support the listing and period of validity of the listing

Listing will be initially valid for a defined period of
years, provided no changes have taken place
that could negatively impact the WLA listing

WLA



Components of PE process
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PE
indicators

• MA expert review of 

MAA assessment

• VL vigilance field visit

• RI GMP/GCP Observed

Audit

• LT expert review of lab 

activities

• CT expert review of 

CTA assessments

211
sub-indicators

100%

GBT

ML1,2,3

36 out of 57 ML4

sub-indicators

20 Indicators

100%

mandatory

GBT ML4
PE
tools

If any of these 4 components fails, WHO listing is not achieved

PE
indicators
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Transitional arrangements

31st March 2022

31st March 2027



Objectives of transitional arrangements
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Recognize the 
achievements 

and work of all 
RAs on the 
Interim list

Protect the 
global supply of 

prequalified 
products

Provide a clear 
and transparent 
path forward for 

RAs on the 
Interim list that 
wish to become 

WLAs

Ensure processes 
are feasible and 

efficient with 
respect to WHO 

and RAs capacity

TRANSITIONAL ARRANGEMENTS





What is a transitional WLA (tWLA)?

1
A RA previously on 
the WHO Interim 

list of NRAs, 
published in 2019

2
The Interim list was composed of: 
• SRAs (medicines and/or vaccines)
• functional NRAs (vaccines) with 

vaccine tool
• rrNRAs of AMRO (medicines and/or 

vaccines) with PAHO tool
• ML3/4 NRAs (medicines and/or 

vaccines) with GBT

3
Transition period:
- 5 years from
31 March 2022 to
31 March 2027

4
A tWLA is NOT a WLA, 
in that requirements

to be met for 
designation as a WLA 

do not change

5
Transitional arrangements 

do NOT affect existing 
procedures for PQ

of medicines and vaccines 
and hence the international 

supply of quality-assured 
products

https://www.who.int/publications/m/item/list-of-transitional-wlas



Pathways for risk-based performance evaluation of candidate WLAs

Abridged
• SRA

Streamlined
• ML3/4 RA

as of 31/03/22

• rRRA (AMRO)
• Functional RA

Standard
• ML3/4 RA
after 31/03/22

WL
A

Abridged tool
• pre-selected GBT sub-indicators (all functions) 

• PE indicators (all functions) 

• 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)

• not previously assessed ML1, ML2, ML3 (all functions) and 
mandatory ML4 GBT sub-indicators (relevant functions)

ü customized tool

• PE indicators (relevant functions)

• PE tools (relevant functions)
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STANDARD pathway
Overview
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Are eligibility criteria met for the specific 
function?

Are ML4 mandatory sub-indicators met?

START

END

YES

YES

NO

Are all parts of the PE activity acceptably met?

Assess against new PE indicators

PE of the function fulfilled

NO

Are all new PE indicators acceptably met?

Conduct specific PE activity (if any)

NO
Report negative PE conclusion & outcome

YES

YES

NO



STREAMLINED pathway
Overview
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Starting point
WHO prepopulates GBT based 

on previous assessment(s)

01
STEP

02
STEPStreamlined tool

WHO selects a set of GBT sub-
indicators to be assessed based 

on information already 
available

03
STEP

Self-assessment
NRA updates preselected GBT 

sub-indicators and populate PE 
indicators

05
STEP

GBT and PE indicators
WHO performs desk based 

assessment

04
STEPGBT and PE indicators

Audit of some GBT sub-
indicators and/or PE indicators 

to confirm understanding, if 
needed 

06

STEP

PE tools
Onsite/offsite assessment of 

selected PE tool(s), if deemed 
necessary



ABRIDGED pathway
Overview
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• PE tools are excluded
• Some ML3 and ML4 sub-indicators, considered valuable for the purpose of collecting best practices, but 

not subject to WHO assessment, are included “for information only”
• The concerned RA is requested to provide self-assessment, with:

i. narratives describing the adopted regulatory practices in response to selected GBT and PE indicators
ii. evidence in support of the applied regulatory practices

• Scoring as Not Applicable in any of the indicators is not permitted

02

All PE 

indicators

01
Pre-selected GBT 

sub-indicators 
primarily targeting 

GRP and QMS



Risk-based assessment
Examples of recognition mechanisms
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Assessment is customized to make the best use of 

available resources and avoid duplication

Examples

GMP

Observed Audits

are not conducted

in case of successful (re)-

assessment by PIC/S

in past 5 years

• WHO PQed labs 
(medicines)

• WHO contracted labs 
(vaccines)

• OMCLs attested by EDQM

are not subject to expert
review of

lab activities



Estimated timelines
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*Depending on the performance evaluation pathway, scope of listing and available evidence.

