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Long-standing use of reliance to strengthen regulatory oversight

Long history of improving 
efficiency  through reliance 

e.g. Certificate of 
Pharmaceutical Products 

Scheme

“Regulate through reliance” 
as the hallmark of a modern 

and efficient regulatory 
authority.

Increasing role of reliance

Promoting “informed” 
reliance

COVID-19 response as a 
strong accelerator for the 

use of reliance 

credits : iStock

credits : Getty Images

• “Game-changer” for regulators
• Highest level of collaboration, work sharing and 

unilateral reliance 
• “Must have” versus “nice to have” requirements

• Alignment of requirements/convergence
• Acceleration of decisions

• Stronger regulatory decisions
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Reliance for an efficient global regulatory oversight

Reliance throughout the lifecycle

Recent examples in post-authorization changes (PAC)

Take-home messages and best practices

Outline



Global status of national regulatory systems
 (as of March 2026)

GBT: Global 
Benchmarking Tool, 
NRA: National 
Regulatory 
Authority, 
WLA: WHO Listed 
Authority 

• 62 WHO member states (32%) have well-functioning regulatory 
systems
 11 more NRAs achieved ML 3 or ML 4 since 2018 (22% growth)

• 132 member states (68%) with NRAs still at ML 1 & ML 2 

NRAs benchmarked as ML3/ML4 using GBT

Source: WHO RSS database, March 2026

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%

Why using reliance?



Reliance’s many shapes and forms
“The act whereby the regulatory authority in one jurisdiction takes into account and gives significant weight to assessments 
performed by another regulatory authority or trusted institution, or to any other authoritative information, in reaching its 
own decision. The relying authority remains independent, responsible and accountable for the decisions taken, even when it 
relies on the decisions, assessments and information of others.”

• Sovereignty maintained;
• More efficient use of global regulatory resources;

• Decrease duplication, increase trust and 
collaboration.
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Product life cycle: examples of reliance

Clinical Trial 
Development

Clinical Trial  
Application Registration Vigilance Post-authorization

Paediatric 
Investigational 

Plan

Joint scientific 
advice

Joint review

Batch release

Abridged 
regulatory 
pathways

Work-sharing

Good practices inspections

Recognition

Work-sharing

Sharing safety 
information

Abridged 
regulatory 
pathways

Post-market
control

Work-sharing

Recognition

Abridged 
regulatory 
pathways



Increasing use of reliance in Post-Authorization Changes (PAC) management

International Coalition of Medicines Regulatory Authorities (ICMRA) 
Pilots

Example for a Post Approval Change Management Protocol for Drug 
substance and Drug product for an oncology product​

• EMA as lead assessor, US FDA participated & PMDA Japan as observer
• Harmonized list of questions​

• EMA & US FDA approval on the same day!​

PAC reliance pilots

• Principles: use a reference authority to submit a key supply change 
variation to a group of countries at the same time

• Approval time within 6 months vs. few years
• Same package for all regulatory authorities (harmonization & 

convergence)
• Example European Medicines Agency: 11 initiated/completed pilots, 12-

80% reduction in approval time (31 received to date)
• 77 National Regulatory Authorities participated to date

Possibility to combine different reliance models (e.g. ICMRA collaborative assessment + unilateral reliance) for global reach
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Take home messages and best practices for PAC management

Initial authorization

Post-authorization 
changes 

Pragmatic approach, simplification of regulatory 
frameworks

Convergence & harmonization

Efficient tracking systems at National Regulatory 
Authorities

Reliance to manage backlog and accelerate approval 
(different queue for reliance variations) 

Increase transparency of PAC assessment

Accommodate new concepts for product lifecycle 
management (e.g. ICH Q12) 

Ensuring product sameness

Build trust between stakeholders

The use of reliance for PAC management should be the new norm

How to collectively better manage the PAC workload?



Resources
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TRS 1033 - Annex 11: 
Good regulatory practices 

in the regulation of 
medical products

TRS 1033 - Annex 10: 
Good reliance practices in 
the regulation of medical 

products: high level 
principles and 
considerations

GRelP e-Course (Available 
in English, French & 

Spanish)

WHO SAP Webpages

International Pharmaceutical Regulators Programme
Questions & Answers on Reliance and Repository

You can provide input/feedback to IPRPsecretariat@ich.org 

https://www.who.int/publications/m/item/annex-11-trs-1033
https://www.who.int/publications/m/item/annex-11-trs-1033
https://www.who.int/publications/m/item/annex-11-trs-1033
https://www.who.int/publications/m/item/annex-11-trs-1033
https://www.who.int/publications/m/item/annex-11-trs-1033
https://www.who.int/publications/m/item/annex-11-trs-1033
https://www.who.int/publications/m/item/annex-10-trs-1033
https://www.who.int/publications/m/item/annex-10-trs-1033
https://www.who.int/publications/m/item/annex-10-trs-1033
https://www.who.int/publications/m/item/annex-10-trs-1033
https://www.who.int/publications/m/item/annex-10-trs-1033
https://www.who.int/publications/m/item/annex-10-trs-1033
https://www.who.int/publications/m/item/annex-10-trs-1033
https://www.who.int/publications/m/item/annex-10-trs-1033
https://whoacademy.org/coursewares/course-v1:WHOAcademy-Hosted+H0032EN+H0032EN?source=edX
https://whoacademy.org/coursewares/course-v1:WHOAcademy-Hosted+H0032EN+H0032EN?source=edX
https://whoacademy.org/coursewares/course-v1:WHOAcademy-Hosted+H0032EN+H0032EN?source=edX
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction
mailto:IPRPsecretariat@ich.org


10

Questions and additional information

WHO Facilitated Product Introduction Website
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction

valentinm@who.int

https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction


11

Working Together !!!

WHO Regulation and Safety Unit 

Marie Valentin, Senior Technical Officer, WHO Special Access Programme, 
valentinm@who.int 
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