ü For abridged pathway it is not expected to exceed 60 days

Responsibilities
Calendar days

RAWHO

N/AV301. Evaluation of Expression of Interest

VV60
2. Agreement on scope of listing and 
evaluation plan

VV60 – 180*3. Performance evaluation and report

N/AV60
4. WLA Advisory Group (WAG) 
opinion

N/AV60
5. Notice of Listing Decision (NOLD) 
and publication on WHO website



Listing is not a one-shot process
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EOI submission

TAG WLA
report and 

recommendations

Listing

Agreement
on scope & roadmap

12-14 months

Renewal

Interim reporting by WLA

Ongoing monitoring by WHO

Performance 
evaluation

Interim reporting by WLA

Ongoing monitoring by WHO

5 years



Bringing impartiality into the listing process
Technical Advisory Group on WLA (TAG-WLA)

Composition Functions

Ç Currently 14 members, two each
from the six (6) WHO regions plus
2 nominated by HQ

No conflict of interests

Ç Members are senior regulators or 
ex-regulators

Ç Chair/Co-chair elected by 
members

Ç Observers allowed in open 
sessions

Ç WHO REG as Secretariat

Mandate

Ç 3 years 
(Jun 2026)

Ç Review the WLA Team reports as
part of the WLA PE

Ç Meet at least once at the end of 
the PE process

Ç Provide recommendation on 
listing of the assessed NRA or RRS, 
including designation(s)

Ç Provide recommendation in case 
of re-evaluations of NRAs/RRSs
following a Notice of Concern



Summarizing
Functions eligible for WHO listing
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Ç RS module mandatory for all 
regulatory functions (not eligible 
for listing)

Ç LI and RI combined

Ç LT and LR combined

Ç MC combined to MA, VL, 
RI(GMP/GSDP) and LT

Ç RI listing can be achieved 
separately for GMP/GSDP and 
GCP components

Ç Export-only products excluded 
from the scope

Á but joining CPP scheme is a 
requirement for WLA

Function(s) to
be assessed

for listing

Eligible Regulatory
Functions

RS MA VL MC LI RI CT LT LR

Registration and Marketing 
Authorization (MA) V V

Vigilance (VL) V V

Market Surveillance and Control (MC) V V V V V V

Licensing Establishments (LI) V V V

Regulatory Inspection (RI) V V V

Clinical Trial Oversight (CT) V V

Laboratory Access and Testing (LT) V V

Lot Release (LR) V V V
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Summarizing 
Product categories eligible for listing

Ç All applicable regulatory 
functions are evaluated

Ç A combination of functions 
and product categories is 
also possible:

e.g., MA for vaccines

Function(s) to
be assessed

for listing

Eligible
Product categories

RS MA VL MC LI RI CT LT LR

Multisource (generics) V V V V V

V

GMP/GSDP
& GCP

* V

New medicines (new chemical entities) 
and/or biotherapeutics and/or similar 
biotherapeutic products

V V V V V V V V

Vaccines V V V V V V V V V

* Bioequivalence studies are covered under MA and RI

Note:
Blood, blood components, medical devices are currently excluded
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Function(s) to be listed
to be eligible for

Abbreviated/streamlined
assessment 

Product categories

RS MA VL MC LI RI CT LT LR

Multisource (generics) V V V V V V * V NA

New medicines (new chemical entities) and/or 
biotherapeutics and/or similar biotherapeutic products V V V V V V V V NA

Vaccines V V V V V V V V V

PQ relying on WLA
Minimum requirements to apply the abbreviated/streamlined evaluation processes by PQT

* Bioequivalence studies are covered under MA and RI



Estimated timelines
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*Depending on the performance evaluation pathway, scope of listing and available evidence.

ü For abridged pathway it is not expected to exceed 60 days

Responsibilities
Calendar days

RAWHO

N/AV301. Evaluation of Expression of Interest

VV60
2. Agreement on scope of listing and 
evaluation plan

VV60 – 180*3. Performance evaluation and report

N/AV60
4. WLA Advisory Group (WAG) 
opinion

N/AV60
5. Notice of Listing Decision (NOLD) 
and publication on WHO website
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Anticipated level of effort required
to conduct the PE exercise (e.g. 
RRS vs NRA, n. of functions)

PE prioritization of candidate WLAs

35

Transparency in making
regulatory assessments

of products and facilities 
available to other RAs

Chronology and number
of eligible requests

Estimated
readiness of 

the RA

Wide recognition of the 
candidate WLA as a

regional or international 
reference authority

Potential to 
enhance/expand

PQ of medical products
(local manufacturing)

Degree of participation in 
cooperation

and strengthening other
regulatory authorities or regional

systems



TRANSITIONAL WLAs

WHERE WE STARTED

56
National
Regulatory Authorities

1
Regional
Regulatory System

https://www.who.int/publications/m/item/list-of-transitional-wlas 36



WHERE WE ARE
Global status of benchmarking and performance evaluation of regulatory 
systems (2016 – Oct 2025)

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.

Source: WHO RSS database, Oct 2025

20252022

WHO Listed authority (WLA) 0

Benchmarking (34 member states)

WHO Listed authority (WLA) (36 member states)

Benchmarking (37 member states)

Self-benchmarking (58 member states)



31-10-2019 | Sri Lanka Benchmarking 28 Oct - 1 Nov 2019

36 WLAs (3 new as of Jul 2025)

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.

Disclaimer: The designation of WHO-Listed Authority (WLA) status is granted for specific regulatory functions. Authorities may be listed for different 
functions. For the complete and updated scope of functions for each authority, please refer to the official WHO list

Canada United 
kingdom

Japan

*Rep. of 
Korea

*expansion to all reg functions

https://www.who.int/publications/m/item/list-of-who-listed-authorities-wlas
https://www.who.int/news/item/07-08-2025-who-designates-new-who-listed-authorities--strengthening-global-access-to-quality-assured-medical-products/
https://www.who.int/news/item/07-08-2025-who-designates-new-who-listed-authorities--strengthening-global-access-to-quality-assured-medical-products/
https://www.who.int/news/item/07-08-2025-who-designates-new-who-listed-authorities--strengthening-global-access-to-quality-assured-medical-products/
https://www.who.int/news/item/07-08-2025-who-designates-new-who-listed-authorities--strengthening-global-access-to-quality-assured-medical-products/


•

•

With some elements of 
regulatory system

Evolving national 
regulatory system

Stable, well functioning 
and integrated

Advanced level of 
performance and 

continuous improvement

Total Number of member states = 194

74%

ML: (regulatory system) maturity level

ML

50 52 56 61 62

44 42 40 36 35

100 100 98 97 97

2018 2020 2022 2024 2025

68%

32%26%

• NRA: National Regulatory Authority
• GBT: Global Benchmarking Tool
• List of ML3/ML4 member states, Oct 25

NRAs benchmarked as ML3/ML4 using GBT

https://www.who.int/tools/global-benchmarking-tools
https://www.who.int/publications/m/item/list-of-nras-operating-at-ml3-and-ml4


31-10-2019 | Sri Lanka Benchmarking 28 Oct - 1 Nov 2019

Achieved ML 3

China

Egypt

Ethiopia

Ghana

India

Indonesia

Nigeria

Republic of Korea**

Rwanda

Saudi Arabia*

Serbia

Singapore**

Senegal

South Africa

Thailand

Türkiye

United Rep of Tanzania

Viet Nam

Zimbabwe

Did Not Achieve ML3

Bangladesh

Burundi

Cambodia

El Salvador

Eritrea

Kazakhstan

Kenya

Lao People’s Dem Rep

Malawi

Malaysia

Mozambique

Pakistan

Papua New Guinea

Philippines

Somalia

South Sudan

Sri Lanka

Sudan

Timor-Leste

Uganda

Global status of national regulatory systems
Formal Benchmarking of 39 Member States (2016 – Oct 2025)

ML3 or above

Did not achieve ML3

Data not available

Not applicable

*ML 4
**WLA
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Global status of National regulatory systems (2016 – Oct 2025)



31-10-2019 | Sri Lanka Benchmarking 28 Oct - 1 Nov 2019

9

33

44

73

84 86
93 95 97 98

2016 2017 2018 2019 2020 2021 2022 2023 2024 2025

Number of Member States benchmarked by GBT by year

Cumulative bar chart
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58th ECSPP meeting, October 2025

1

The term "Stringent
Regulatory Authority" 
(SRA) will be read as

"WHO-listed authority" 

2
Applicable to all previously

published norms and standards 
guidance, including all WHO 

Technical Report Series (TRS) and 
other documents endorsed by the 

Expert Committee on Specifications
for Pharmaceutical Preparations

(ECSPP), as well as any future 
updates or revisions of such

documents

3

The terms SRAs
(medicines) and highly

performing NRAs
(vaccines) will not be 

used in the future

Considering the successful implementation of 
the WHO-listed authority (WLA) framework

Ç A soon as all SRAs will complete the 
transition
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WHO Listed Authorities (WLAs)
Milestones and outlook for the future

Regulation and Prequalification (RPQ) Department 45

2019 2020 2021 2022 2024-20272023

Ensure all NRAs 

on the tWLA list 

become WLAs or 

ML3/ML4

One last SRA 

pending 

finalization of PE

Publication of concept 

note introducing WLAs 

at the request of 

Member States who 

were looking for an 

evaluation-based 

alternative to SRAs 

(which were based on 

membership)

• Piloting of the 

framework

• Publication of final 

OpG and PE manual

• First three WLAs

listed

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

Public consultations, 

consultations with Member 

States, and international 

consultative meetings with 

Member States and interested 

stakeholders

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 RAs1
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Next step in 2025-2026

Dec 2024
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Next step in 2025-2026

Dec 2024
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CONCLUSIONS

The WLA framework is becoming an important tool for
global regulatory convergence

National experiences (e.g., Health Canada, MHRA),
multilateral actors (Global Fund), and WHO PQT
mechanisms show that reliance, harmonization, and
transparency are essential pillars of this convergence

Taken together, these elements build more resilient
regulatory systems and ensure equitable, timely access
to quality-assured health products worldwide



THANK YOU.

2025 Global Harmonization Center 
International Workshop


